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MEMORANDUM DEPARTNIENT,OF4MAL14, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE,

NATIONA!.

TO Director, NIH DATE: December 29, 1976

FROM NIH Grants Peer Review Study Team

AJ Submission of Study Team Report

The' Grants Peer Jeview Study Team Is pleased to submit to you

the at ached report. This report,'Phase I, is based on a careful-

study o the issues by the Study Team and others at NIH and, in
part, on the testimony presented at three public hearings, the
letters received from the scientific community and the general
public, and\theresults of a survey of NIH revilw,group members..
Phase II, to be completed in late 1977, will present.a detailed
analysis and evaluation of the letter responses and testimony
from the public hearings; and will include the completed analysis

and evaluation of the survey of IRGs and Council members, ,

The Study Team's\l,eport and recommendations are presented, in

Volume I. Volume II presents background appendices and Volume III

is a collection of supplementary reports.

We have prepared a series of recommendations which we believe are*

central to the goal of not only maintaining but also improving the
quality of the peer review system and thus of the biomedical research $

supported by NfH. We wish to call particular attention to several
recommendations which represent &marked departure from the current
peer review procedures or are deserving of special consideration:

o That a formalized NIH Grdnta Peer Review Appeals
System be established, central to which is the
establishment of a.position of OMBUDSMAN to be
appointed by the Director, NIH.

(:) That NIH-should periodically announteall upcom-
ling vacancies on initial review gitups and invite
suggestions regarding candidates for specific groups.

o That authority to establish or discontinue Initial
Review Groups should bedeAgated to the Director, NIH.

o That NIH 'should seek to have the authority for
selection and appointmeht of members of Advisory
Councild/Boards delegated to the Assistant
Secietary for Health, HEW.
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Director, NIH
L.

o That those portions_of the meetings of advisory'
graups.Vhich involve the review of grant applica-
tions shquld continue to be closed to:the.pqblia

- (including those submitting applications)j either
under current exemptions: to the open 'meeting
requirement or Ofiough legislation.

o That, as soon as practical after a National Adyisory
douncil or Board completes the review of a grant
application, the Bureau, Institute, or Division
Should toutinely send the associated summary state-.
went with the priority, score displayed to the
principal investigator'nemed in the application.

o That the Director, NIH, should take immediate steps
to limit the workload of all Initial Grant Review
Groups to a level compatible_ with maintaining the
high quality of review.

The Study Team ald-O-Sddressed and developed recommendations concern-
ing a variiitY of other key issues.. These include identification and
special consideratiori 4 unorthodox research'approaches, the need
for a single priority-scoie convention for use throughout NIH in
lieu of-the piesent dual score system, conflict of interest procedures
applicable to=review group members, membership of employees of profit-
making organizations in initial review groups, extension of peer
review procedures to cover the assessment of businesi management
epractices in large grant applicationt, and opportunities for improving
the 'grants peer review system through a continuing prograM of prospec-
tive studies involving specific.. procedures. Furthermore, the Study
Team believes that all of the issues it considered are important and
that, taken together, its recommendations form a self-consistent
ensemble of actions which will doNucti to insure that the NIH grants
peer review system remains a model of scientif1c and,administrative
excellence..

We believe that the report.of 'the Study Team, and particularly its
recommendations, will be'of 'considerable interest to the biomedical'
community, the general public; and the NTH extramural staff. We have
copies available fot distribution if you wish to share the report with
your staff or advisors.



Director 3

Members of the Study Team are ready to Assist you and your staff in
the implementation of the recommendations presented it this report
if you so wish. ,

1\

Ruth rschstein
Chairperson

)/44P
Robert P. Akers

, Mathilde Solowey

Executive Secretary

Ann A.Ataufman
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William H. Golawater Step n Schia fi
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The NIH Grants Peer Review Study Team is Pleased to present this report
to the Director, NIH, for his-consideration. The April 28, 1975, statement
of the Acting Director,JOBfestablished and .set forth the charge to the
Study Team.- Ih-one of a series:of assigned responsibilities, the Study
Team was asked to "Examine in critical detail the entire process Of peer.
-review and make, where necessary, recommendations for modifidations or
dhange....' It is hoped that the present study will be one of a number
cif other stddies,of the NIH peer review system; and that other study
groups will address aspects of the peer review process not covered in
this report.

Acknowledgements:

As Chairperson, I would like to acknowledge the efforts of Al members of
the Study Team and the Study Team subcommittees. who took-time from already
busy work schedules td participate in this series'of studies Ind
deliberations. Listed ereafter'are the Study Team memberd and the
membership of the subc ittees.
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report..,
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SUMMARY OF cormusims AND RECOMMENDATIONS

R4 Page

'TheliEHgrants peer review system isand has been extremely

effective in identifying biomedical research activities of

high quality
4

The principle of separation of grant application review

and program staff functions at NIH iSstrongly endorsed 46

The assessment of the' cientific merit of research activities

being considered for support shoUld be maintained as a major

- element in decision-making at NIH ,48

_Selection:ofInitial Review Group Members 75

NIH should publish pitiodically`an announcement of upcoming

vacancies on Initial Review Groups (IRGs4 which invites

-suggestions regarding candidates for specific IRGs 81

NIH should implemeht a formal procedure whereby an applicant-

investigator may identify unique or unorthodox aspects of

proposed'res46rch and suggest' possible reviewers who are

Considered to be leaders in his/her area of research 82

Special Initial RevieNoups 87

It is essential that NIH continue to have the flexibility

and opportunity to establish ad hoc or Special-Initial

__Review Groups (SIRGs) ,
. , 88

.

. .
_ N

NIH and HEW should oppose any legislative proposal extending

the Federal Advisory Committee Act to ad hoc or special

'review groups Ar 88 and /f9-

The 'roster of consultants to be included, ii an SIRG should

be provided to all investigators whose applications are to be

I
reviewed by the SIRG ...t. , P 89'

1

1

NOmination, Selection and Appointment of tsitional'Advisory Council

MeOirrs--
.

..
91

. ,

'Authority for selection and appointment of members of National

Advisory Councils/Boards should be delegated to the Assistant

SeCretarS/Jor Health, HEW 94

Scheduled Council vacancies. should be announced along with

the criteria for selection and the duties and terms of

appointment 94

e
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The names and qualifications of,the selected Council members ,

should be published

'Wen a selection for a Council' vacancy has been made other
than from nominations submitted *the Director, NIH, the

.

appointment should not be made final until the Director, NIH,
has had the opportunity to comment on the selection . .95

t .

Considerations in Regard to Conflict of Interest."... J t.. 97

NIH should develop detailed instructions for determination of
conflict of interest for members of review and adviso* group& . ,. 100

NIH should adopt a procedure under which Form HEW 474
(Confidential Statement of Employment and Financial Interests) is
returned to a'member as incomplete,_when.such membet makes no. ,,...-.)

anal, in a,section of the form but does not write "none" or sane
'equivalent ,

t........ 101.,--,

All executive secretaries of IRGs should be given access to and
,should review, at least annually., the Form HEW 424 of members and
shouldbe required periodically to httend training sessions on
evaluation of conflict of interest situations . '101 .'

.

All initial invitations to serve on review and' advisory groups Y
should-make it explicit that final appointment is contingent upon
review of the completed" HEW 474 for conflicts a interest, or
potential conflicts of-interest, and that them'', member should be.
formally notified of the appointment after the appointment process
(including review of the Form HEW 4741 has been compreted 102

The names of new members of review and advisory Obups'should not
be released to the news media or other members opthe public'until.
'such.time as final appointment has occurred aftdt cailetion of
review of the Er HEW 474... . i1s.

-; _

102_

Appoinirent-ct Employeet of,"For-profit" Organizations to NIH Initial
RevieWrGroups .. .01, a, .0.. ".. 103

Employees of4fOr-profit".o rganizations should be eligit;lafoi
,membership on all initial review groups considering grant

applications (including National Research Servite &and
applications) ._,-The, basis for .selection of such scientists shall be
the sidle as for those employed by "non=profitl'organizatices...,° 105

. .. ,

All "conflict of interests statements (HEW Form 474),submitted by
employees of pordfitimaking organizations-must beleviewed by the*
agency_head, who must be satisfied that the individual itn,serve
on the specific committee to which that person hAs been nominated
without being in violation of the conflict of :interest statues., -105

, ..----",
4 '. -i t'
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.

Legal Considerations Regardin9 Grants Peer Review. .........ft 109
. ,

The Public Health SeivicelPHS) Act should be amended to provide

statutory, exemption from the requiretents of the Freedom o

.
Information Act (MIA) for disclosure of research designs
protocols presented. in grant applications 116'

qd

Those portions of the meetings of advisory groups which, involve

the revieri.of grant applications should continue to be closed to

the public (inclUding those submitting applications), either under

curredt-exemptions to the requirement or through a

statutory amendmeht '
121

e

The current system of dual review should be preserved, with grant

* applications being reviewed first by initial review groups consisting

solely of scientific and technical, experts and then by National

Advisory Councils and Boards including representatives of the

public 121

In releasing reviewers' opinions under the Privacy Act, an adequate ,

.
_ legal basis,should be established for protecting the, reviewers' -.

:
'anonymity either through reinteraetation of existing law,6r

_
t of new legislation 124

The,NIH and HEW should establish/amechaniSm for special, periodic-
,

%-

assessment-ef the impact of this new legislation ("sunshine laws) on

the quality of-§rant applications and on the quality of peer review

of such applications. Such assessment should be reported to the

legislative and executive branches of the Government . 125

. .

o
Impact of Review Workload-on Quality of Initial Merit Review

i

1127

The, Director, NIH, should take immediate steps to limit the workload.

of all initial grant review groups to a. level which is compatible

with-maintaining the high quality of peer review.. l3-

Authority to establish or discontinue initial review ggoups as the

'peer review workload dictates should be delegated to the,Director,

NIB

Additional resources should be provided for peel review of grant

applications where acceptable alternative approaches to reduction

of worklcet will pot permanently and effectively'resolve,long

standing review overloads

The Director, NIH, should establish a permanent mechanism

determine an appropriate ceiling ormaximum workload fdr each

NIH Initial Grant Review_Group . 133 ''

132
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'N/H-wide Standards and Guidelines for Peer'Review Procedures 143'

- The proposed peer review regulations prepared under Section 475
of the ,Public Health Service Act, by HEW should be finalized

NIH standards and guidelines should be prepared Or revised*,
soon as possible after .consideration and evaluation of .

, recommendations mil, in the study by the Executive 'Secretapies
Review Activities .ommittee 146

...
,

. s

In order toinaintain'ind improve the level of excellence of the .

- grants peer review system at NIH, a staff position should'be
established within the'Office of Extramural Research and Training, ,

,

to provide for quality assurance of the, system
'

P 146. .

-Tinning curricula shOUld be developed by NIH for extramural program, j

and reviemrstaff in order'to provide orientation and to refresh -*\.

,and'reiterate principles concerning the philosophy, objectives,
\\ and PrOcedures for per review 146

.1.

. .

Open forums and workshops for program and review staff. Should be
established on a continuing basis,so as to encourage and improve
exchange and communication ofideas concerning issues relevant
'to tie peer review. system

s '.
, /
* 146

. -

Orier -talon Alitions, should be held annually for all Initial
. Review Group and Council members by the Director,NIH-, the

BID Directors and their staffs - ..., , ... b ..1..... 146

Review of,Businees ManagementPractices 155

It,should be recognized as an NIH policy position that the use of
business.management consultants as reviewers is a necessary
adjunct to the scientific review of the large, complex, and
mUltifacted prograni projects,' anacenters, or of those grants
involving consortium:arrangements. Considering the nature of the
traditioinal,investigator-initiated research project application
and its review, the use of busineseimanagementocasultants
Should not usually be considered necessary or appropriate e 160

' The principai-critefia used to,determine the need for bus s
management consultant support shbuld be.related t2 the o
tionpl or adminietrative complexity existing in any particular
grant application...

9.1
A

NIH should develop a policy issuance coverinemge'rble of.and deed
for assessment of business management in the review of the large
program project and center grant applications and uniform guide-t
lines to be kolldMed by the business management consultants in
their roles es members of project site visit team's and advisory

. groups
\

.

. 161
* , .

\ .

160
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Business management consultantt should contr
recommendations on project.site visits and a
Meetings, but they should not vote or give a

addition, they should prepare a specific-por
visit reports and/cc IRG summary statements
recognized as separate from scientific revi

should be carefully considered in reaching r

each project..,

e to overall
Initial Review

priority rating. In

ion of prbjectsite
ich should be
and evaluation, but

ations for
is 163,

Procedures should be developed_ which would allow the reports of the

_business management consultants, including ific recommendatiods

for management improvement, to be made avail le to the applicant-

institution

Grants management staff of the BIDS should rticipateith the

IRG executive secretaries in the determinati n ofneed for and

selection(Of business managtment consultants for review and when-

ever possible, they should ,iccompany the situ visit teamvOn reviews

of the complex projects as staff resources only 165

164

The Roleof Peer Review in Support of Unorthodox, Innovative Research 167

. N1H should:
'

(1) Require the applicant to identify and support in detail

any contention that the research project being proposed'

is unorthodox or innovative.
171

(2) request initial review groups -to identify, applications

they consider toLbe especially unorthodox or innovative,

. whether or not the applications wer identified by

the applicants;

(3) encourage IRG members (as a group or individually) to

prepare a statement in addition t e regular summary

statement pointing out the unorth or innovative aspects

of the application and its signir ce

(4) consider the feasibility of developing an experiment

involving limited support for certain Speculative, high-

'risk, unorthodox or innovative esearch proposals. Such

a study might be part of a lar r, much-needed effort to

,
examine the-processes of deois on-making' iri,allocating.

research support....,

XXIII
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Release of:Summary, Statements to Principal InVestiptors 177.

(

Summary statements (with the, priority'scores displayed)'concerning
grant applications should be routinely sent to the principal
investigator as soon as practical after ccmplbtion of the review

-'by,the particular National Advisbry Council/Soard.-' This
recommendation,is contingent upon the understanding that these
documents'lwrili be released only ,to these individuals. If 'this
Procedure could reasonably lead to a requirement that NIH make
these documents available to applicant institutions then the
summary statements should be released only upon receipt of an. ...,4,
appropriate request., from the individual concerned

4

When a summary statement is released, upon a principal
investigator's: regueSt prior tofinal action,by a National .'. .

Advisory Counil/Board, the document should be:Iprovided with the
priority scoePdisplayeland the revestcr should be advised
that the. information is interim-in nature and that any attempt
to modify the original pplicatiOn or provide commefitary for
considerations by the ouncil/Board may result in deferral Of
cmsideration of the lication

e
. 180

NTH should request authorizaion, through either. regulation or

..;

., r- t -.
:- -

legislation as:appropriate; to release an initial review group
ummary Statement to the%princip0 investigator named in the it

application only after the review of his/her grant application

( is complete, i.e., after Council/Board action 181

178'

Priority Scores on Summary Statements... 183
r

A "mi le priority-score" convention should be adopted throughout
NIH but until this occurs only the type of pr ity score used
by the ID to make decisions should be display on the summary
stat is released to principal investigator

t'
The system of developing priority'scores as a numerical indication
of scientific merit of grant applications should be studied in
,order to assess awhether the present procedure shdUld be retained
or a new procedure is needed

NIH should conduct studies of:

184

... 184

(1) Xariations in individual rev ewer and review group behaviorin
1 ihp applicationk, over t' and among different'IRGs, and

of e/factors;which act to i rease or decrease such variability; ot

4
(2) Variations in the quality of g ant applications assigned to a

given.IRG from one review rou to the next, over time; and
t applications assigne0 to

.

vayiatioins in the quality of gr
the IRGs;

_ XXIV
0,
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, . ...

(3) The effects on the review proms.; of displaying the raw

__priority score to the initial review group members

_limediately after they assign their individual scientific

aer4ratings, and of giving them the option, at that point,

to reopen discussion and rerate the application

<

1.85

Grants Peer Review. Appeals System
187

-1 A formalized NIH Grants Peer Review Appeals System should be

-, established to correct or eliminate the deficiencies noted... 193
, . 4

An OMBUDSMAN should be !panted by the Director, NIH ' 104

To provide the needed higher NVells of review related to appeals,

BeGrants Peer Review Appeals Board (a permanent committee), should

established
194

Specific criteria shbuld be established for reconsideration (appeal)

of NIH action on grant'applicatibns
.

,
.

. .

., 195

Mechanisms and procedureashould be established for appeals

Concerning assignment of grant applications...t: . 196

Mechanisms and procedures ould be establlshed for appeals

concerning scientific nevi- of grant applications 197

'1
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The past 20 years, have seen a demonstrabl' growth ofthe extramural grants
program, supported by the National Institutes of Health (NIH):. ,specifically, -

support for NIH research' grant awards grew from $32 million in 'FY 1955; to

$473'millipn in FY 1965, to $1112 billion in FY 1975. In 1975, 114'243

competing research grant applications'were reviewed by peer review groupsk
Additionally, several thouand other kinds of applications wep,received,
such,as individual and institutional'NPtional Research Servide Award

applications, resource appliCations,.and research career program

awards. In 1975, the traditional investigator-initiated iledearch grant
cations requested a total of $887 million (for the first year'only of 4

multi-year applications). As a regult of peer review evarilati ,

$431 Million were recommended for approval and $318 million in ilest-

year direct-cost funds were awarded for coMpeting projects.

The level ofintercst in the NTH extramural research program and'.its
operation is exceedingly high in the biomedical scientific Comiliuffity,

which-is increasingly dependent for'reSeardh.Support on the_availabilityt
of federal fUnds. Equally -high interest is shown by the general' public,

which looks to this use of federal funds" for support of biomediCalresearch,
as a-means of ultimately improving'the health care of the nation..

The extramural research prograeis essential to the mission Of NIH and
_

it is therefore equally essential that it. be of the highest quality.
Since the inception of the extramural program at NIH, the gauge for
selection of research and other grant activities fOr support has been by

ins of peer reveiw. Traditionally, NIH routinely monitors and.administers'
the peer review system to-assure its continued quality and effectiveness
and to provide a continuous process of improvement.

.

Early in 1974, a two -day, seminar'Was,held by NIH officials to examine and
appraise the'extramural research and training grant review system, and the
use of peer review and public advisory groups by NIH for its rapidly

growing extramural research grants program.

S.

A series of recommendations emerged from the seminar, including one
specifically directed toward the need for an NIH Study Team to continue

the stud of the peer review'sysEdin. Responding tO the recommendation,

in the ring of 1975, the Acting-Director of !11H established the NIH

Gradts eer Review Study Team (GPRST) consisting primarily. of NIH personnel

and incl ding a member of the Office of General Counsel (OGC), DHEW,

,:assig to NIH. The Acting. Director deSignated for membership pn the

Study Teem,- individuals' whose expertise he considered desirable and. necessary

to accomplish the objectives.

. Summary of the Charge to the Study Team

The StUdy Team was asked to

. . . conduct a detailed and comprehensive study of the NIH peer

'review system. This study, in broad outline, should focus pn the
philosophy and procedures of peer review/ its applicability to the

3
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NIH awarding instruments and programs, the attributes and problems:
of alternatives,, and the role and character, of. peer review in t11c4
decisiO6-making process at'NIH."

I

1-4P

' . .

;
.

.

IMore specificall/, the Study Team was asItto: _
. -_

"Exmine in critical detail, the.entire process of peer review and
make, where necessary, recommendations for modifications or-change,
In addition to other items which' the Study Team may wish to consider,
specific attention should' be giveh'iol (1) selection procedvre6-and
criteria for advisory committee members; (2) the need and feasibility.

- for an NIH policy defininOhe administrative and scientific
relationships of the steers responsible, for the technical merit
review of grant applicatiQns,conducted in awkding Institutes and
Divisions and those'responsible for scientific program management; .

(3) the need, advantages,and disadvantages for a technical meht
review "appeal" mechanism for appliaN'ts and,an assessment of the
process currently in use;' 4) the,yole and character of peer review

.:. 1

- in the desisionstnaking process at NIH; (5Y the ility of the peer
it 1

' review sykem to accommodate a really new or un ual scientific
idea, . . : (6)assess the impact and make recommendations relatiVe to

I'..jpeer review'and provisions of the Freedom'of Information Act (FOIA), -

the Efederal_Advisory Committee Act (FACA), and the Privacy Act (PA)."
(Attachment 1 - Charge tat4 Study Team.) ,

The Study Team was instructed to examine the 'positive features 'Of the peer,
review system as well as to assess critically any-deficiencies that might be
suggestedCOverall, in examining the positive features, the Study Team feels
that peer review exercises the single most powerful influence on try continued
high quality of the Nation's biomedical research effort and encompasses several
fundamental:characteristics. These include theSeleCtion of participants who .

(

are judged according,to their expertise and a system of checks and balances,.
detigned to. protect the process from considerations extraneous to the oriter-,o
ion of high scientific quality.

Furthermore, the Study Team believes that confidence in the system is justified
and hrs7divolved from, the steadfa§k position maintained by NIH.thatit
is,'first and foremost,' the high scientiftMuquality of the supported research,
as defined by t4e peer-revie4 system,whicioNshould govern the content of the
national biomedical research effort. Allegiance to this principle by a
succession.of program managers at NIT!, over a period of many years, has
resulted in a research 'program not seriously, hallenged in regard to its
fundamental, scientific quality.

'4
The.Study Team further believes that the NIH research programs constitute a -,

,, critical national resource, and that the quality of this resource haS been...)
slecessfully defined in the public interest by the unique administrative device
of the:peer review system% # It is confident that the sys m will continue to

. provide suCh service with carefulmanageMent and mainten ce and, ad unswerving
commitment to the applicat of the principles of scient is excellence.

ORGANIZATION OF THE 'STUDY

'e . -

The eam,recognized.thet,-althoughas a group consisting primarily oi.N1H,
of it could bring' a significant collective per t ion of the'peer
review system as seen from the viewpoint of thode.who w the systembesh

4 0
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and who are alio responsible for its.operation; nevertheless, its appraisal of
the peer review system would be strengthened by input from the external

comOunity. Amoordingly, the Study Team sought opinions about the peer review

. system and suggestions for its improvement from the broadest possible range of

biomed1cal researchers and interested lay individualg other than scientists.

To accomplish the tasks necessary tb fulfill its mission, the Study Team
was organized into a series of subcommittees. Each subcommittee was chaired

by a member of the parent Study Team, but the membership geneially
included both Study Teamembers and other NIH staff as well. Participation

of the latter served to expand the representation provided added

expertise. Pi-Ogress and completed subcommittee arts were reviewed and
modified as a result of discussion by the paren. Study Team as a whole
in order to assure concurrence and acceptance-by all.

Certain specific issues were assigned.to single StudyTeammegibers or
small work groups in Order to develop position papers. These served

as a basis for discussion and fdr incorporation into the,body of the
report and as recommendatiods'of the whole Study Team. These discussions
generally resulted in one or more revisions prior to concurrence and/or

acceptance of the document.

)

A brief statement regarding each of the subcommittees follows: A more

detailed description of the subcommittees' activities and, considerations
will emerge from the body of the report.

o Subcommittee on Studies of Peer Review Systems

The Subcommittee examined' previous studies, of the NIH. Peer Review' ,-.//
4

t System and also reviewed briefly peee'review systems in use bn other
federal agencies and other countries-.

o Hearings Subcommittee

the Subcommittee prepared for and planned three public hearings in
different parts of the country to obtain theperceptions and/Or
suggesy.ons of the .external community in regard to NIH peer review.

±1_111heSubcommittee also assessed, analyzed, and evalpated the information'

. derived from the hearings.
* s
o Survey Subcommittee

-
The Subcommittee developed a survey questionnaire which was used to

. obtain opinions regarding the NIH peerreview system from members of,
all current Initial Review Groups (IRde) and Advisory Councils
attending the November 1975-February 1976 meetings, and subsequently
assessed, analyzed and evalUatdd the findings.

6' Subcommittee on Appeale *

The Subcommittee evaluated tke' desirability of establishing -a grants-,
p4ey review appeals mechanism, and, having determined the need-folio
sdbh a:sysfem, proceeded to develop appeals procedures.

5

,46

,

4

*1



o Subcomittee to Review Legal ASpectsigf Peer Review.

The SubcomMittee examined the re4a1 cohsiderations related to peer
review, such ts Freedom of Information lgislation, the Privacy Act,
corifidentiality, conflict of interest, chartering.of,committees, ad
hoc reviewers, and selection of committee members, as well as the
pact of these factors on the peer review system.

Subcommittee on Business Management Practices

The Subcommittee ied the impact of business management practices
on peer revie , arloi review procedures related thereto. It also reviewed
and made tecomendations concerning the establishment of policies
regarding the role 'olea business Osultant in p- er review.

. *

Additional topics considered by the Study Team and dealt with in depth in
°0the boay.of the report or its appendices were the following:

1. Current, procedures for selection of Initial Review Group, Special
Initial Review Grou , and Advisory Council memberi and modification*
of these procedures

2. The effect of revi workload on quality of peer review, and suggestions
to lessen the workload.

3. Summary. statements and priority scores.

4. Premature disclosure of the outcome of peer review.

5. The role if peer reviewlin support of innovative research.

6. The role of peer review in NIH decisiOn-Making.
.

1

7. ration of peer'review frbm program responsibilities.

8: The-need ot iniproved coMmunication between NIH and thfi external
community as well as within internal NIH components. .

9. An analysis and evaluation of letter responses'from the exteral'
-tommunity commenting on aspects of the NIH peer review system.

The Study Team also prepared a cOMprehensive desbription of the NIH grant
Opplication peer review prbcess. (Appendix C).

-4
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFAREMEMORANDUM
_

. PUBLIC HEALTH SERVICE

TO OI/D Directors

ECEA Members
00 Staff

- PROM : Acting Directer, NIH

Lamont'. orerrnms Or 181,0.711

DATE: April' 28, 1975

mum Establishment of NIR Grants Peer Review Study,Team

During the spring of 1974, the Executive Committee for Extramural
Affairs sponsore4 and participated in a seminag-on4eer review. The

purpose of this seminar was to identify and eValate the objectives
of the peer review concept, document strengths and 'weaknesses of thg NIH
peer review system, and discuss possible modifications or alternativei.
This effort derived fromAhe Aal perception that NIH staff, who know
the system best, should be in a unique position for its appraisal And that
thesysteM should indeed be subjected to periodic in=dgpth evaluation to
assure its continued quality and effectiveness. 4

In addition to reviewing previous studies of peer review and the
resulting suggestions and related criticisms, the ECEA Seminar format
provided for a current appraisal of the Extramural Research and Training

Grant Review System and aye-examination of basic concepts and procedures.
This included a consideration Of prepared papers followed by panel
discussions and the ratification-of a set of recommendations which were
part of a final report of theseminar submitted to me in December,- 1974.

Following up a major recommendatioh in the final report from the
Planning Committee fdr the ECEASeminar on peer review, I am establishing
an NIH study team to extend the efforts of ECEA and conduct a detailed
and comprehensive study_of the'NIH peer review system. This study, in
broad outline, should focus on the philosophy and procedures of peer
review,Ats applicability to the NIH awarding instruments and programs,
the attributes-and problems of .alterna0ves, and the role and character
df peer review in the decision-making process at NIH. In addition to
this major-charge, I am asking that the study'team:

,

Review previous and- on -going studies an

analyses of the MIH and other systems of peer
review, evaluate recommendations and, in tne
course of the workof the stuay team, initiate
additional analyses or activities as necessary
for,accomplishments of team objectives.

* irtitulati-ip detail the philOsophy, objectives,
,procedures, and accomplishments of peer review.
From such descriptioos,'the study_ team should
prepare or have prepared one or a series of papers
for dissemingtion to the public and the scientific



oiS

community.as a means of achieving a general under-
standing and appreciation of a system which has
evolved to its.present'st iate over a period Covering
oi'quarter Of-a century.

..._..,

Examine in critical detail the entOtprocess ofpeer
review and make, where necessary, recommendations for ,

modifications or change. 411 addition to other items
which the study team may wish to consher, specific
attention should be given to (1) selection procedures
dnd criteria for advisory committee members, (2) the
need sand feasibility for an NIH polity defining the
administrative and scientific'relplionships of the
staffs responsible. for the technical merit review .

of grant appl ations conducted in awarding Institutes
and Divisions nd thcise responsible for scientific\:t
program managim t, (3),the need, advantages, and ,

disadvantages for a technical merit.reviewHappealu
mechanism for applicants and an assessment of the
process currently in use, (4) the role and character
of peer review in the decision-making process at NIH,
and,45).the capability of thkpeer review system to
'accommodate a really neror unusual sctentif4c idea.

Evaluate the need for enlarging or altering the type
of NIH staff training and communicattons to improve
and maintain coordination and interaction between :

separate NIH peer review activities.,

.

Assess the impact on and make recommendations relatives'

to peer review and provisions of the Freedom of
Information Act, the Federal Advisory Committee Act,
and the. Privacy Act.. __...-

To accomplish the above objectives and to consider other questions and
recommendations concerning the peer review system.for grants, the following
study team is appointed by this memorandum:-
Dr.Oluth Kirschstein Director, NIGMS,' Chairperson

. .4.

Dr. Robert Akers Pblicy ald Procedures OffiCer, OERT, OD
Dr. George Brooks Assoc. Director, Extramural Program Activities
Ve.tarl Frettt Director, Division of Contracts and Grants, OA, OD
Dr. Norman D. Gary Executive Secretary,'SSS, DRG
Or. William Goldwater Assistant to the AssociateDirector, OCR, OD
Dr.. Phillip GoNen Acting Clinical Director; CI, NIAMDD
Qr. Jerome Green Director for Division of Extramural Affairs, NHLI
Dr. Ann A, Kaufman Research Gr nts.Officer, OERT, OD
Dr. William Raub Assoc. Direc or, E?ttramural & Collaborative Program, NEI

tr. S. Stephen Schiaffino Associat Director for Scientific Review, DRG
Dr. Katherine S. Wilson Executive Secretary Genetics SS, DRG-
a

.4
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in pursuing its.work, the study team is requested It o make full use
of all necessary resources:both within and external to the .NIH. Within

this framework, it is expected that appropriate consultation will be
made with members of the scientific and grantee community and current
and former members of NJH Advisory Groups in order to examine
perspectives, criticisms, and suggestions for, alternatives or improve-
ments to the peer review system. The office of the Associate Director
for Extramural Research and Training will make available to the study
team the full report of the ECEA Seminar.on peer.review and other such
document& and'preliious studies.that will be usefulln its deliberationt.

or

I4m asking that the study team reportinterim activities to me through
the Associate Directorfor Extramuhl Research and Training and that a-

,

final-rep6rt.with recommendatiens be sul7itted no later than May 1, 1976:

1 would greatly appreciate.all cooperation and assistance th-dt you and

your staff can render the study team. In addition,.if there are comments
or suggestions which ygu or your staff feel may be useful to thi study
team, please comunicate them directly to Dr: Ruth Kirschsteih.

,1

A:=?-16,1V5141g

. Ronald W: Lamont-Havers, M.D. .
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STUDIES OF PEER REVIEW SYSTEMS

4

Apparently, peer review. procedures for h th research supported by the
ral Government were initiated in 182. At that time the Fifty-seventh.

ongrest_estgalthed a Scientific Advisory Board of non-Governmental scien-
. tists t6 assist the Surgeon General in the administration of the Hygienic

ry. In later years (1930) the Laboratory was renamed the "National
ute of Health" and the Advisory Committee was reconstituted and

.

,renamed the 'Motional Advisory Health. Council." , .

When the National Cancer:Institute. was-established in 1937, the Cancer Act
also provided the legal basi for the National Advisory Cancer Council.
The Council Was to play a key pie in recommending'the award of grants.

These authorities and procedure were extended to grants and fellowships
in all health research areas in 1944, when the Public Health Service Act
was passed.

In 1946 the Director of the NIH recognized the need to establish a more
formal advisory mechanism foe the assessment of technical and scientific
merit; the tivision of-Research Grants (DRG) was established and study
sections or initial review groups came into existence in 1947. Thus, at
that early date, the basit for the current NIH dual review'system was

* (

established. f

Over the years, since the Very inception of the dual peer review system,
there have been multiple studies of the NIH advisory structure and the
review and approval system. As NIH review procedures have matured and
developed, and as the extramural programs have expanded, these studies`
and surveys have become_more frequent and extensive. Some were instituted
by the Executive Office bf the Presidento sane by Congressional mandate,
and sane by the Department of Health, Education, and Welfare (DREW) or
the staff cf,NIH. The members of the Grants Peer Review Study Team (GPRST)
have. cataloged and reviewed these previous studies. Sane focused in
particular on NIH while others were of a more general character dealing
with- overall" Federal policies. Those studies tat seellpartic9larly
relevant to the current undertaking are briefly reviewed here.

In 1947, the same year that the DRG was established, the President estab-
lished a scientific research board to study and report on Science and

Public Policy. Volume 5 of its report is entitled "The Nation's Medical

Research."(1) Even at thiitiiy,stage, the Board noted that the use of
advice from outside experts on research proposals presented a difficult

dilemma; While the selection of experts from the leading hospitalsr medical
schools, and research institutes insured the best possible advice4'on the

. other hand,,as the Board noted, the majority of, proposals-to be evaluated
were submitted-by staff members or graduates of these same institutions.
t.wiS concluded that the adviSory groups were providing splendid service
to'the Government and devoting conscientious thought and considerable

thtime to the review and evaluation of the proposed projectS-while resisting
',any.- tendency to create research monopolies. The Federal Government was
advised to continue its sound policy of utilizing outside scientific advisers.

1



In the mid-1950s, the Secretary of DREW commissioned a report on "The
Advancement of Medical Research and Education Through the DREW." This
report, commonly known as tilb "Baynes-Jones Report," was, issued in 1958. (2)
he. consultants recommended the expansion of medical research and education,
-andtptojected that total national medical research expenditures should
increase from the 1957 level of $330 million to approximately $1 billion
per year by 1970: The report,briefly described the NIU peer review system
and noted that the advisory structure and procedures were designed for a
elatively-small grants program characterized by grants of modest size.
The report predicted that the NTH extramural program of.research suppoit
would evolve toward larger grantt_for broadly-defined purposes encompassing
many disciplines would require changes in the traditional study section
system.

In 1960, the Senate C 'ttee on Appropriations requested advice'from a
committee-of consultants on, Federal' support of medical research. There
is no indication (in this so-called "Bo Jones Report") that the appointed
committee made an indepth study of review procedures. HOiever, in deter-
mining that funds appropriated by the Congress for the support of research
on major disease problems had been expended by Federal agenciesmith
remarkable efficiency, the Committee report ingiuded the following
statement:

"The National Instit s of Health, which Congress has made
its principal instrument for the disbiirsement of funds for
medical research, has developed an extremely successful system
for teview and approval of applications for research grants, -

training grants, and fellowhim This plan, relyinon close
supervision of outstanding scientists, has assured. consistently
high standards for the research supported, gained the confidence
of the scientific community, and-maintained the-traditional
freedom of both institutions and investigators." (3)

Many similar statements were made in the November 1960 Report of the
president't Science Advisory Committee (MAC). "In its, support of .basic

research, the gbvernment has usually relied on the advisory judgment of
respected scientists, and in the main-this advice has ensured that in
those areas Of research in which Federal support has been available, out-
standingmen have been able to attract substantial support, In this
respect, the project method of research support has real values which
should not be forgotten...." (4)

the Committee on Science and` Public Policy of the National Aeademy,Of
Sciences (under the Chairmanshipiof Dr. George B. Kistiakowsky) issued a
repoft i!1 964 concerning "Federal Support of Basic RiSearch in Insti-
tutiOAs okHigher Learning." (5) This report gives a history of the origin
and the development of the Federal scientific establishment and discusses,.
the use of grants and contracts, and peer review procedures, in a variety
of Federal agencies. The study'had its origin in a resolution passed by
the American Society of Biological Chemists which requested an examination
of Federal programs in support of fundamental research. The Committee
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expressed support for the panel system of peer review. However, disadvan-.
tages of'the panel 'system of peerreView were mentioned, including the

oworkload accepted by scientists Who particibated, the increased time to
complete the review of each proposal, and the potential difficulties when
serviceto peer review groups is concentrated among too few individuals
or institutions.' The Committee'also noted potential problems with inter-
disciplinary research, namely, that panels;may-not always reflect the. ,

''current frontiers.of research, or that the proposals may be sent to the
wrong 'panels. Recommendationsfer the improvement of panel peer review
were provided:'(1)-the use of more advisors,.and more frequent rotation;

-(2) the use of yourer scientists &r panelp; (3) the" inclusion of persons
of breadth as well as specialization; the addition of members from allied (
fields; (4)'the serious consideration of the advice of panels in order to
MaintainAhe conviction among advisois that their services are important;
(5) the, fact that overall budget review is appropriate to peer review;
but detailed decisions on fiscal matters are not; (6) continuation of
support ofibatic'researCh by several-agencies so-that scientists will have
access to e than one peer.review process.

"'in that year, 1964, the Select Committee Ob Government Research of
the H. of Representatives the Elliott Committee) issued its.report on
nati goals and policies. This Committee was established to provide
the .e'otRepresentatives'with an overall review of Federal research
and elopment programs. Although none of the ten studies reported dealt
prima ily with NIH or with peer review,the Committee examined various
methods used by' Federal agencies to review applications for support.. The
Committee concluded that fellow, scientists must'rate both the competencli,
of those presenting proposals and the ripeness of the field but that the
evaluation criebstused must include value, economic, and political judg-
ments, as well as ceder judgments concernin§ scientific and technical
matters. The Committee noted that the panel systems utilized by various
agencies provided a training ground for the development of a pool of
advisors required at higher policy levels.(6)

Perhaps the largest, most extensive, am3,most prestigious study of NIH was
the one commissioned by President Kennedy and chaired by. Dr. Dean Wooldridge.
The Wooldridge Committee, supported by twelve working paliels, submitted its
,report on "Biomedical Sciences and Its Administration* in 1965.(7) Detailed
_descriptions and analyses of the NIH peer review procedures are contained
inyarioussections of that report, but particularly in the report of the
Panel on Review Procedures. The first and most iMportadt general conclusion
of the study was that the activities of NIH were-essentially sound, and that
funds were being spent wisely and well,in the public interest.

"The opinion of the (Wooldridge) Committee, based on the
extensive investigations of its consultants, is that the
large majority of the intramural and extramural. research
supported by NIH is of high.quality.We strongly approve
the peer evaluation method of selecting recipients of
extramural grants."
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-"The Study Section Procedure' utilizing scientific peer, judgments
is the bebt available method for awarding research grants." (7)

It is believed thabothe Wooldridge Ccmnittee conducted the most compre-
hensive and thorough review-ever undertaken of a Federal science agency.
Addressing itself specifically to the extramural programs, the Committee
_felt that despite' increased loads on study Actions, peer judgments should.
be preserved at all costs. Measures should be encouraged which would
lessen the burden on- 'study sections without usurping their function of
scientific review. the Committee felt that extramural investigators would
Ilkt-more contact with 'and advice from scientists on study sections and
would welcome more site visits, suggestions from study sections about )
improving research,pland, and more explanations of Whyproposars were not
approved. '

1

In 1966, no fewer than three important reports were published.. The Westrate
Report, commissioned by the Bureau of the Budget,dealtwith the management
of Federally funded research programs in several areas, including biomedical
sciences. Information was obtained by interview and questionnaire methods
that involved Federal officials, university staff members, and officials
at private foundations. The.section.of the report most relevant to review

-- procedures is entitled "Improving theoplality of Federal Research Adminis-,

//. tratiOn" and portions of this-deal specifically with NIB methods, viz.,
"the most elaborate,review procedures of any ag*ncy."(8) .

The'report recommends that:

"Appropriate action should be taken to remove the statutory
provision which prohibits the Surgeon -General from authorizing-
approval of an NIH grant unless the grant has been expressly
approved by the Advisory Council of the pertinent Institute.

"With respect to proposal review procedures, the agencies should:

a. continually evaluate the adequacy Ofthe advise they obtain
from proposal reviewers and the procedures they employ;

b. provide sufficient administrative assistance and-numbers of
advisors to reduce the reviewers' gorkloads and, insure that

_their time can be most profitably utilized;

c. because of the advantages inherent in panels, use panels for .
Scientific review to-the maximum extent feasible; and

d. when panels are used, rotate the membership andgive conside-
)Ition to geographic and university distribution in selecting./
appointees.

14,
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"In addition to..their present proceduiesfor dealing with possibilities
of conflict of interest, agencies should:

a. stress the advisory nature of panel deliberations, and instrudt
the-Government member present at such panel sessions to deal
with potential conflicts which may arise.

b. bar a consultant or panel member from participating in general
discussion/about proposals submitted from any source .in his
own uniiversity, although he should be permitted to answer
specific questions of fact, regarding such proposals.

V

"As part of their review procedures, all agencies should request
panel or consultant opinions regarding the general-level of funding,
major equipment requested, and fraction of investigator effoit
estimated for the project when suds opinions *ear to be relevant
to deciding the merits of the proposal.

...

' 4 "Agencies should routinely distribute an award list to their proposal
referees." (8)

The report of the Secretary's Advisory Committee on the Management of,NIH
Research Contracts and Grants (the Ruina Committee) was alio- idled in
March 1966.(9) -Once again, the review procedures utilized in
programs were examined and endorsed. The report of the Ruina Committee
-stated that:*

"With the enormous expansion of the grant activity during the
past decade the Advisory, Councils havebfound it necessary; as
a practical matter, to rely almost entirely upon Study Sections,
panels of distinguished scientists organized-on the basis of
scientific disciploines and dedical specialties, to evaluate the
Scientific merits of grant applications. So large a volume of
'applications is now processeethat Advisory Coyncils are almost
entirely:dependent upon summaries and-"priority ratings" forwarded
by the Study Sections.

"This inevitable dependence_on 'peer groups' for preliminary
screening and ordering of grant applications has not resulted
ina mere 'rubber stamp' function for a Council. Rather, policy
deliberations undertaken, by a Council are often based upon
questions concerning individual grants which are singled out by
notations of the Study Sections, or by NTH staff or membersiof.
the Council at the time of meeting. Each Advisory Council
member receives summaries of all of the applications for grants,
and thus has a convenient reference file of current information
to assist him in keeping up with the broad trends in research
pertinent to his Institute's-field of interest.

4
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The effectiveness of these project grants in support of biomedical
research is widely recognized, as is exemplified by the following
comment of one of the panels of_the WooldridgeKommittee.

"'The procedurei followed in reviewing what are known as traditional
research grants were instituted first aid constitute the most
thoroughly established, the 'A.t rigorously followed,/the:.easieit
-to"understalid, probably the most widely admired of the activitiee_
included in the extramural programs of the National institute:1;0f

Health.'"(8) .

Later, in 1966, a-- special Congressonal subcommittee chaired by Congressman

Paul G. Pogers,qnvestigated DHElq.(10 With rtspect to the'functioh and

adequacy.of the NTH Advisory Councils, the Subcommittee endorsed the
criti9ue of the Aiina Commi tee. 'the Subcommittee noted that the NMI

system of review and approv itsts considered desirable by the scientific

community primarily bedause r6posalsswere indepeildently,,judged by peers

and not by Government officials. she NTH grant review system thus sepa-
rated the assessment of scientific merit from the staff responsibility
for program administration. Pn the opinion of the Subcommittee, one of
the weaknesses of the NTH system resulted from the fact that it was devised
for a much smaller volumeof grant applications; it, was noted that it was
virtually impossible for review groups, including the Councils,,to conduct .

_completely satisfactory review in-the limited time available._ .

x

Among other things the ers Subcommittee stated that:

The increase n the of study sectioni had not kept pade

with,the-i rease in the number of applications; the explosion:
of scientific knowledge as a result of increased emphadis
placed on research; the unrealistic-assumption,that the
combined knowledge gf the members of study sections and councils
will in each case i clude all-the latest information available_/
in a particular ppec alty; consequently in view of the latter,
recommendations,fo approval or disapproval appear generally
to be the judgment Of-One or at best two peers. It was

recommended that consideration shoold be given to revising the'
isystem for review and appioval of grant - applications n ordir

to better cope with the large volume and high degree of
complexity of the applications. This report also pointed}*
the fact that. certain question raised- by the Wooldridge
Committee still remained unanswered;.namely, does the study "
section discussion modify a priority rating bassd'onlY on
reading the application pri9rt0discussion; what determinei
which applications are- site visited; oes the site viskt.

modify an original priority rating-7 which direction;,
how is the quality of study section isiontvaluated? (107

In 1967, the American Medical' Association's Commisgion'of Researc1 delivered

its report.(11) Many of the recommendations of this Commission were addressed

specifically to the American Medical Association. The Commission'did

1.
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conclude,that thif st ay secti9t( mechanism of NIH had been successful in

identing and.s ting high quality research. The Commission recommended
that 40mbership on study sections- should be rotated to prevent the develop- ,

Bmect of an inbred, elite,, decision-making establishment. The report also'

ested that theyriMary consideration in selecting members of Advisaty

11! Codicils sbOuld be professional attainment -and. the ability_to make unpre-

'udided, statesmanlike AudgM?Rts. The COmmissiOn also recamended the
lishment of "an advisory .group for the Director', ,NIH.

the Foun in Committee Repoibin October 1967 (12),exiMinW "The AdmIniS-

- tration of Research GEInts in the Public Health Serviclic" The report v

focused uponvtheprincipal. research arm of the PHS, the NIH. (It should

be recalled that the Committee had issued previous reports on this subject

in 1961 40.1962.) The Committee was concerned about the gap. in NIH L

research support betweelkike "rich" arid "poor" schools. One reason given
'_ was that arOatively liMegd-nimber of institutions furnished the bulk

the PHS consultants and It was felt likely that these advisors reacted
more favorably to theInstituttons and seientists that they knew best,when

evaluating project applications. Moredver, study section and coUncil,,_,

members were in a unique position to learn of'research'opportuniti Wiff

their.fields an to share with their colleagues an ihtimite knowledge of .

Jim the grant_system operated. A sicond 'concern was the tendency, in PH.5,4,:

to appoint a small group of individIbls to multiple terms on councils and -. 4

committees 'and the appearance of favotitism When these same individuals

4' received substantial NIH- grants. The:Committee recommended that each
council appointment be limited to one four-year. term with members being .

ineligible for reappointment for a period of fopr. yews. It also jecom-
meded that cohsideratiorrbe given, in the Selection of- committee memberg,"
to balancedlepresentation of geographic-regions'and educational institutions
and, furtherr, that ta the extent possible; consultants should be drawn from
among `qualified scientiqs.who are not themselves recipients tt PHS grants.

.

In ilbruary no p, the CHEW issued a response, to the Fountain Committee .

Jlepayt.(13). There arey in particular,"twosectOs of this-98-page report

that are especially relevant to the interests of the current NIH'Grants Peei

ReView Study-Team. The first discussed the review systeniat NTH and "its',

- role in mainthining thetigh,qualty of research that was bet supported.
Inthe section orDadvisory committees, reoommendationa wereqadie in regard
to limiting the -ri of,appointment Of NIH advisors, geographical
distribution, and, o -:e-development of standards to insure that silientists'

of high quali are .11.4 ihtedto advisory groups. .

e

n1970, the Council of Academic Societies of the Association of.American
Medical Colleges (AAMt) undertook to facmplate'"A'Pollcy for, Siomedical_
Reseirch."(14V The COmmittee focused pirtiCulaily on issues relatingo -the

deVelopment of biomedical research manpower. The repoii supported
continued emphasis on the imlividual project grant awarded through peer

review as the primary instrAmt for the support,of biomedical research,
alobg with Irexpanded system of program project support addressed toalong

of special relevance. The report :included 'strong endorsement

of peer review butstated'that.review mechanisms shod be streamlined.
There were, howe4er, no detailed diteussicmsloor sptiNfic recommendations.

A .4
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gadsing the past several years, there have been increasing inquiries into '1.

e the.NIH-peer review system. Sane of these have followed upon the passage '

of the Freedom of Information Act (P.L. 89-487) and the Federal Advidory
Committee Act (P.L. 92-463), anA have stimulated a general review of
advjsay group,actinties and ,functions within the Federal Government.'
Within DREW, additiohal controls and,requirements have now been estab-
lished with respect to the public advisory groups and these apply to the
;NISI public advisory groups._ Thus, 'Dive:lures for the technical merit
review of scientific research prOposals have been modified.

Among `the studies and surveys that have liedJtomuch mokficatiohs, one ,

must include that of the "Cooper Ccomittee."(15) The report of this NIH
ProgeaM Mechanisms,Committee was issued in February 1973 to the Director,
NIH. In this report,;the Committee included'seven recommendations bearing
upon the grant and contract programs. Especially noteworthy is the
reccmmendation "that NIH establish and refine the use of uniarm policies
and standard procedures by whith its - components define, develop, and
implepent programs, and-initiate, review, select, and manage projects

.funded by contractb, grants, and other awardM."(15)

In April 1973, NIH ania the Health Serv.ices and Mental HealthAdministration
(HSMHA) received an issue paper prepared' by the Office of Mahagement and
Budget entitled "The NIH/NIMH Peer'Review system. paper contained a
geperally.accurate;brieftdescription of NIH/NIMH review, including its
statutory bases; InAtt identification of problems the peer review system
and ifs formulation of alternatived`for improving th system, however, the
paper displayed several serious misunderstandings and biases.' Nonetheless,
Athe report, and the commentary prepared by; the Office of theDirector,,NIH,. '-
are of considerable interest., Both. documents were considered and discussed
in the July 1975-special oversight hearings of National Science Founaation
(NSF) peer review (House Subcainittee on Science, Research, and Technology).,

_.
he requirement,in,the National CancetActi.Apendments of 1974A1 7) for scientific
peer,review of applications for biomedical and behavioral reseal- apparentlyreview

ted from the hearings before'the Subccamittee, particularly
pr red statement from the AAMC. In urging peer Teview fog contra
the AAW stated that (1) the use of npnfederal scientists to sview giant

. applicationi for bicmedical research projects to be funded.bymthe Federal
Government'has assured abroad, nonfederal voice in the formatibp and wr

implepentation of national pol icy; (2) the peer'review system which has
-beeh developed and utilized for NIH grants has assureda rigtticus assess- ,'
mint 'of the sciehtific-merits of-research projects for which .NIH grant

t is being sought; (3).this process ,of scientific appraisal_carried4
roit by disinterested and expert scientists has resulted in the u'ie Of
public.funds.only for the support of biomedical research which has met .4,4,-
.M0pRplghest standamis/of e4pellence; and (4'). thprocess of peer review has
)iervreacgnized asNah effetive mechanism in'assurinumaximumscientific
returns for public investmehts in research grants.

v , , / fn...
)(

% 'In one of the few studies,dealing with the ef4otiverieis of decisibn '.,_

making in proViding research mupport,'Grace Carter of Rand Corporation`

o v ...
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developed an original and rather ioui; statistical method to examine-
7, NIH management and peer review der ons. Measures of research output

and quality were developed and these were then.used to explore trends in
ft quality of grant-Supported research and triOloperation of the NIH
peer system.' This 1975 report* entitled "Peer Review,' Citations,
And'Biomedi Research Policy: NIH Grants to Mtdical School Faculty,"(18.)
is of =psi rable interest and value.

It is noteworthy that the NTH, in March 197, submitted a report (19)ito the
-then existent President's Biomedical Resear Panel. concerning the status
of implementatiOh of the recommendations of the Wooldridge Committee. The
reader should recall,that, in February 1965, the Wibldridge Committee (7),
established by the President, made eighteen recommendations". Eleven of
-these were accented in'whole or in part and implementation was begun;-
-Seven recommendations were not accepted. Among- the recommendations thai
related dilectly to, peer review, there was a statement "that Advisory
,Council members,owe their appOintment to no hither Government level than
that of the Director, N14," The NIH noted that thisrecomMendation had
not yet been implemented. TheWdoldridge Committee also recommended. -

. "that the study section procedure utilizing peer judgments should be
preserved and strengthened and that the workload on individual study
sectlonomembers should be lessened."(7)__ The NIH status, report indicated
that this had been implemented initially but was affected by later changes.
The workload of consultant reviewers has been seriously aggravated and the
number .cf committees has been.sharply curtailed. It-is noteworthy that
the-average workload bf an NIH Study Section has increased remarkably:
from an average of 55 grant applications per meeting.in 1069 to an
(average of over90-applications'per meeting In 1976.

C.
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OTHER REVIEW SYSTEMS IN THE FEDERAL GOVERN TKEN

The NIH Grants Peer Review Study Team also undertook an examination of the

review Proceduresin several other Federal agencies; this was conducted in

the fall of 1975. :InEtwo agencies the review procedures appear to be

especially relevant to the NIH. A brief summary of reView procedures and

,policies in several other Federal agencies is-qiven below.

1. THE NATIONAL SCIENCE mbtoknow (Nish.

There are five separate directorates at the NSF and there are,,as a 7

consequence, five separate review systems; These are described. in the

June 1975 NSF Staff Study on Peer Revidia and Proposal Evaluation.

In general, NSF utilizesthree distinct options: panel reviews, mail

reviews, and:staff reviews. On the average, for all of NSF, a proposal

it reviewed by 6.5 reviewers: There is no single list of NSF reviewers

but lists of panel members are available. Forty-four percent of all

competing proposals receivean ad hoc review only. ty-eight percent-

of all proposals. are reviewed by a panel only. 28 percent of

proposals receive both panel and ad hoc review. Same proposals submitted

to NSF are reviewed solely by starr:These, hoWever, are a distinct
minority and represent such. activities as conferences and workshops.

Wring 1974, the NSF received approilmately.120,,000 reviews. (In

,contrast, NIH reviews about.124000 apialiations.) .

In each of the NSF directorates, it is the program officer who is

responsible for formulating a recommendatiOn, Tie selection and the,

funding decision are made at a higher ectielon."- The program officer

makes his recommendation tOra.gection head:but often thiq is referred

on to a division' head, assistant direct* 'qr emen.to the National ---,-

Science Board. The Board reviews those proposals that'are favorably
recommended by a panel.and'that involve more than half a:million

dollars per year or a total commitment:in excess of two million

dollars. The Board does not review proposals recamperbied4udavorably.
f,

the National Sciende Boapd.gpassed a resolution indicat'

thafu lists of.reviewers shoulebe published and that verbat

copies o reviews, without' the oreyiewere, signatures, should be or-
warded to the applicant investilato4.' NSF is currently informing

reviewers that their verbdtilrooMments will be made available to

applicants. .k

Panels rate proposlis that they have-recommended favorably in five

categories from excellent
`
to poor and these roughly correspond to the

NIH numerical rating systetwof 1 through 5.. Staff provides-feedback ,

and reports to the panel at subsequent meetings concerningactions '

that: have been taken on theim panel, ecouvandations. Although NSF

staff members have not dope so inrthe past, they will now prepare
:unary statements and prOvide resumes of the panel 'assessments

t
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and recommendations so that this information may be'releassd upon
appropriate request. A focmal-procedure #or appeals is being develop-
ed at NSF but it is not expeotecOthat it 4111 be used extensively.

Within the Biology Division, some 4,000 Proposals are reviewed each
yearvapproximatel§ one-third are renewal applications. About.
30 percent of all competing proposals ire funded. Currently, same
35 percent of the fundt available are used to award committed, non-
competing continuation grants. Within NSF, it has been decided
(administratively) that non-competing continoations should not utilize
mere than,60 percent of the available funds; this guideline has been
set in an Attempt to maintain flexibility-for the support of new
ventures; The maximum duration of grant support in the past has been
limited to two years but it has nowbeen extended to five. Therefore,
the average duration of NSF grants is gradually increasing.

A visiting committee evaluates each NSF progrAm area anti 'the performance
of the program officer, and provides advice to the Division Director
and to the Assistant Director of the Foundation. It is of sane interest
to note that about 50 percent of the program directors at NSF are there
on a rotational system while on leave from their parent institutions.
These people are selected by the Division Director or the Assistant
Director, NSF. The NSF staff believes that this system has worked a
well. Of the 24 scientists currently in the Biology Division/12 ,

are there on a rotational basis.

Within the Biology Division, the average/research grant amounts to
some $34,000 in total direct costs. There are, however, approximately
40 larger grants, somewhat similar to NIH program project grants, that
range in size from $250,000-$500,000 per year; most are near the upper
end of that range. The total expenditures for the BiolOgy Division
in support of research are_75- millionaollars per year.

The average panel used by the. Biology ,Division has eightmenbers and
there Are 12 panels. The panels know in advance the amount of funds
'available for each program area and this information is taken into
accountin the Propesal review sessions. Proposals that are reviewed
are either funded or declined. Thus, there are no apprthed proposals
that remain unfunded. This is'a feasible and effective Procedure.for
the NSF because its appropriation.ispbtained early in the fiscal year
and it is therefore able to plan expenditures in advance,

'The review panels meet three tiMeta year, generally for two days.
The average number of proposals, reviewed, per meeting is 100: Eadh-
proposal is, on the average, assignedito four reviewers. Site visits'
are conpucted but not frequently. Ttavel funds are somewhat limitedv
oftentimes a site/4ieit will be performed-by staff members only.

Consultants are paid a fee of $75 per aay'but do not receive Any ,

remuneration for homework or mail reviews.
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NSF panelmee*s are appointed for a one-year period which may be
renewed two times. Thus,, most coopultants serve a three-year term.
In the Biology Division, at the beginning,of each panel meeting a
listing of the proposals and the ratings given by each of the panel
meeberd is distributed. Thus,mith,this information available, the

IP:greater part of the panel .meeting focusei-on discrepancies in .

ratings. The-Program Director serves as chairman of the panel;

There are no formal deadlines foi the submission of appliOations to
NSF. In the Biology Division them is an average lapse of four months
from the receipt of a'proposal tot:he time that a decision is made
and funding is made available.

The'Division has a small cont act trnzlissues "Requests for
Proposals* in the usual manner.. Contract proposals are reviewed by
ad hoc committees.

There are four changes that the NSF staff would like to implement:
4

(1) to increase the number of panels for
(2) to decrease the panel workloqg to no

proposals per meeting;
(3)nto perform more project site visits;
(4) to have more staff available.

initial review;
more than 60

and

The NSF is planning toconduct several studies of its review processes.
For epeple, the handling and fate of 1,000 applications will be
studied. In addition, a survey (questionnaires and interviews) of
several hundred Applicants and rev* ers wilibe-conducted to-determine
their views of the NSF revi tem.

24
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II. THE VETERANS ACMINISTRATION (VM

The VA system for peer review of medical research is-essential y an

intramural system. There are sane 135 stations in the VA system where

research is conducted. Thus, this is basically a decentralized intra-

'mural medical research program. Seventy-five percent of the budget is
devoted to that decentralized .system whereas the remainder is centralized -
and involves cooperative clinical trials and career development awards.

Centralized peer review is required if more than $25,000 per year is

expended. in a research project.

Initial review is conducted centrally by merit review boards and the

secondary level of review is conducted by VA, administrators. The
membership and nature of the second level of reviewhive been developed
to reflect the intramural nature of the research effort: difficulties
with staff and employees in field stations are avoided; order ly_ 4

termination and phaseout support can be provided readily;.and morale'

problems can be minimized or resolved

Last year a total of $87.7 million per year was spent for medical

research and $68 million of that amount was for decentralized research

studies.

An attempi`is made to fund all approved proposals.to sane extent.
Fdrthermore, to preserve local allegiances and authority, funds area
forwarded to the hospital for the support of the investigator's
research but these funds can be reallocated by the local research

committee.

The procedures for peer review have varied s t with time.

Initially, boards were established and review w4(conducted centrally.
There was then a brief -period 'when there was total decentralization

of the review and decision-making procedses. For the past three and

,one -half years the current system has been in operation.

',Currently, there are 14 merit review boards and each has 74.13

members. The boards are disciplined-based and they meet twice a year

for one to two days. :Members have three-year terms. Each board has

at least one VA member, but-overall, 25 percent of the total member- ,

ship are VA employees. Many, of the individuals serving on these
merit review boards are, concurrently, NIH study section members%
There are two cycles per year for review with December 1 and June 1

deadlines.

The 14 merit review boards are serviced by six staff members: three
executive secretaries and three assistants. It is apparent, therefore,
that one of the executive secretaries and one assistant serve five
merit review boards.
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A proposal may be reviewed by more than _review bOard at the same
time. TWenty-five to-30 proposals are eviewelkat each meeting: A

-, numerical priority system is utilized ith a score of 10 being the
best` and 50 the poorest. The average score is 27; any score numerically. ,

greater than 40 indicates that fund is most uncertain'. Priority
scores are derived by averaging ind idual scores voted by the members;
theiare not "normalized.'-'

Each propcs0 is reviewed:by at t three reviewers, one of wham,
must be a Member of the board. many outside -opinions are
Obtained. Each ad hoc reviewer' is'contrIcted by VA staff before the
proposal is sent tcrEim.. It is opAnterest to note thit the ev tions

.and opinions submitted by the rev' are tragsmitted verbat' (but

without the signature of the reviewer) to the.nagpital that fitted

the proposal and thus to the applicant institution and the investigator.
Each applicant receives at. least three written evaluations, prepared by
individual reviewers along with the overall evaluation of the revieulk
board.

7

Approximately 35 petcent of proposals are disapprOved. The summary
statements of the merit review board are written by a board member.
Site visits by the board are not conducted frequently but if.they are -4,
held theysregenerally small with a:member of the VA staff of the
central office always in attendance..

4

Recommendations made by the review board! are similar to those made ,

by NIH Study Sections in terms of dollar ts, duration of support, etc..

.e

The review board meetings are closed although announeemehts are made
in the Federal ister. .Any public or scientific inquiries received'
are referred to the local VA hospital.

There is rFo formal appeals-mechanism. -It t,be recalled that this
entire review system is concerned with intr ral research activities.
Thus, a disappointed applicant must have the agreeMent of his local
hospital research committee before he can submit a new -or revised
request to the central office.- The local research committee often
has many academic scientist from the medical school /university.
For that reason local review irasignificant phase of'the,activity.

rs assisting by mail in this process 'are paid.$50 foreach
opinion.,jfiembers of the merit review boards receive one day's_
compensation for their preparation time.

It should be noted that the peer review system described above is
not universarthroughout the VA. Cooperative clinical studies are
assessed by an entirely separate piocedure. They are reviewed and

%budgeted through a different mechAntsm. Similarly,"the'career
develop ent program of the VA is reviewed. and funded through a
.deparate set of procedures. -
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O

ENERTUHESEARCH AND DEVELOPMENT ADMINISTRATION (ESDA), DIVISION OF

BIOMEDICAL EPIVI142MEML RESEARCH (DBER)

,* 4

The major poition of the Division s support,.about 80 perbent, is for
the National Laboratories; the r ining 20 percent is for the support

of extramural projects. In 1975 this constituted approximately

20 million dollars. 4

. ERDA suppor !led contract proposals submitted in response to

a request for proposal (RFP) as well as unsolicited proposals. The

latter are similar
be

NIH research grant proposals and procedures for

their review will be described.-.

Ungolicited proposals 'may be submitted at any time during the year.

UpObreceipt, review is begun immediately. If handled normally, the
review can be completed in three months or more rapidly, if necessary
Unsolicited proposals are referred to the appropiiate Brafich
,(currently there are five BrancheAreviewed by the Branch Chief,

assigned to the technical staff representative whose scientific

11,00.1
technical expertise best matches the research proposal.

DBER use a mail review procedure. -A list of reviewers and their
specialty areas is Maintained and a general effort is made not to

use the same reviewer too frequently. The technical representative

sends the proposal to 3-6 outside reviewerkand receives written
-reports from each. The consultants reviewfor.scientific merit only
whereas the staff representative reviews for relevance to the mission

and fbr budget considerations. The staff representative his..the .

authority to reject the recommendations of reviewers; but if he does

so, heomust defend his action.

The staff representative's summary and the proposal are circulated to

.Felevant technical staff within the Division for input fromother
smperts, usually so-called *category teams" from each of several

Branches of theDivision who review the proposal. The proposal and

summary report are then reviewed by the Research Committee of the

Division, which is composed of the technical-staff of the Division.
This Committee meets weekly and the responsible staff representative .

presents a summary, recommendation, and the reviewers' opinionsof

each application. The Research Committee votes approval or disapproval

and approved proposals are ranked for payment.

There is one budget for the Division. This allows for flexibility,.

to shift.funds where needed to support approved projects. If necessary,

approved projects can be held until funds are available.

In 1975, the Division supported about 50b contracts and there are, bout

400 renewals yearly. Ongoing Contracts are reviewed by outside con-
sultants every third, sixth, and ninth year and the reviews are docp-

mented. New proposals over a specified dollar amount must be *sit,
visited,* usually by the staff representatiVe, who must submit a written
report prior to the initiation of the regular review.
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IV. NATIONAL CAL AND SPACE AGENCY (NASA), OFFICE OF LIFE
SCIENCES co )

...
...,

c
,

The NASA program is undergoing restructdring.fram a mission-criented
program to a problem-orientekprogram. Decentralization of funds and
problem clusters are to be allocated to the three.field laboratories.
The procedure prior to the planned restructuring was to have all

Ienecprc s received in ti* central office, then sent to the relevant
eld laborat9ry for prescreening prior.to initiation of-peer review
ich was conduCted by the central office. A-brief discutsion Of

eneral review procedures will follow: ,

,

A .

NASA Carries out its mission 'via contracts and grants: contracts
with industry, grapts with universities and non-profit-institutions.
The nature of theproject determine the choice of instruMent. The

1 be described briefly as
igator -initiated grant

review of unsolicited grant proposals w*
these, proposals are similar to NIH inv

proposals. 4

Proposals are reviewed for scientific merit by panels convened.
quarterly. A contract with the American Institute of Biological. Sciences
(AIBS) provides for the management of panels,.selection_of members,
conduct of review, and preparation of written reports evalditing,the

proposals. Memipership on panels is on an ad hoc basis. Selection of
reviewers is made as required to provide the expertise for the
proposals to be re-Viewed at the specific quarterly meeting. There are
deadlines for receipt of applications to meet the quarterly panel
reviews. Although AIB selects the panel mexi5ers, there is input to

die-selection proces form OLS. The panels review for scientific
merit only, recing approval or disapproval. If approval is

nded, the proposal is ranked for quality from 1 to 4.
Int rmediate rankings for quality often require additional information
and/or negotiations with the applicant. OLS ptaff reviews proposals
for program relevance. OLS staff prepareCluvreries and recommendations
based on the two reviews. Funding decisions, made by OLS staff, are
basd on the scientific recommendations and mission relevance.

In 1975, it was estimated that approximately 3.5 million dollars was
--available for research grant support in biomedical research by this

agency.
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1
V, OFFICE OF NAVAL RESEARCH (ONR)

1%
ONR supports mission-priented basic research in four program areas.

Pr s are reviewed .by outside consultants convened on an ad hoc

bas . ONR contracts with AIBS to select consultants and to conara
the panel reviews. ONR has' no statutory requirement to provide peer
review'by outside consultants, but finds such reviews acceptable,
and ii-generally guided by the recommendations. ONR may and
frequently does recommend consultants to AIM for the panels. The

consultants review for scientific merit only. Proposals are rated

on a rating sheet designed by the panel. With the information
provided by' the reviewers, ONR staff decides what should be supported,
ranking proposals on the basis of relevance to the mission of the

47* I

Most contract are for 4-5 years and there is about a 20-25%

turnover. In 1975, ONR supported about 300 contracts including
renewals, totaling approximately 15 million dollars. ONR does not

anticipate an increase in funding or expansion of thip(Orogram.
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VI." UNITED STATES DEPARTMENT OF AGRICULTURE (USDA); COOPERATIVE
STATE RESEAROf SERVICE (CSRS)

k

CSRS awards grants and a-small number of cooperative agreements.
Additionally, it has two forinula grant programsArd.a discretionary'. '
special grant program. The special grant program is moet comparable
to the NIH extramural programs. In 1975, CSRS fdnded:about-150-160
projects for a total of about 15 million dollars. CSRS anticipates
about the same level for 1976 but, may have a slightly higher budget
approximating $19.5 million.

CSRS staff, obtain outside expert opinions from "evaluators" foreach
proposal. 'Selection of experts- is made by staff. The number of
evaluators may vary according to the proposals. A standard list of
ten technical and two "impact" criteria is used,for evaluatihg
proposals and a 0-10 ranking system is used. Conflicting recommenda--
tions of evaluatOrs are resolv.by further discussions with CSRS
staff. Additional information may bersolicited from the applicant,
and additional evaluative opinions may be sought. Projects to be
supported must fit program allocations as identified by the Department
or by:Congress.

Budget allocations in various program areas, criteria for review, and
format for grant proposals are published in the Federal ister.
Proposals are, received within one month after announcement in
Federal Register_ and the review process proceeds immediately there-
RUE
Rejected applicants are usuallylprovided with Asummary of the critical
elements which may have accounted for the rejection.

The program of the Agricultural Research Service, USDA, was suppoited
in 1975 by an allocation of approximately $250 million of which only
$2 to 3 million was available"for funding extramural projects. Grants
are used to support and supplement the'in-house miasion, and only if
by so doing, it will be more efficient and less costly than conducting
the research in-house. No detailed review of this type of granting
was made as this appeared to be reseasch directed by in-house staff
and more nearly approximated NIH contractual research.
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REVIEW SYSTEMS IN OTHER ocarnuEs
.of

The NTH Grants Peer Review Study Team has not had an opportunity to study foreign

systems for the review of research proposals in a careful and systematib

manner. However, many individuals on the NIH staff have had firsthand

experience or contact with foreign review systems. It is signi.ficant that

there is not available an up-to -date and comprehensive collect ton of.

information concerning these foreign systems. In our judgment, such ,n

.- exchange of information among the research administrators who are primarily

responsible. for. these functions would be useful; information and documen,

tation concerning review philosophies and procedures shouldbe distributed

widely. This might be an appropriate activity for the Fogarty International-

tenter to sponsor.

Themembers of the NIH Grants Peer Review Study Team have had available a 1974

'report prepared by Dr. Kevin O'Brien of the National Health and Medical

Research Council4of Australia. The Australian Government hid increased

the amount of funds made available to the Council at that time and it was

considered opportune for a study to be made of medical research adminit-

tration in other countries. Dr. O'Brien, under a World Health Organization

fellowship, visited those institutions "most experienced in research

administration in North America, the United Kingdom and-Europe.%," His

156-page report entitled "The Organization and'Administration of Medical

Research" served as.an important resource. (20) The Study Team is not

-aware of any other systematic study of peer review policy and procedures

in various countries;such surveys would provide useful information.

__In' discussing the tesic prilliples.of central research-organizations,
Dr. O'Brien commented that was clear from my, study that no perfect

system has yet been developed for 'reviewing research grants--although

the NIH system is about as just and as accurate as any procedure can be

which depends in,the last-anAlysis on human judgment."-
/

Furthermore, in describing the peer review system NIH, the report states

that "The procedures followed in reviewing what atteknown as traditional

research giants were instituted first and constitute the most thoroughly

established, the most ri,rous followed, the easiest to understand,

probably the,most widel admired of the activities included in the.external

programs of the Nati Institutes of Health... The procedures worked

out....constitute aver, significant administrative invention..."

It is.-also noteworthy this foreign biomedical scientist felt that

"it may be well to point out that years of experience have given the

scientific community in the United. States a respect for the ability of the

staff of the Institutes which it may not have had in the beginning. This

respect, and trust provides a firm foundation for giving a greater degree

of responsibility to experienced staff members in the early stages of

formulation.and review of complex proposals in the new program area." .
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CANADA 4

as
'4,-

-Since 1969, when the Government Organization Act was passed4 the Atdiaar
Resear Council of ,Canada has-been a separate department' reporting to
Parli t through the Minister of National Health and Welfare.. The ;ti

Medical Research Council, however, operates outside the framework of the
tepartMent ofNational Health and Welfare....The Council differs from NIH
'and the Medical Research Council the United Kingdo41.in that the Council,

does n have laboratories,of its.own and does not conductresearch ' ,

directly. \ - .

In Canada4rOoluntary-agencies provide approximately 20 peraett oftbe grant
funds that sport biomedical research; a modest amount of airlift is'available
from Provincial Governments; the central, Federal Government provides

V

the .

_major source of support.

e evaluation and'review of research proposals, as conducted by the
A

Medical Research Council, are very similar to the NIHreferral and initial
-review group system. Heavy reliance is placed upon assessment by petit.
reviewers. Applications submitted to the Council are referred to bre,
and sometimes two, of_its standing committees. -Committee members who
serve without remuneration are drawn from medical school faculties.
Frequently, proposals are referred to outside reviewers who are not membersap,
of one of the Council committees. Each application, along with the outside`(
opinions, is discussed in detail by the cohmittee. The assessment includes
scientific merit, significance of the proposed research, competence and .

background of the investigator, previous publications, and the appropriatei
ness.of the requested budget. Numerical ratings are appigned. The evalua--
tions andratings of all applications are reviewed by anoExeEviive Committee
and then forwarded to the Council for final, action. Sane particular aspects
of these research grant Awards are of special interest: under these awards
principal investigators may not receive any remuneration and no funds are

iprovided for overhead

The staff of the MediCal Research Council, the Secretariat,: is_responsible
for the actual conduct of the review and-approval procedures. Each yer
there are three competitions for project grant support. Approximately 800--
applications may be received for each of these cycles. Senior staff of
the Medical Research Council Secreta
assign each application to the
coMMittees or, as noted previously,
_assignment of applications is

t along with scientific consultants,
appr riate of the seventeen grants
to re than one committee., The

rily "by title" of the project and
taked into account the carpet ce of individual committee members. In ,

addition to assisting in the_assriTnment of applications, the consultants
also suggest outside reviewers to when each application Could4be Sent for ,
-moment. Shortly thereafter, each committee chaipman receives aUist of
applications assigned to his committee and a list' of suggested reViewers.
The committee chairman m.;1, suggest reassignment to a different committee
CT changes in outside reviewers.- The applicStions are then sent out'for
review. the committee chairman is also responsible for the 'assignment of
each application-to two or more members of his committee; they will ahnduct
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1.

an intendive- revie4/ bf. pr
1. *the committee meetir4.4 Each'

.

.

.

and will initiate the discussions at
ittee member:may receive betweeem ten

.' "twenty kith applications for 4-depth,rev . Although each member

of the commitlee does: t' receive 1 omplete opy of every-application,
,

v .each does teceive)sn abbreviated ver'iqh of every application

.0, ass tadais.cammitt06. ,

. , ,
, .

0

Application books,are distribuiedfa committee members approximately four

weeks,before,their meetings in'qttawa.. Each committee meeting lasts about

. two,days-tiA.th:kdependsupod the. nunLer of applications to be considered.

.Applipationsareldiscussed individually an4 in-depth. Each reviewer is .

required` to assi0 a'nuinericallrating to every application; after-the

Meeting these-ratings-are.averaged'and listed in order of scientific merit

Actor presentation tc the Council. _ 1

TheCiauncil. rarely
The Council does\

-4°

ter .the recommendations 6f the Grants Committeps.

e intavaCh et allocations, the abrupt with-

4. draw& of research rapport; and actors. )Budget allocations atei

Made by Support meChanisms'(fel 'grants, developlehtal grants) .

,several monthrbefaid 4(1i- competition, "ram time to time special projects

are identified as pricTity areat, e.g.,, prenatal diagnosis of Onetic

idiseases;'therapeutic trial ofhuman gioth horione: -

dr .

., In recent year e Couycii, _ the.§ecretariati and the biomedical research

, Community have been r

gi me gran
Committeb
haveapparentl
hawbeen.deri
differences in

cr.MmiEtee

rs who ha
not hoted such differences. At, times the same'appli tion

ately assigned to-more than vne Grants Committee the
tingt.andretomMended budgets are Slid to hive been'.

,minimal. Studies have been performed to test thb'ettect of eliminating

the highest.and lowest ratings of committee members. Thus, repeated

efforts have beensede test objectivity and.thediscrimination Of-

Acthe.Canadian peer -reviews . Concerns continue to be eicpressd,ohOw4

.

, ever,sespfacially'as funds are not available,for ttupport of all

research .

xatining these proCed up. Sane have alleged" that

much more critical rigorous than others:
bden transferred tram ooe committee-to av er

1

44.

.','
, .0 a a - ,

- 4In the Unted- Kingdom; medical research'is'supported in several ways .7he

primary routes inlalve the universities` and medical,schools, the health 15

department4 and the Medical Research Council. The Council bias had a

Led role. in supporting promisihTresearch projects and in fodteting

. .
ration-among the universities, the bicmedical,professions, and the-

4

loverannet.- The impact of poSition papers suchas the, Rothschild Report

". is not "entirely clear but increased "targeting" and mas§ion-orientation

seem, apparent. e ,
7

: 14edibal Research Council hest variety of

. lishecl-several advisory board an& con-mitt

.) Or 1

nctions and has estab-
Review procedures are

4

ti
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,

'administered by a Secretariat in'the Medical Research Council head- .

quarters, A Health scientist administrator (Scientific Administrative
Officer) and a committee secretary are assigned to each ants Committee.
The main support device is the project grant. These grants finance '. . r
'research on a well-defined project that con usually be completed - within a
three-year'period. Other special types' a grant5,forequipment, trayel; 0

tic. ate also available. Most applications are received from medial
schools, Universities, and hospitals. Upon receipt, each application is.
reviewed by the health scientist administrator to be certain that the c,..

application is appropriate. EaCh applisationds then sibmifbed one 16E,

four Grants Committees 'depending upoin tie content of the-pr a ,.

Committee lb responsible for assessment of scientific merit, appropriate-
ness of the budget, importance of the qpestionp being investirtedfiett.

) .

The Secretatiat,staff assigns applications to individual members who = ,s
.

9 reyiew theproepsal in-depth and lead the discussion. EachcOMmittee .

?realer, howeverA is asked to ra e each application. ten opinions are-1 -

viatioliained,from outside consul add referees.and the are made wavaila-
Awble tp comMittee members. Each ittee member votes priority score

andithede are subsequently aver

The scientific evaluation performed.by each'of the fouGrafita CoMmittees
eitti purported tobeindependent of the overalklavaildlaility,of 'funds. .

, '
Thus a.delibeiatelattempt is made toatain-uniformity and. consistency

)

based primarily upon considerations of scientific merit and opportunity.
Applications that score very high are awarded without referral to a second
body, a Rebearch Board unless they are 'unusually expensive. 'Similarly,
proposa4tfiat are judged to be quite poor are declined,idMediately.
Thus, in these circumstances, the Grants Cannittee has. the final say in
approval or disapproval of applicayons but in:most circeMbtances applicar
tions are further reviewed by a Research Board. .

.

Applicationi reviewed by the committees are interdigitated 'aAdlisted
in priority oqder and referred to one of two ,Research Boards. Ttle\Biological

Research Bgarcrand time Clinical Research Board have responsibility for. the,
allocatiOhrof awards among applications and.they take into account factor
such as cost effectiveness, other sources of supp3t,-recurrent expenses
and program relevance.'

Jis

,

4o

. .

The Swedish' Medical Research Cbuncil was organi ed in 1945 dirthe govern-'
ragency primarily responsible for the d t of biomealcal research.

ion of tag Council.deals with general m icine while another, corn-.
chiefly "ofracmed forces representatives, d als with military medicine.

The major instrument for research'support is the project grant. Proposals
411 ars(Submitted by indiKidual sCientists'and these are reviewed for scientific

and technical-merit blVdiscipline-oriented committee There are eleYen
such comMittees and each committee has approximately five members. In
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certain areas, deeied to be of high program relevance, special groups or
.

cOmmittees are established,, e.g., alcoholism,- drugs, and occupational

medicine.

3hg scete of 'the activities of the' Swedish Medical Resarch.Council is a

"reflection of the country's sophisticated-medicalfresearoh itatus. .

Approximately, fifteen research units are supported by the Council; in these
units both'tenured'and non-tat utd faculty appointments are Supported. ,.

The Council alio suppotts fellowship in bask-and clinical research'ani

. _mot emphasis has been gi4en to bf*ing these two areas of investigation.
A rather substantial portion-of Medical Research Council suppori!is allocated

j'to clinical nvestigation.

Although not-directly'related to peer f:eview activities, it is of interest
io_hote that the COuncil-supports planning activitieethrough the use 'of
extramural consultants as welt/ as inforMation activities (equivalent to

MEDLARS in the U.S.), animaltresources, and-staties leading to neweModal-
itieswn prognosis and therapy. .

- *

pkTZERLAND ' - .

i

,
-

.

,, :the federal agenCy in'Switzeiland that supports biome dical research is the

*ass NatiomILACience Foundation. Actually this is a private foundation

b4 it receives the major portion,of its funds from the government. Aside

ittom.die biological and'medicaLsciences, the Foundation also:covers the

.
fifties and phyiiCs: Tpere,is iCouncil for each area". ,

.

WithiAhe Foundation,,the_BiOlogical'and Medical Sciences Council has
.

41174

twelve members, most'of whom are university professors., The members,
four -year, rotating terms; the Codndil meets frequently ten to

twelve times per Year. Most of the.support of medical research is
channeled through units that are attached to iristitutions. As at 'NIS, -

.

applications for support are reviewed by a review group system. In fact,'

the-Council,servee this role. Site.Visits malipbe conducted by:members _.

-of the Council and it appears to be almost routine toXequestevaluations
;from outsider reviewers. Although "the sizelof,the country makes the

perfoiMance. of site visits quite" reasonable, Other problems do arise:.
the availability of reviewers is limited and-such'reviewers are often
competing for grant funds at .the same time. :.

, .

,T he Foundation has two deadlines each. year for the submisison of app li-.

cations;appxoAately 500 applicationsare_received in the biomedical

area each- ar. Each application is rated and then listed in "priori

order" e Council. Final decisions on grant applications are made =.1

Swiss Nationhl Science Foundation sitting as a comittee'of the

whole. In general,irojects are not funded for more than-three Years

at time. Grants may ptcvide for salaries; equipment, and consumable

ies. Virtually all of the grantees5e employees of universities.'
NN

I

*.-

p
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A relatively modett. &taunt of funds is reserved to suppott research
prof ships at the universities and a small, budget is also 'provided
for,prre and postdoctoral research feJpwships. ,

ODPEWSION

Thus, it can be seen that most other U. S.' Government agencies and many
of the western countries have_some port of a review system which utilizes
persons with specific expertise as reviewers althdugh none of the systems
is identical to the dual review system used- by NIH.

'qk
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STUDIES OF PEER

R&fekences

EW SYSTEMS
ti

1. The Nation's Medical Research. \r . q= of: Science and' Public.

Policy 0:-Report to the President e n R. Steelman) (1947).

2. The Advancement of Medical
,

Resear :
Education Through DREW.'

(Final Report ofIthe Secretary's Consultants on Medical Education

and Research, DREW). (Bayne Jones Report) 41958).
,_ ,

3. 'Federal Support of Medical Research. (Report of the CoMmitee of

Consultants on Medical Research to the Subcommittee on Depag,tments

of Lel:bi- and Health, Educatiand Welfare, of the Committee on,

Appropriations, U. S. Senate). .("Bo" Jones Report) (19601.

A
\

4. -Scientific,Progress, the Universities,- and--the Federal Government.,

(Statement'by the President's Science A&LsorZCcemittee). (1960).

5. Federal Support of Basic ResearcF in institutions df Higher Learning.

(Report by the National Academy of Sciences) (1964).

6. .SUmmaries of-Publications Issued by '.the-Houje Select Ceamittee on

Government Research. -(Report of the Elliott Committee) (1964).

7. Biomedical Science'and_Its Administration. A Study of NTH.

(Wooldridge Report)\ (1965).
t

8 The Administration of Government Supported Research at Universities.

44` (Westiate Report) (1966).

9. Report of th ~ retary'ssAdvisory Committee on the ManageMent of NIH

Research Contracts and Grants. (Ruins Report) (1966).

10. Report of a Special Subcommittee of Interstate and Foreign Commerce,

Investigation of HEW. (Rogers Report)' (1966).

11. ,Report of the Commission on Research. (Whittaker Report, American'

Medical Association) (1967).

12. The Aftiniitration of Reseagch Grants in the PUS. (Fountain Committee

. Report) (1987)..
.

,

a 13. ',HEW ResponSe to FountainCommittke Repb?t. , (1968).,

--14. A Policy forBidaradicalResearch. )(Welt Report, .of. the ad hoc

Ommiittee of the Coencileof Academic Societies of the Assoctition of ,

American Medical Colleges) (1971)1:

, . ,
...
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15. Report of NIH program Mechanisms, Committee. (Cooper Committee
Report) (1973).

I

t-

16. The NIH/NI4 Peer Review System -- Office of Management and
Budget. (1973).

11. National Cancer Act Amendments. (1974).

S
RepOrt,..tamnittee on Interstate And Foreign Commerce._
Hearings, Subcommittee on Public Health and the Environment.

. - -
18. .Garter, Grace M. Peer Review, Citations, and Bianedical Research

. Policy: NIH Grants to Medical School Faculty. (Rated Cokporation"
document R4583-HEW) (1974).

19. NIii. Report on Status of Implementation of the Woolrir idge,Carraittee
Report. (,1975).

2p. O'Brien, Kevin. The Organization'and Administration of Medical Research.
(Unpublished document, prepared for the World Health Organization and
kindly made available to NIH staff by the author) (1974). ,
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CURRENT PEER REVIEW SYSTEM -

ESCRIPTION

In fulfilling its mission, one of the functions'of the National Institutes

of Health is to provide for the control of human disease through the

support of'biomedical research projects seledid for scientific merit

and-relevanceto health problems. Because of the magnitudes, diversity,

and complexity of the NIH research mission and'the desire to obtain

the best advice possible, NIH draws on the national pool of scientists

actually engaged in research to assist and participate with NI in

- the-selection of the best research projects to implement a bi ical

research program Of the highest quality.

The NIH peer review kystem is upon two sequential levels of

review, referred to as the;"d review system." The first level

'involves panels of experts, generally established' along lines of A

scientific disciplines, such as biochemistry, pharmacology, physiology,.

etc. The scientific panels, called Initial Review Groups (IR3s).

consist of fifteen to twenty members and have, as their primary

tion,*the review and evaluation for scientific merit of the research

grant applications.submitted to NIH for consideration of support.

The NIH teceives annually approximately 15,000 applications request

suppott, which must be reviewed by these panels..

,16 second level of review is carried out by tbe statutorily mandated.

National Advisory Council/Boards 1/ of the Bureaus, Institutes, and

Divisions (BIDS) of NIH which award grants. It is the responsibility

of the Council to review the apprOpriateness of the technical merit

"review recommendations made by Initital'Review Groups and to make

a, final review,for.scientific merit. The Council must also*Make

recommendatiOns as to program relevance and priority.. With only very

rare exceptions, the BID cannot make an sward'unless the Council

recommends an application for appioval. On the other hand, a BID is

not required to award a.grtnt simply because an-application receives

a favorable Council recomMendation. The Council also has the broader

function of advising on tire) overall program of the paiticular BID as

well, as the legal responsibility for recommending which projects are tz

be awarded.

- The dual review system permits separation of the assessment of 'pro -,``

-jests for scientific,and technical merit-from subsequent policy

-.decisions concerning programmatic, scientific areas ih which projects

will be supported and the level of resources to be allocated to those

areas. By such a separation, a more objective evaluation is obtalned

than would result from 4 single level of review. The dual revieec

system; because of its advisory character, provides the responsible
dA

r

I/ The National Cancer Institute and the National Library of Medicine

have Advisory Boards. All of these advisory bodies will be

referred to as Councils.
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federal officials with the best advice possible in regardoto both
scientific and societal values and needs. A brief description of the

4 procedures involved in NIH peer review follows. 4

iesearchigrant and al]- other-grant applications' prepared by investi-.
gators are submitted.through their institutionseto the Division of
-Research Grants (DRG), which serves as the central receipt point for
all of the applications of the BIDS. The DRG reviews each application
for relevance to the overall NIH mission and, if acceptable, assigns
it to the.appropriate IRGfor scientific merit review and to the
appropriate BID for consideration of an:award.

.

The IRGs meet three times yearly to review the applicationsassigned--'--
tQ them. IRGs are composed primarily of nonfedekal scientists' selected
by for their canpetence in the particular scientific areas
necessa for the critical review of applications. In advance of the
meeting-, the-Executive Secretary'of the IRG studies all of the appli-
cations assigned to his/her group and obtains any additional information'
deemed necessary for the review from the principal investigator or
app cant - institution. Each application is assigned to two or more

rs of the IRG, each of when prepares, in advance of the meeting,
a detailed critique of the applications assigned and who lead the

-discussion of these applications at the IRG meeting.- Six to eight
weeks in advance of the meeting, every member of an IRG receives a
complete Set of the 'applicationh scheduled for review At that particular
meeting. In addifion to the applications for which they have been
designated as discussion leaders, the members are asked to become
familiar with. the remaining applications. During the six to eight
week period-prior to the meeting, the members of the IRG often contact
the Executive Secretary for additional information, if needed, for
the review of a particular application. In certain instances, this
information can be obtained only by visiting the'envestigator(s)
at his/her institution. The-specific details of a project Mate visit
have been described-by Merritt and Eaves-in their article entitled
"Site visits for the review of grant applications to the National
Institutes of Health: Views of an applicant and a scientist adminis-
trator." (1)

Each application is discussed individually at the IRG meeting. It is
the responsibilityof the IRG to review applications on the basil; of
technical merit and scientific significance, which includes: 1) an
assessment of the importance of the proposed research problem; 2} the
novelty.and originality of the-approach; 3) the training experience
and research canpetence or_pranise of the investigator(0 4) the
adequacy -of the experimental design; 5) the=duitability of the
facilities; and 6) the appropriateness of the requested budget
relative to the work, proposed. The recommendationkof the IRG is made
by majority.vote of the members. If recommended for approval, the
applicatidn-is assigned a technical merit priority rating by each
individual IV member, "1" beir the most Meritorious and r5" the
least meritorious. The arithmetic average of these individual scores
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is mtiplied by 100 ark] this numerical rating becomes the IRG's "raw"

priority score. An IRG may also vote to recommend disapproval of an

application or to defer it for further informatioi and later reconinen-:

dation. Following the meeting a summary statement is prepaked or'each

application recommended for approval or disapproval; the sumhar "pink

sheet" in the case of DAG initial review groups (study sections)]

contains the recommendation the priority score, if the application j as

been favorably recommendedihd-a summation of the reasons for th

recommendation. This statement is forwarded to the appropriate

for the next, level of reviewconsideration by that unit's Nati

Adviagry Council. ,

In-general, the National Advisory Councils also meet three times -

yearly for approximately three clays, and each Council member receives;

in advance, copies of all summary statements releveant to the BID for

which they are advisory. Copies of the application are also available

to the Council...Members, if specifically requested. The membership of

.the National Advisory Councils is set by law. They usuallylonsist

of twelve- or more members, including some who are scientisES-and

others who are lay community leers interested in health areas

relevant to the program areas of the particular BXD.

Following the above actions by the various peer r iewigorups, the,

BID staff makes its program decisions on fundi After the inves-

atigator is notified of the recommendation eNational Advisory

Council, he/she may request the BID.to s a summary of the comments

which led to the action taken on'the application. In the gate of

disapproved applications,
or.apprOved'applications which are not

awarded, these comments can be very helpful if the investigatOr

wishes to submit a revised application. The procedure to. be followed

in submitting a revised application is described in the instructtaur

which arencluded in.the research grant applicaton kit.

It is interesting to note that the cost of this review process, from

the time an'applicatoin is received to the making of an award, is a

very small percentage of the amount of funds'awardedl. In fiical

year 1976, approximately $1.4 billion were awarded for competineand

noncompeting applications, including indirect costs. 'The cost'of the

peer review pr is approxim4ply $15,800,000. This represents_

about one percent ofthe total funds awarded.

. A deta iled description of the peer, review system is provided in

APPendiX C.

1
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CURRENI' PEER REVIEW SYSTEMDESCRIPTION
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SEPARATION OF REVIEW AND PROGRAM FUNCTIONS

--
unanimougly and strongly endorses the

and program staff functions at NIH.

t at NIH almost since the beginning

e-respect and reputation of the fnitial

ritus," under the jurisdiction of the
testimonial to this principle.

The Division Of-Research Grants (DRG) conducts initial scientific and,teohnical

Merit review of regular research.grants* or the 11 NIH institutes,
the

National Library -of Medicine, the-Division of Research Resources, and

--several other segments of ,the PHS. It is a separate organizational entity

within NIH, subservient to none of the BIDs it services. Organizationally,

it is accountable only to the Directbr, NIH. Implicit in this arrangement

is the fact that the review of regular, research grants is ender the.

managementiof separate DRG professional staff which has no responsibility

for :'the management of grant programS:- Funding decisions are made,,atthe

program level withifl'the BIDs.

The Grants Peer ReviewStudy Team
principle of separation of review
In some respects it has been in

of the extramural grants Agra .

Review group or "'study sec on'

Division of Research Grants, is a

There are philosophical and practical reasons for this arrangeMent. The ,

trrangement provides a buffer to prevert emotional or political considerations

from entering into the decision-making process. Centralized peer review

offers the advantage of greater efficiency in utilizing consultants to

.review the very large number of applications received each year.' Unnecessary

duplication of consultant manpower is avoided because applications tan be

clustered into circumscribed areas of science. Moreover, having the

review apparatus centralized in one organizational locus allows for

monitoring and surveillance and-fosters the development of uniform review

practices and procedures.

The NIH has a wide vaiiety of grant activities. Whereas the regular

iesearch grants fellowships,'and-the research career development award

applications are reviewed by the DRG study" sections,_ applications for

_many of the other grant` programs suth.as.program projects and centers'

art/reviewed der -the BIDS. Over the\past few years, there has been a trend

within the BIDs to emulate the DR system. Thus, the National Heatt, Lung,

,and/Blood Institute has created its own peer review system to evaluate the

many special grant applications. Other.institutes are attempting to do

the_same. For example, theNational Cancer Institute has a centralized

peer review system for thirreview of program project and centergrant

applications. This pattern is gaining momentum at NIH because of the

of certain programs and the recognition that the DRG model offers

many advantages. ,The DRG model is especially attractive sine the reviews.

being conducted-in the institutes involve support mechanisms which have

been subject to some criticism in the past, including large grants which

pre'complex, involve'large amounts of money, and must be subjected to

thorough peer review to match that carried out 'by the study sections.

*The term "regular research grants" is used to designate investigator

initiated research grants coded as ROls, a8 distinguished from program

project, center, or other special, multipurpose type of grants.
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Because of the very special nature of these Institute initiated programs,
it is important that there be good coordination, good planning, and
good communication among Institute staff to accomplish effective, .

critical, and reliable review. It is important that staff carrying out -

.reviews understand the objectives and thelpals, pot only of the Institute but
of the par' ieular initiative undee.consideration;-they must also be thoroughly
conversant with review policies and procedures. This-review responsiblity
should be placed in the hands of a staff that camapply uniform standards of;
peer review-for the support mechanismi under its j4risdictioin. At the same
time, the review .staff mus be privy to program' plhns as they develop and
mature fh order to fully grasp the intent and background-of the initiatives.
It is equally, important that program staff -responsible for developing the-
initiatives and managing-the-awardsand contracts after they are made, he 4
giver the opportunity to explain such Initiatives to review committees. What, _

emerges -from this brief .portrayal is a dichotomy of profestional staff
functions: the function related to review and the function related to
program management. As in the case of the DRG-BID relationshi for the
regular research grants program, the professional staff functi s within a
BID should betkept distinct and separate.

In addition to some of the reasons already cited, one of the jor advantages
of this separation is to avoid prejudice and partiality or cir' -tances in
.which there may appear to.be undue emotional or intellectual intent to a

eparticular approach. Fo_example, even the most well-intention-. ind virtuous
program manager is suspect when he authors a Request for Applic tion, selects
the consultants 'to review the responses, chairs the review meet ng-, tallies
the votes, writes the summary statements, selects the applicat s to be
'awarded, and serves as the program administrator. The Study believes
that suet' Situations must Se prevented; the credibility of mare decisions
must be carefully guarded. To-this end, the establishmegi of a peer review
system within an Institute, in the hands of a professional staff detached
from financial involvedent in program'development and management, offers the
best preventive remedy to insure"the continued well-being and integrity ot .

initial peer review: In order to maintain confidence in the system and to
assure adhere* to the principle of separation of review and program staff
.functions, continued overview is necessary at both the BID and NTH levels:

The separation of review and program staff responsibilities has been
demonstrated to be. not only wprkable but wise. It has increased the
objectivity and the credibility of the entire peer review system and

"this, in turnvaccd6hts for its durability and the confidence in the
system that:presently exists.

4
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THE ROLE OF. PEER REVIEW IN DECISION-MAKING BY NIH

A.though the primary focus of its efforts has been on the assessment-of

scientific and technical merit, the Study Team believes it is usgul to

reflect upon the role of peer review in the broadkt contexts of decision-'

makingjat NIH. Since the very inception of extramural prograMs at NIH

peer Aview prodesses have often played a central role in many phases of

decision-quaking. These processes have been utilized in program reviews,

in aetermining program relevance and priorities,"in setting or resetting

program balance, and in the planning and evaluation of programs.

The,Initial Review Groups (IRGs) take part in one of the first and'probably

the most important steps of the aforementionfd activities: the identification

of projects that are meritorious and worthy of suppJt, using scientific

merit as a primary basis for judgment.

The institute Advisory Councils and Boards,play amajor role in considera

Lions having to dowith program relevance and program balance. They give

advice and guidance in the identification of projects which will provide

. for a balanced program and which will bear significant. relevance to the

program,objectives and missions of the specific Institutes. In making

their ludgments and recommendationsu the councils are'mindful of the funds

available to the Institutes, and the recommendations they make are based

on their best judgment for the appropriate use. of available funds.

. -

On & continuing or intermittent basis, individual consultants or.groups of

consultants are assembled as task forces, advisory committees, and commissions,

and (using-such mechanisms as workshops, symposia, or regularly planned

meetings) they provide useful information and suggestions to Institute

staff on pyogram planning and program eialuation. These consultants provide

advice and counsel regarding research,progrem and training areas where such

intonation is needed, and they assess the appropriatd timing for the

initiation of programs to translate research knowledge into clinical

application.

Traditionally, NIH has always relied heavily-on the input received from

its advisory groups. Although progrim decisions on funding, whether for

program balance, program relevance or priority,, or for other considerations

are the ultimate responsibility of staff, nevertheless, the good judgment

provided by members of peer review groups in'their capacities as IRG members,_

Council members, 9r ad hoc consultants has formed 4 basis for a close pertnet-

ship and trust between consultants and staff.
,

-

-Strenuous efforts are made to insure that consultants of the highest

quality and dapability ate selected. Yet'there is a need to insure geo:-

graphic and institutional balance as well as female, 'minority, and youth

representation. It is also recognized that the individuals selected as

/1G and Council members frequently compete for NIH funds to support their

own work; this is a natural consequeice of a review system that rightly

*-,
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places such Importance on: Selecting reviewers of ohtstanding competence.
The ice of smch.experts is considered, essent , therefore, steps
haven taken to avOid'conflicts'of interest.

' ..,
.

ip.

...Some of the problems confrOtting,adVisory groups, and 1*h affect the.i05/

. ._

recommendations in r&iew, have to do with their own perceptions of th
appropriate'telance between targeted and basic research, -the balance
between'funde tote allocated foi contrackversus grant-supported activi-u

,ties, and the' balance betWedn project support or other-support of, large
programs orcentea. For example,'in one Institute, the Council has the.
specific, legisiatkvely mandated' responsibility-to provide advice : '

concerning the perentage of funds to be used' for contract supported ,.
research. In - recent years, the Advisory Councils and rdstiave kiecome
very much concerned with the balance of funds available' r traditional
investigator-initiated research projects4an-that availabl for the larger. f,.

mechanisms of support, i.e.', "program projects, research centers, ang.otherk, special purpose,.multidiscipainary grants. In some instances they Mitye e
recommende6a ceiling for eachtype"of support. Thus; the impact of .

,.- the various advi y comm iees on such decisions is increasing. The 'P
Chan§ing Character, e times, the lim availability of funds,
coniiderati .of.accountability, the inc !wed participation of public
members, and e dporeasing s ib irity giVen to advisory committee
recommendationsVill eontinu4 to contribute td a changing pattern4of
decision making.

.
.

. .
.,

- With all orthese factors and influences weighing upon NIH decisiog7
"...making, the assessment of quality'and merit-mustvbe maintained as the
' consideration of overriding importance.

.
,,

14.
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A

PERCEPTI ONS QF THE NIH 4RANTS PEER REVIEW PROCESS
,

r. INTE*TION OF STUDX TEAM WITH THE SCIENTIFIC AND LAY PUBLIC

tie inception of the activies of the'Granis Peer Review Study

' Tan (GpRST), ityas clear that there was a need to obtai
n

the

:
perceptions of individuals other than NIH staff about the 418peer

review system. Opinions were actively solicited from severalgroups
namely, the sdientifiepublic, the general public, and those who

participate n e peer review process as members of Initial Review.,

Groups and ory Councils., Theilinteractions -are summarized below:

Letter Responses from the Scientific Community and the Public

A.formal announcement of the establishment of the NIH-GPR§T

appeared inAthe August 8, 1975, issue of the NIH Guide for Grants

and Contracts and in the September 4, 1975, issue of the Federal

'Register (Appendix A). Included in the announcements as a
statement that the Study Teem would-be-pleased to ,receive
written ccaments, views, and relevant information from the
scientific and general public concerning_their perceptions
df the NIH-peer review system. .Subsequently, in order to
increase the ,response, a new call was made at the time.the
Study-Team announced that. it would hold opempublic hearings. .

This new call was announced in the December 8, l975,-issue
of the Federal, ister.' In addition,_a memorandum was mailed

'to. a total of 3 , grantee-investigators, diSapproved applicant-

Investigators, those whose applications were"approved but not ,

'fundea, potential investigators, scientific associatices,
public interest groupt, key officials 'of interested institutions
(including minority and.small schools) scientific women's
organizations, scientific newsletters, and all'others on theme

'mailing list for-thd'NIH Guider for Grant's and Contracts- .

lAppena4 B). Within several months, approximately x,500

letters were received. The letters came from a wide variety
0'60-individuals., Many respondents identified themselved as
grantees,'as "disappointed" applicants whose requests had
,beeh disapproved pr approved but not funded, or as present or
former AdVisory Council Or Initial. Review Group members. -Most
-tpoke for themselves while sdme indicated teat their letters
represented the views of-agroUp or a specific organization.

/40 A

Although many'individuals strongly endorsed the present NIH
'review system and pleaded that it not be;,ttottered with",

thmany others were critical onmade suggests s for specific

changes. 11-10 letters expressed the respondents' views 1

onalteced range of issueS, and a great variety of subjedts

were discussed, However, review of the.1,50,0 letters indicated

'that four issues were discussed most frequefitly:
.
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1. The selection' of initial review

irtluding concerns suchras bias
.

,

2. Canoe over7,theimpact of the
an&PriVa Acts on the qualitY

-'

3. Theqvality and availability of

group members,
and cronyism,

Freedom of InformatiOn
of ecientifiC review.

lumMaty,statements-
, 1/

.

4. The need fora mechanism -to 'permit appeals,,in regard to
the reccomendations of per review groups, as well as
assignments of appliqations tio Initial Review Groups_,

/or Indtitttes.
. .-

Other idsses were addressed; but to atlesser,extent, These
: included the quarityof-the :review of large grants, eie workload
o initial Review Gtoups, release of priority scor4S, and.prableas

upport for minority and women investigators.
.

.

'.
!

Other important elements expressed in the
,

letters weie:suggestions
for improving,orbmodifying the current NTH review system, Many
suggestions were-presepted4in detail,-indicating concern based on
knowledge and experience and were worthy of/consideration.' !

. _
. . .

',

-in reading the letters, the GPRST members were impressed by'tile
'Iserioys and thoughtful nature of the opinions exprepsed. 'The
perceptions of.the Ctudy Team were apnsiderably enhanced by the
review ofthe lettersianrd its subseguehdeliberationd were k,

Influenced by theviews offered therein.
..

-. '
..1.4

,Fiam,a careful reading of the letters; it became clear to the' Study.
Team, totvever, that many statements made, in good faith, reflected

... .alack of knoWledge of the NPH peer review system as well as of the
specific steps,involved inprocessing a gont application. For this
reason, it became especially important to prepare, a detailed escrip-

`tion of the entire peer review process as part of the activit
of the Study Team ("Appendix C).

\ -

So that NIHmay fully benefit fiowcomments contained in the letters
a detailed analysisof them is being prepared by non-NIH consultant-
contractors: The contents of the letters will be indexed by subject
and then summarized. 'Relevant and -representative excerpts will be

'peer review system will sobe index and summarized.' Background

quoted. All suggestions forcbanging o revising the,current NTH

information on respondents be helpful in evaluating the
. comments -their statda as approved or "disapproved" kesearch grant

applicants, their experience on NIH peer revkiew groups, and other
fpctors-will be presented, if -available. Thieffiudy is currently --

A.process and results areexpected to be available in late 1977,
and will be includeoLin Phase II of the NIH Grand Peer Review Study
Team.Report.
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'2.. Openjblic Hearings for the Sciedtific and Lay Comdmity

-r

The Study Team recognized the xtlueof, the letters in pioviding
input from the cartrunity but it felt that more direct interaction '

was also desirable. Accordingly, it,was agreed thaopen public.
----hearings would be an important and very useful means of eliciting

information and recommendations, ft-Om concerned scientists and others

affected by the grants peerrevieW process'., Public hearings were

held as one day sessions during February 1976 in gowernment,
facilities in each of three gebglaphic locations. The meetings

,- were held in Chicago,-.Illinois`, San-Francisco, California, alld
Bethesda Maryland. The Study TeartdesignSted a tenel of its
members to attend'all three heirings. The fenelifts routinely
asked the speakers-questions designed,to:elicit clarlficaion bf
of, or-elaboration upon,-key points but made no,atteitipt to:debate

'

iss es withthose testifying_or to-correct clearcut inaccuracies
the written and oral comments offered. TWenty tothirty formal

____10:minute presentations were heard at each hearing. However,',,

W additional speakers were heaid from the floor, and the panel
'w reMained in session until(al commeritS_were receiwed."Eespite
'the limited number of presentations (69), the Study Team felt
that much useful information was gained. A hest of speakers,

their institutiwal affiliations-, and transcripts of the Hear4gs
testimony are available in the files of the GPRS1%. Copies-of the
transcripts may, be obtained by addressing the' Freedom of Infbrma-
tion Officer; Office ofhe'Director, NIA, Bethesda; Maryland 20014:

The speakers were advised in advance _that 'the;GPRST was interested

in their views on the following topics:,

_

1, AdequacY'4 the .total review system, e.g.,

. a. .The effectiVenets of the system in:serving,andresporihing
4. .r to'societal-needsand expectations for biomedical research

on'disease-retated problems`., - . ,

b. -The effegyAreness of the system in assisting in.naintenanod"

.
ofeStront'hirgh?craiify.natiOnpLbiomedical science base.

,
cl, The extent 4-(ahich the system'assifts in meeting the best''

standards of public accountability for ex9enditure of
' Public fundi., ,

-..,
. -_-

-
. f:' _

,

. 11.
2.1..

a Adequacy of the initial scientific review:
..'

0 , b. v

3. Adequacy of theCounciLreview.
- .,_.

1 4
4. AdequacTof the priority rating'syttem4.

7

54 Impact otthe,Privaosf.Act of 1974p
,

'6. Impect of the FrZedom of,Informat,illn amendAii:104..
.

,

7. -Impact of the federal Advisory Committee Act.
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8. Recommendations as to how the present Grants Fe& Remiew
SysteM can be iMproved. ,'.

. .

. s , .

. Each speaker was asked to 'present a written summary,,or-a general

. butikne-oc statementln.full, in advance of the hearing. .

. ,

Examination,of the -testimony presented at the hearings indicated
that the 'Speakers represented 55 different institutions and 11
organizations. Soap individuals traveled la considerable diStance
at their own expense to attend the heating at whiph.they were scheduled
to speak: An effort,was made by the Study Team to attain a.geographic
spread of institutional representation among the speaZera. Generally,
however, the speakers weiSaccepted on a 'first crime, first served"
basis, as their requests Were.received in the GPRST office. 'A special
effort was made, however,. to encourage presentations fromminority r
schools and, indeed, 'four such institutions were represented. -IThe s'-k: .

4IFesident of.a women's scientific oFganization responded with the views

4.: of women sciensts! Tw011egai-officers presented the views of their: U
organizations relating to- legal aspects of the peeerevieW system,

. and'other.speakers addressed ehese issues as , ,. -

. .- . , ,

e .4 . .

I A nun of of Speakers expressed total supportIoilthe NIH' tem, but
others spoke to'aspects of the systeffi about which-thetthad some con-
cern."-In general, the speakers who expressed concerns over aspects
of the peerfrelliew process addressed the same issues addressed in,the
letter' responses: (a) the process by which members of IRGs and
Advisory:Councils:AI:cards are selectegincluding.related comm4nts
regarding Cronyism and the "buddy" s' tem, (b) the impact of the
Freedom of Information and Privaby,Adts on the qualityaf scientific
review, (c) the quality and availability o summary statements, and
(d) the need, for a peer review appeals mechanism.

th
Seimral speakers

spoke eloquently about the need to,support young estigators, and
.'the' need to support unorthodox or high risk rese

i
ch. A few speakers ,

presented interesting" suggestions for changing certain aspects of the
peer review systemeuch as the Creation of a permanent office at NTH
'tooplan and coriduct experiments in regard to the peer review process.

.'!"
.

It is important - to remember- that the hearings, were held to obtain
. -the views of those who gartibipatein, or are otherwise affected by, the

peer review process so that .the perceptions of the 'external community
could be reflected in the thinking'of the Study Team. This was also
the case in the letter responses from the external communityNSimilarly,
it became Clear ,from the hearings that there are misconceptions all
misunderstandings thoughoutthe external conbunity concerning the,
operation of the H peer review system, and itbecaMe dou 1y clear
that not Oily Was descriptioniof the process necessary, t that

_ it ahbuld be 31 disseminatedk

.

The testimony p red at the hearings is,presently being'analyzed
and .evaluated in Oiail in a manner similar ,to that for the letter

9
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responses, and Will be ifeluded-in Phase of this report to

'be coipletel in late 1977. %
.

,

a
. 3. Survey of Initial Review Group and Advieory Counci1;4Board Members

,

The third group of .individuals from whom comments and opinions were.
sought by the Study Team wasmade up of those who participate in the

peer review process as members. f Initial RevieW Groups ar Advisory_

Councils. This was accomplished by means of a survey questiograire
designed and developed by a eubccilmittee of the perent'Study Team with
the aid of a Consultant survey research specialist and other non-NIH

consultants'. The purpose of.the.suriey was to obtain assessments
of the existing grant applicatioh peer review systeq-and suggestions
for its_improvementlrom active participants in the system--the

- current members of NP grant review groups and advisorAc_councils.
More specifically it Os plannedethat the survey focus on the
'rea of the group.members'in three major areas:

4valuation of the current NIB grant peer review, system.

2. -Assessment of,the impact of recentchanges and of potential
future changes On the quality and efficigncy of the NIH

grants, peer rview system.%

41010iitions for improvinglthe eAisting system.

other'
1;"

Folk e basic decisiOns were *lade regarding the survey:

111,

1. The anonymity of all respondents was,to be preserved-in
order-to obtain valid answers,

,2. The respondents woul be encouraged to supply comments in

oiler to expand the respOnses, or to include concerns

omitted from the tionnaire,

3. The survey would include all current members of the peer .

review. system And, not be limited,to a sample oe such members, and

'4. , On4 one survey instrument would,be developed'even though not

.4 all questions would/be equally 'applicable to each of the

three t s of review groups surveyed, the Division of
Resear. t rants Initial Review Groups, the BID Initial "

Review ioups, and the National Advisory Council or Board

of each ID. P'

, Anal sis and tv uation of the Survey of Initial view Gtoups and

AdviSor
' E .

A detailed report'of the statistical'findings of this analysis'
appears ,in.Supplement A. 'A summary of themajor findings of the
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survey is attached'iTab A). Additionally, a detailed comprehensive
report of the survey, including analysis and evaluation of the Comments
section, is being prepared andyill be available at 411 later date. ,

A-total of 1;354 questionnaires was distributed to 12 Advisory
Councils/Boards*, 51 DRG-IRGs, apd.24 Institute IRGs during their
meeiings in November-February 1996. The questionnaires were given,
not onlyto the regularly appointed members of the peer revie6i,
grcmps, but also to liaison members representing' Federal agencies
and to those ad hoc consultants attending those meetings whom the
Executive' Secretary considered to'be knowledgeable-concerning the
review process.** The overall response rate was exceptionally high,
94%, attesting_to the interest and cooperation of the peer revile
group members:

( .

In examining and commenting on the survey responses, the differences
in mission and.composition. of the Initial. Review Groups and the '

Advisory Council/Boards must be kept in mind. It should also be
remembered that the DRG-IRGs-generally review'the traditional
investigator - initiated' research grant applications; the Institute,
IRas generally review the special purpose type grant7artlications,
usually the large program project -or center grantWand other types of
grants sutmitted in response to specially announced program needs of- ,

.an-Instituke.- Another fact to be borne in mind is that the IRGs are
-the "producers of a produrt,".namely, a summary statement ('"pink"
sheet) and a priority score for the application,. whereas the

product.Advisor ymf ouncils/Boards are the "user vf the ' Such
differeffe ths in function may'well lead t different appraisals of e

adequacy of a particular product or NIH procedure.

Approximately one-half of the 1,274 initial review,group and
National., Advisory Councils/Boards members, who completed the 1975-76
Peer1Reviaw Survey questionnairp also-wrote one or more remarks in
the ample space provided for gommentst A slightly higher proportion -
51 percent of National Advisory Coandil/Board members than of
initial review ,group members-49 percentmade comments.

Because it was judged important to utilize fully the comments and
Taggestrons made-lay this experiewed art knowledgeable'group, the
Ourvey Subcamnittee of the Grant peer ReviewlitudyNeemdecided
to sr nsor an in-depth analysis. This work is ,currently in

staget and will be completed in 1977t However, in order
to enable the Study Team to benefit from the comments during its
deliberationS,_ two major projects wer ndeDtaken:

\

iMembers,Of the Board of Regents of the Natiohal Library of Medicine were
not surveyed.
**Thirteen perCent Of the retpondents wdre liaison members or special
reviewers.

k
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1. The comments were transcribed to a computerized data
base and the resultant computer listings of the full.
text of each coMment, categorized.by applicablle survey

- question, were circulated.

2. Four analyticalLreports on issues 6f special interest
to the Study Team were completed. These reports are
presented in Supplement B.

Tab A, as mentioned above, presents the major findings of the
statistical analysis of the survey.'

a
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TAB A

MAJOR FINDINGS

The current NIH system for the review of research grant applications was
overwhelmingly endorsed by those individuals who were members of NIH review
'dr advisory groups at the time of the survey. More, than one-half characterized
the system as a whole as ':excellent" dild over 95 percent rated it as either

"excellent" of "good." Equally high ratings were given the general fairness

and lack of bias found in the operation of the system.

Ar
The general satisfaction with the current NIH review system was reflected

in the lack of enthusiasm expresSed for recent changes and for potential
future chauges in theSystem arising from Congressional and public concernt,
with the openness of Government processes. Of 16 such changes, only four were
perceived by more than half of the review group members as having either a
"very favorable" or a "favorab'l'e'.' effect on the 4uality and efficiency of

the NIH grant review system.

7
Even less enthusiasm was shown for the 20 suggested improvements listed

in the questionnaire. One suggest0h=-recommending a study on how to reduce the

time lad between'application and final NIH action--received the endergement

of three-fourths of all review'group members. None of the-other 11 suggested
changes received the support of a majority.

-

The members of the DRG Study Sections were generally the most favorably
disposed of the three types of review groups toward the currentNIH review
system and.the'members of the Natiorial Advisory Councils/Boards were generally

the least favorably inclined. Even so, about 90 percent of the National
Advisory Council/Board members designated the overall NIH review system and

its lack of bias as,excellent or good. The greater degree of satisfaction of
DRG Study.Section members was also evidenced by the fact that they were less
favorable than both theother two review groups in their responses to 14 of
the 20 suggested improvements listed in -the questionnaire.

The survey findings showed that members of the three types of review
groups varied in certain 'characteristics and that some of these differences

- reflected differences in functions among the groups. On the average, DRG
Study Section members had the-least-prior experience with the NIH.peer review
system, had the greatest proportion engaged currently in research activities or
as principal investigators.on NIH research grants,,had the smallest proportion

in clinical activities, were the youngest, and had the smallest percentage of

women members. Members of the National Advisory, Councils/Boards differed the

most from DRG Stddy Section members in many characteristics while Institute IRG

members frequently fell between the two other groups. In some instances, the

characteristics of Institute IRG and National Advisory Council/Board members were

similar= -over one-third were engaged in clinical activities and one-fourth were

women (Tables 4, 5 and 6).

Delays occurring in recent years in making appointments to National'
Advisory Councils/Boards were reflected in thefinding that almost one-half

. of the members of these adviory grotps Were serving the first year of their
current appointment. Incontrast,,Institute IRG tembereweie celatively'evenly

.
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spread among the four years,while about-one-third of DRG Study Section members

were first-year appointees (Table 4).

Assessment of tRPCurrent NIH System

All parts of the NIH review system did not receive the high level of
approval elicited by the questions on the overall system and its general,
_fairness. Frequently, responses on specific features were less favorable
than the answers given on more general aspects. Nonetheless, over one -calf

of the review group members assigned a rating of either excellent or good to
the 48 questions on the current systemwhich.are_appropriate for this kind
of an analysis. 1.1 That is, each aspect of the cent NIH review system
covered by oue of the 48 questions received a favorable rating from more
than a majority. In fadt, 33 of the 48 questions on the current system ,

were rated favorably by at least 80 percent of the review,group members':,
The greater satisfaction of the DRG Study,Section members is clearly evi-
dent, as is the relatively more critical assessment of the National Ad-
visory Council/Board members:

DiAribution of%tuestions by the proportion of
members responding excellent/good or the equivalent

Percent of
members responding

Number of questions

favorably
All Initial Review Groups Advisory

groups DRG Study Institute Councils/

Sections Boards

Total 48 48 48 . 48

Under 50 percent 0 0 0 , 0

50 to 59 percent 1- .--, 1 0 1

60 to 69 percent 2 3 6 10

70 to 79 percent 12 9 11 8 .

80 Co 89 percent 14 11 16 20 I

90 percent and over 19 24 15 9

-*.

Persoriaaccepting appointments and actively-participating in the NIH
research grant review system may be expected to-be-favorably disposed toward
that systei as well gs knowledgeable about its policies and proceidres. In

/1--Seven of the'items in Part II of they questionnaire were o4tted-from
this analysis--Question 4n; Questions 10b, d, f, h and k; and Question 11.

4
°

4:
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analyzing -the ratings assigned byfthe review group members t specifiC.
aspects of the system, it.is difficult to discern negative rear ions: With .

the exception of_three questions, at legst 70 percent.of the rqspondeneg '6

_judged the current system as either excellent. r good- Nowevery it is
possible to group the replies by the differing levels of support given
spetific parts of,the current NIH research grant 'review system (Table k).

The strongest endorsements, those aspects of the current system approved
hy at least90 percent of the review group members, included:

,
. Lack of general bias in the WIH grant peer reviePsystem ag
well as in the performance.of NIH staff, peer review gropp
members, and the peer review system procedures. The

-'\responses of DRG Study Section members were consistently
the most faftrable and those of National Advisory Council/
Board members consistently the least favorable (Table.7).

.,.. . Lack of bias against minorities, young investigators or women
in-the review of applications in recent years." Again, the
DRG Study Secti l members were the most favorable and the

s/
n

National Advi ory Council/Bpard members the least favorable.
More bias was perceived on the other side of the coin-7
favoritism toward these groups, particularly young)

__. scientists (Table 7). .. -

'4...-'

. . .

. . . The overall adequacy of the current NIH review in general and
for the initial review-of traditional research project (R01)
grant applications (Table 8).

. . The adequacy of the ctrrent review performed for the scientific
and technical quality 'of new graRts and for the capability of

,

research investigators (Table 9).
,

,

. r
. . .The value of site, visits to the review process and thS_quailty

4. of site visits. In a shift from their usual ranking, Inititute
-IRG and National Advisory Council/Board members mere'more '
enthusiastic about the value of site visits thv the 111t6 Study
Section members who coird.latt such visits much leNa. frequently
than Institute IRG members as part of their .reviews (Table 10)..

4

t.
. . . The performance-of review groin members as measured by the

.quality of the discussion of applications and their behaVior
during the review process. Once more,the_DRG',Study Section
members were the most favorable (Table 13).

/2
--The questions on the current system permit the selection in most in-

staftces of one of the following:°excelient,"good, fair, poor,' very poor, or
Ino opinion. For some questions pn bias, the-choices are: none, insignificant,
moderateosignifican , very significant, and no opinion Percentagps are
computed on a base w fch excludes "no opinion" and all nonresponsei to that
question.

,...,,,. -

, 4



. . . The scientific and technical members' qualifications and per-

% Zormance. The assessments madeby the members of the, National

Advi unci /Boaids, which include lay or public members,

werelltsliavora le than the opinions- of the members of both

initial review g ups which a're entirely composed of such-

'scientific and to nical members (Table 13Y.

. . . N1H staff qualifications. and performance in administering the

-peer *review system, both fhe.executive secretaries of the
initial review groups and all other.staff (Table 13).

At the other:extreme, the #st support was given two of the current

NIH restrictions governing applicant notification; The lowest rating (56--

peretna favorable) was given the present requirement whiCh.prohi6its in-
forming the applicant of the priority score'assigned by the- initial review.
group and the third loWesr score (69percent favorable) was given the require-

ment which delays informing the applicant of the overall initial review
-group redOmmendations until completion Of the final review by the National

Advisory. 09=41/Board :(Table I). 4

.The weakest endorsements; those i0Proved by less than 80 percent df all

review group members, in-eluded:

4

' . Some bias toward-"cionyism" although rejected by over 70 percent
of all review group-members who perceived no signs or only in-
significant signs of such fivoritism in the review ofepplica-..

_ 'tions*(Table 7). -About 20 percent reported observing moderate
amounts of suci a practice end almost 10 percent reportedapb- .

serving'significant or very,signi4icant amounts. Sharp differences

existed-in the perceptions of "cronyism" among the review groups%

Only 5 percent of the DRG Study Section members perceived
significant or very significant evidence of "cronyism': compared-

with 1,2 percent of ale Institute IRG'setibers and 24 percent of

the National Advisory Counciel/Board members: Withii each review
ile

group, women_ members anl,tge younger-scientists were the mast

critical. 7 . .,
. .

. .s.i.

.

-,\

. , . The review of program4oroject and center grant applications was.
judged less adequate by all three types of review groups than
the. highly -rated initial teview#of traditional research project

grants. However,-the degree of satisfaction Varied among the

groups. 67er 85 percent of the membersdt,the Institute IRGe,
who perform these rev$ews and are most intimately familiar with
the process, rated such reviews as either exeeilent.or good.

Almost is high a proportion of National Advisory Council/Beard

members,.who use the reviews in their deliberatiole .indicated-.
satisfaction. The-lowest rate of approvel--73,p larcent--was by

the DRG Study Section members, many of whom may not.be familiar
with dais type of review as is evianced by their unusually high
351percehlt no opinion/no response rate on this queition (table 8).

40
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TABLE 1, ASSESSMENTS OF TAE c4JRRENT NIH RESEARCH GRANT REVIEW systp, ,

Grouped -by the proportion of all review group members respOnding
excellent/good or the equivalent

4 ,

QUESTIONS ON THE CURRENT SYSTEM (PART II OF QUESTIONNAIRE) PERCENT

A. 90 pprcent or more responding excellent/good (19 ttims1

Ql. How_ adequate is the review currently Ailrformed tot: s

a., .The scientific /technical qudiity of new grants

.c. Capability of research investigators

Q2. How adequate in general, is the initial review of traditional
R01) grant applications?.-

QA. How would you rate the:

a. Value of site visits to the review process

Quality of site visits
111.41

d. Quality of discussion of.applications dur,ing reliew sessions

Q5.-,-Row satisfied aryou, on the aver,.., with:

841

-b. The QUALIFICATION scientAlic/technical members of the

' advisory groups?

The P4R9RMANCE of scientific /technical member, of the review and

advisory groups? #

b.

h project

review and

Q6c, How would yOu describe the behavior ofother team members uring the
review prod's'?

Q7. Howyould you rate the qualifications andperformance of N taff who
'adanister the peer review system?

a. Executive secretmries of initial review grfoups

b..* All other tuft ,

Taking all significLi.factors tntatcount, ho
.-.- -

a NIH grant peer review system in totb?

On e basis,of YOUR OWN experience as a member 6 P.
how ould you rate the fairness and lack of bias of-the NIH grant
peer review system? .

t

t '

77"'

would you'tharacteri e

a.

b.

c.

InIgeneral

With respect to performance of peer review group member?

,lath respect to NIH staff performante

d. With respect to peer review system procedural

Q10. Please indicatethe extent of signilficant biases, if any you We
,in the review of applications in recent years (percent responding none/
inentnj/dant) .

i. Age (anti-yOuttr)

Race (anti- minority)

Sex (anti female)

96*

92

97* 0

90

- 91 .

91

95*

95*

'92

94*

91

96*

95*

93*

94*,

. 94f

91*

98*

95*

B. ,80 to 89 percent responding excellent/good (14items)

CO. ;How adequate is the reg./Jew currently performed for:
I. F F( _e3 and environment required for research

o.t.taoillt, of the requested periodlbf budget support

err

404. Now would you rate the:

Effectiveness of the system of approv4/disipproval/deferral

g. Effeaiveness_of the 1.0-5.0 priority system

i. __Quality of summary statemeap (pink sheets)

* At least Iluff efthose indicating do opinion selected "excellent" or

,4
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TABLE 1. ASSESSMENTS OF -THE CURRENT NLH RESEARCH GRANT REVIEW SYSTEM CONT'D 's

QUESTION ON'THE CURREg6YSTEM (PART QUESTiONNg1RE) PERCENT
(1

...
4!tom

- _ ,...

'j. PrOcoAlfs tegardint'possible.conflict o crest -
,

81

k Revira competing renewal 101ications their 'novelle reports_ 89

1. Review of supplemental epplicatansillP . 85 IL

1 0
V Vle Review of revised (emended) applications

Q5. ,How. satisfied are you, oa the averagd,
(

with: -

f
, . - , V

a.111The,effvtivenese.with which the HIM *rani peer review system utes
.,

your
r,

talents and experelsp 1 88
...

.

f.- NIH administiative polities en0 procedures for peer review
i

'84

Q6a. How'would you describe your overall 'working conditions-during the revier process? 87

-Q10. Pl4se.indicate the entat of 91,gpificani,biases, if any, you have observed in
thi-review applications in recenryears (pXretnII42143/erce

4r. Innovative ideas (anti) . 114 0. Es.

, i, 40NIH staff ipteifertnce '. '
''i

410 89*.

. 4'

, C. 70 to 79 percent responding excellent4gootr(12 items]

Ql. How adequate ii the review currently perfOrmed for:

b. Collabo4tive arrangemetts essential.to research 79''

ga c .
'''',-!.. . --,.-.,

. ,e. Appropriateness of requepted,budelt . 1p #8

Q3..- How adequate. in generalitste initial review of progranProject-ind center
...grant applications? , 0

,._
78a

QIP!"- Hare would you rite. the:111- '0. , 4 II.
.

c. .Time 4vaili'ble for site visits , 4 p Z . It
4

ifte*Time available for review . )

rrf veneis of,
A 74

Q5. How sati ed are you, on the, average, with:

. 77n

4141 '

r

h.1/4. loo;500 priorityrtoriey score ranking ayetel

)1r,

. d. ', The cPiaiiricadions and Performance of*publidbmembeia of advisory groups "704-
2

, e., ltividequecy oT thefseleceion process for peer 4View group members 73a,
ft.

,Q6.:,..gair II 'you describe,y eworking cendt4ons during the review process?

, = b. In erase of thil equacy of the facilities provided
111 .

77

IN ,

d. -Entialin$ you ;do nction at effective physical /mental liVels (impadtlbf
fatigUeY 4 71

(110i : P1eacttindictice the extent 01 crqq",ism, if ago, you have observed in the
review'of applications inrecent 4edislperihnt responding flans/

.
of& insignificant) : ,,

-

)

72

Q12c. . Indicate your opinion of the preslat NIH requirement chat the research
.

A

grant applicant NOT 4:informed olifindividual reviewere64omm g71*71* 10

'
. D.:50 tp/69 rcent resporpng excePentAgpod 9 It .

C % w
, Q1a. How adequate 1s 014eeviawtcurrently perforppd.for relevance oflProposedia

,' researc cd 414 programs' 0 - , .4.N o

. .

412.(Indlcate. ::our opinion ofl the pritent NIFLeeiuirement that research grant
apIplicants N9T be informed of

t

a. OverallInitial Review gyoulatrecommeifttions upt41 -after final CoUncil/
''' &lard review ; .

I , ,

44o

b.' Initial Revue Group prior4t5, scorns ;., .

67

69

,
* .At least calf of thou inditating an opinion selected "ericellent" or 4nOne".

. 1 Noopiniop/no respomeratever-17 to 211partent.
Xoopinf4pktlo respoPie ratit'was 42 percent.

it

.
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. . . The adeQuacy 9f the review for program:relevance, 'which is the dr-7
- primary responsibility of the National Advisory,Cbuncils/Boardg,-,

was assessedas excellent or ,good by'67 percent pf the review
group members, the second lowest rating for a specifit feature
of the currentsreview system. - DRG Stddy Section%Ambers, who

\ are instructed not to concern themse/ves,Oleh thiallispect of
/bhe,review, were the least.favorable while Inst*ttite IRG mem-

erg, some of whom may consider this as'part of their'diin fun-
)

tioA, were the Most favorable (Table 9). 'Within all three types
ofreviewlroups, members currently engagedin-clinical activi-
ties were less satisfied than those not saentaged.

w
The reviews for the appropriateness of the requested budget and

t/i 00,r collaborative arrangements essential to researchkete per-
celied tore favorably by members" of both types of initial rer.''
yi groups,.who are responsible forNthese functions,_ tJan by
the'mesaers of the National Advisory Councils/Boards (Table 9).

...*A.Theotime available for sitkvisiis was rated least favorably
'Iby the members 'of the Institute 'IRGs,the review group
that is most concerned with such visits (Table 1a). How-
ever, only 5 paent'of this group rated thetiMe avairible

411.,AS either poor or very -poor.
? ",

:Thd 100:To.500 priority score. ranking system apparently posed,
a problem of utderstandingto members of both types of initial

%

-rev2ew groups as 4' Jrtigh percentage did not respond to the ques-

*-el* on e effectivenestof,this system. 'However, about
three-fo rths of all those respondinglrom each of the'three
review gr'bupS- tonsidered-the system as either excellent'or

good, (Table 10).

'. .Current restrictions on applicant notification had sizeable %

opposition. The, present NIH requirement forHidding research
grant applicants to be.informed ofrtheir priority scores was
perceived-as a poor or very poor practice by almost one-third
of all review group.members. Approximate11r one-fifth of. the
Members also objected to the other two current feclArements
listed--not informing 4pplicant of the overall IRG recom-
Mencration until afteF final Council/Board review and not making
'individual reviewers',,commehts available to appjAnnts. However,
a majority of all Ilviewlitoup meneerskregarded all three
requirementS as either excellent or pod (Table 11)

. , . 0 ,
. Thelltme available for reviA appeared tq,be'an area of some
diSsatisf ction. About 740 p:reedt of all review group memillts.-

*

,rated th time mailable as- 4th
only toe ent felt sufficiently
avaiJa6)e r'review as either poor
dissatigfae iop was shown by" he
visoryCouncils/fLerar.d4(falle,,

cellent or good, HoWever,
tisfied to rate the time
'very pooriThe greatest

erilef the National Ad-

e

0

r .
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a

Working conditions as measured-by the-iacilit
the provisipns made toy enable the members to
fective physical and mental levels weielei

' satisfactory by DRG StudytSection members t

ies provided and
function at ,ef-

be much less
y the members

e' National Ad-

d '(Table.12). _

'of the other two revier:gioups. Members-of t
visory Councils/Boards werevery well satisfi

. . The selection firocess flor peer review group members was not.1
heartily endorsed--less than three-fogrths of all review mem-
bers rated the adequacy of this process as excellent or good,
'In addition,, the substantial no opiniOn/no. resTonse rates among

all three types of review groups implies that many members may
feel uninformed (Tablek3)

. . . The public members' adequacy and performance was rated as ex-
cellent or good bslightly 'oveir.two-thirds of the National

.

,

Advisory Council/Board members. A very-high prioportion of, -
, initial.reirfew group"memberssupOlied no. opinion as tit probably
had no basis for forming anY*opinions concerning the'qualifita- ".

tictns or-performance of the public members who are'not represented )
on theit groups (Table 13)., ANong the National Advisory
douffcil/Board.members, opinions appeared sharply divided in

sucK_a way 4s to lead to the conclusion that the public inemr .
bers were rated less. favorablitby thaoscientific members than
by themselv , .

f

Changes in the Current System
;>\
4 . w

The review group membetere generally nega4ive in their reactions to
iha suggestet, /changes for "opening up" the present NIH research grant sys-

-teM, Only.fourof the 16 recent, or pbtential changes listed in the question-
naire were ierceived byqe majority of members as probably having a "very .01V

favorable" "favorable' impact on the quality,and efficiencyof the:
system (Table 2). In'addition, one recently adopted change--openingre- -
-view group sessions to the ublic when not reviewinvpilications or budgeti--

, waaeonsidered by a majAity as having either a favorable impact or "no -

iMpact,"
.

1
46%.

.

Of the four suggest4.dns for "opening up" the system which the
. ,

,:.majoritysof the survey respondents considered desirable, three involN44- ,

increasing the access to the summary statements (pink sheets). Making? ';:
llise statement) vailableupon,request to, review-group members and,' 01t'hout

, the priority score, to principal investigators drew considerable support;0
less - enthusiasm was shown toward making the summary statements available
;o principal-investigators with tht priority score. .The fourth suggestion

.meeiving majority approval.dealt with making ti ignes of the individual

.
11111avieveis available to the-Principid investigaillt on request (with' the
'reviewers anonymous)..
..
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)



TABLE 2. ASSESSMENTS OF THE IMPACT OF RECW,(4N0 POTENTIAL CHANGES '.'

grouped by the proportion of all review group memhers responding
very favorable/favorable

1

Questions on the impact of recent and potential changes
(Part III of questionnaire)

Percent re ondin
Very

favorable/ No

favorable .effect

.

A. _More than 50 percent responding very favorable/favorable (4 items)

Q6. Making al:ternary staMments (pink sheetS) available upon request

to:

a. Review group members
b. The principal investigator; without the priority score
c. The principal investigator, with the priority score

Q7a Making the individuet.reviewers' critiques available to the prin-

. cipal investigator upon request, with the revieweib anonymous

83

79

60

53

12

8

7

6

B. 20 to 49 percent responding very favbrable/fayorable (3 .ite*)

*Ql Release of new, funddd grant applications to the public 24 25

*Q3 Opening the sessions of the Initial Review Groups and Advisory
Councils/Boards to the public When not reviewing applications
or'budgets 34 37

Q6d Making summary statements (pink sheits) available upon relutst
'10-qr. to officials of the applicant institutionl 37

C. Under 20 percent responding'yery favorable/favorable(9 ttqms)

*Q2 release of all renewal/continuation applications (funded.Public
Or not) ,,

. ,
. ,---

13 18
/ .l.

Q5 For7these sessions which review grant applications
a. Operiiiig Initial Review Group iessiong to applicant

investigators - . 4

b. Opening IRG sessions to oictals of applicant institutions 9

c. Opening Initial Review C sessions tothe public
d. Opening /Advisory Council /Board Sessions.to appricant.'

5 5 .

8irektigatorkt
e. ening Advisory Council/Boardsessions to officials of

aiplicent institutions
a 11°

9

.
f. Opening Advisory Council/Board sessions to the public _ 7

Q6e Makingsummary statements.:(pInk sheets) available-upon request

to the public * ,

4. 12
A

13

Q7b *kids the individual reviewers' critiques available to the
riacipal investigator von request,twith the reviewers

identified 5 2

* Praiticss already in effect at the time of the survey.

0. 66
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Even the three receicly instituted changes toward,-''epenig up" the
System were expected to Offecethe NIH%peer review system adversely. Ap-
proxiMately 70 tercept'of-all review groupmembers anricibeted'negitive

,-
.effects from the pubrelease`ic d

-
f renewall. or, continuation applications;

One-half eXpected,unfavorable effects from the public release of, new, ,

funded grant applications; and 30 percent- regarded dpening the. seisions to
. the public whednot reviewing 'either. applications or Budgets adthaving a ' .

very unfaVorable or'Ainfavorable.impat't. '
1

_
4 ,. . . . .

Over 60 percetft"9" the review group meniatrIscwere not aware9of, all.-

three of the recently Alloptegt changes 'toward "opening up" the NIH review

.'Sistem an0=A substantial 17 percent vere.not aware of Iny of them (Tale 14). --

"'Such a lack ©f awareness, on the part of the review group members raises the
qUestion of adequate communication.- A. mitigating factor may be the. fact
that many memberi are serving in the first year of their current aTintmeni.

- -N

Another fart of the
%
questionnaire listed 2Q stggested %improvements and'

requested the review group members to rate these suggestions.. The ratings
designated by the'review group membersindicated a general satisfaction. with
the current system. L. Of the 20. suggestions, only,.one--dealing with reducing 41

delays--received strong support. Overthree7fourths of all members en-;.-
dorsed a suggestion that a special study be made on how to shorten,the tithe
betWeen the submission of an applidation 'and itssubseventAfunding or' denial
of fundirig. None of the other suggestions receivedapprova1 from a majority
of review group members (Table 3). /

, Seven of the 20.suggested AproIements were considered as either. ex-_,
allent or very good by from 29 to 43 percent of the review group members.
Of these seven suggestions, thAe dealt with redUcing_the workload ofinitial
review groupleibers. The method given the most support was toincrease.tLie
nuttier of groups; over two-thirds rated this suggestion as fair or
better. However,'the other two methods stiggested--riOucing the maximum
term of appointment_wo 4ree years, and staff screenfhg and rejection of ,- 44-

inadequate applicatiOns5were rated poor or very poor by tie than a majority.
A,..

'Differences among the fhxee tees of rdvie ups beaame a
v riations in their support of some of the.sug ed Lagrovements.
all thrde groups considered the'specialtudy o reducing deiays.as

majority ofiF Study Section members did not rite An of he
other 19 sug tions as excellent oryery good. Hoqiver,,a-majo ity 16f

Institute IRG
site visits was

en in ,the
-ihOugh

ers thought encouraging review grout members r `re
xcellent of very good idea,-as did a majo/ty of

1. --An analy s of. the Comments section of the qufstionna
substantial support for improvements which ire not listed in
naire. Such ananalysis'will appeariefaht II of the Appor
SubcOmmittee.

61
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TABLE 3. ASSESSMENTS OPetUGGESTED. IMPROVEMOTS,

,119 Ranked by the propltion of all review group members responding excellent /very good
. ,

.
`Questions on suggested improvements (Part IV of questionnairgjj

NW
. 4

,

, 4
17:,A special study on 116w to shorten the time bbeween-submission

of an applicatioc and funding or denial of tfundiag '

W.A. Reduce the worklo
ft of review groups

d' of IRG tembefs by increasingtheltuAlier

'

Q9. Encourage.review'group members to recommend site Visits

Q6. Provide a specific structured format for individual

/4-
reviewers' reports '

rQ13 Permit yelapplicant to suggest reviewers in Lase ofillitpeal only

Q8. Increase the number of site visits- .

.
Q2i. Recluee the workl&ad IRG members by redalcing the maximum

term of app .tmept to 3 yeacs .

Q2d. Reduce 'the orkload of IRG members by staff'screeningand
.-- ' 29. .

rejection of inadequate applications

4154 _Provide specific review format with'Weighted rating.procedure for - '

---_
. review criteria.- - *0 -/ , -7' 27

. .
.

Q11.-Delay,the appointment of a retiring member to another group for.
,.k

= longer than the one-year moratoriumnow r4quired between
,

/1
appointments 25

AW
'''

*

Pet-cent responditnr

Excellent/ Fair
very good

7J 14

/1
41-- 2&--

/1 /
40-- 22

1

33

31

*. /1
29-

/1
r- 18--

'24'

10/1.

Q3. Increase the assigned reviewers for each prop-osal from to:

. 3 in each IRG__
Q20% Reduce theworkload of IRG members_by. increasing the_number
s of meters' in each group % *

Q4. -Curtail or omit_cliscustion pi thoie applications judged
*4). assigned reviewers to be either outstanding or vet); poor.

, .

25
0

v
23

23

Q12. Permit an applicant to suggest reviewers '414 20

. ,

.

Q14. Include scientific/technical -remb rs employed by for-profit.

organisations on'grant review , 19
. N. /1

Qj. Decrease the number of site visits 16
'

. 015. More frequent review group meetings . I . 141

110. Discontinue site'visits cn research project' (R01) applications . t ,"6
/ All

.

4 QI6, Lee% freTuent-relitew group meetings, =. 3

.
2' tt '1

Ql. Increase the 'ork)bad of IRG membefs

)
/.0 responie rate was 15 to 27 percene.

tot

13

'32

/1

20

22

15

18'

21'

5

,
4
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'',..______,40

: - ..
166.

,

Advisor ounail/Board.membes, In -addition, trore than oevhalf of'the
/

Nations Advisory Cb-uncif/Boara members Thought i't wold be an excellent, or
very- go 'd .idea to halAe a.specific structured format .r individual .reviewer's
reports, to have a specific review format with weighted rating procedures,fOr

"-the.review criteria, and to reduce the workload of initial reviengronp mem,
bers by incteasing the number of review groups' (Table 1,6). _., ,

. .:-

More detailed discussions of.speCific aspects of. the current NINreview
system and of suggested changes or improvements 'are.gfyen in the.last three
sections of this'report- In addition, certain ,significant aspects of the
csrrent4KIH review system which have -not_ been mentioned Si thissection be:,
cause they did not fail into either the!'Moi.,t favored" or "fe.,a f ;avored'
groups arer:aealt w#th in some_detaf . :These include all those aspects of,
themcurrent system that were rated as excellent/good (or the e ivalent)
by,Srom 80 to 89.percent of all review group members (Table 1):

. .. -.

t

14

1.
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SELECTION' Of INITIAL REVIEW GROUP-MEMBERS

It is clear, froil the public hearings, letters, and discussions, with other
interested persons that: (1) the selection of initial review group (IRG)
members it a,sensitive issue of comdrable.interest; (2) there is a strong
desire for more formal input from cientific community and/or public
'regarding nominations for membership/to IRGs; and (3) the method by which 11

members are selected and the many considerations involved therein have neither
gmen'adeguately described nor are generally understood:, f

I. BACKGFCIUND

The areas of biomedical science for'which.a paiticular initial grOup has
review responsibility are briefly described in the HEW publication "NIH
Public Advisory Groups, Authority, Structure,'Function, Members". (1) A

detailed and specifit description of.the review responsibility of each IRG
in the Division of Research Grants (DRG) is further provided in the
Referral Guide related to Study SectionS (IRGs). (2) The latter is updated_

. annually to reflect advances in the field and/or_adminidtrative'changes in
review r ibility,of an IRG. In addition to providing. technical merit

review o app tions, members also have the responsibility of surveying,'
rsi the status and needs of research in theiF respective

fields.

II. REVIEW OF CURRENT PROCEDURES, RESOURCES, SAND SELECTION CONSIDERATIONS

A. Current Procedures

'Formal nominations for membership to an initial,review group, originate
wi the Executive Secretary. One candidate i; ndminated for each'
posi n arm the final selection is made by the Director, NIH, or his
desig ee. The factors considered and resources available .
to an Executive Secretary in making these selections are discussed in
'subsequentSections.

f

A.seies of weill defined procedures' are f011owed,' and review of all
nominations ig,conducted at several levels wi n NIH and fftWbefore
nomination is approved,and ah.invitation to embershipris extended by'
the Director or agency,head.* .

1. 'The Executive Secretary initiates a nomination by forwarding the
"Request for Approval of *mimes for Public Advisbry Ccamittees"
(Form HEW-5320 Attachment 1) to the Committee Management Cffice(CMO)
of the particular Bureau., Institute, or Dividion (BID). The
information provided includes a description of the candidate's,
special-expertise, type of qualifications needed 'for the position,,.
proposed term of membership, and the nominee's curriculum vitae.

.4"the Director,. National Cancer Institute, had Special separate statutory
authority to ,establish advisory committees', 42 U.S.C. 282.

_
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2. At the same.eime the Executive Secretary also forwards the
list .of nominees and the above information to the Chief of Extra-.

mural Programs (or other designated person) of the Institutes for
- which the IRG reviews substantial numbers of applications. The

covering memorandum. notifies. the relevant Institutes of the
_proposed appointment and provides,epportunity for informing the,
Executive Sedretary'of any serious questions or concerns regarding
the nominations.

3. After the nanination(s) has been reviewed by the BID Directo
or his/her designee, the Ciimmittee Management Office (CMO)
initiates an Availability Request Clearance which is forwarded,
through the CMO'of the Office of the DirectOr, NIH., to the relevant
office at HEW. there, informatiom concerning previous Membership
on HEW 'committees and terms of office is provided and* considered..
The total time required for this action is six to eight weeks.

4. Prior to the issuance of an invitation, the Executive Secretary
has a final opportunity to decide whether the specific nominee
should be asked to serve on the IRG,"dince during the period
between nomination and approval, membership_rmuirements and/or
-conditions relating to the nominee's availabiloity for service
may have changed.

5. The BID Director or his/her designee issues the invitation,to
serve,on the specific IRG for a specific termr in a letter which
states the. teview and other functions of the IRG and describes -,

the responsibilities incumbent upon such membership: Accompanying ;

the 'letter of invitation .are the required forms, including the .

Confidential Statement of Employment and Financial Interests (HEW-474,
Append4i E-2) for determining potential conflict of interest.

6. When the letter of acceptance and the completed HEW-474 form
are received, the latter is reviewed prior to final appoihtment.

7. Naminations.foeservice as chairPeOion of an IRG require, in
addition to the data supplied'for regular membership, a Memorandum
dedcribing the nominee's-special qualificati s for this position.
Since.prior,service with the IRG-is desir

.
is selection is

frequently made by the Eecupve Secieta 't 't ' ' i among 164 current
e(10. members. In oth' cases; the nominip., ''''Tlit"...: olve reappointment

of a former member f the` I1 afte0a ---17k.. 4 and justi-
*. fidation is required for this aattoit .

; .

B. Resources

The.nomination and selection of m rs, a majpi OrofAdional
responsibility of theEkecutive Sec tary, involving long-range pl
suggestions, and information from many different,sources.- It is a -tter
of continuous research and concern. Numerous resources are available
are constantly drawn upon by the ExecutiVe Secretary in developing r

suitable nominations for membership:

7() ri' i.. .)
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.

1. The Executive-Secretary's
of the scientists who are
to theApld.

own knailedge or the discikline and

making. significant research contributibns
4

a. _Review of NIH applicant and.grantee files and summary
statements as well:as curricula vita and publications of

investigators .

4

b. Reading of the major ,scientific journaleamapublica
in the field.

--)
.

c. Attending relevant professional Meetings. These ppm'
,

4-.40010-a valuable additional way of keeping informed of the
significant new studiexin the field and of identifying the

* investigators who are doing the research.. Knowledge is thus

gained of the interests and'exgertise of potential future

IRG members. Such meetings also prbvide opportunity for
consultation with eminent investigators who are not, or

,
have not been, members of the IRGAroup,

A .
.

.

2. Service of investigators as "special reviewers"; ,for example,;
a) as ad hoc consultants at a regular IRG meeting when,additional"

' or special expertise is needed; (b) as members of a prct site'
visit team; or (c) by providing written collateral opinions on request.

, .

in3. Solicitation of names of outstanding investigators in a given

area from former and .ctitrent (IX members.,and other leadsrs.in the

field.

t

4: Lists of warren 'and minority scientists.
.

5. Consultation with scientific,and_professional slItf4bf the' ,

various BIDs who have wide contacts with..the scientists bra gOen
field . /

6. Atending, as observer, the review of applications by other

agencies--especially those having review panels inrelated disciplines._

. /
From a combination-of such sources the Executive Secretary develops a,

.

large backlog of naMesof well-qualified scientists as potential ;1RG members.

Nominees, are selected ,from this list. .

C. Naninatio and Selection Considerations

The criteria, guidelines, and conditions for selection and

appointment of members of NISI Initial Grant Review,Groups have undergone

changes and evolution since the peer review system was established.

,These are outlined in the memorandum to BID Directors dated 6/23272

1(Appendix D). Wire recently, proposed rules governing the composition

of peer review groups (as published in the Federal ister, Vol.' 41, #61,

p. 12987) (Appendix F-2) are=in the prbcess of beingR.cod ed.

*
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'In preparing a slate of nominees (usually three to five, one for
each vacancy)-;as replacementsand/of additions to the membership,

":coMbination of specific gliteria and conditions for-appointment st be

considered by the Executive Secretary relative to the present compositionr'
of the I. Sane of themajoi-considerations involve& are
to emphasize their importance and interrelationships.

sc1. Areas and disciplines covered. Since therimary function
"

, of any'IRG.Is to provide expert scientific' reyiew of-the
highest qual#y, the first and major consideration to selection_o e

members is the=particulai area(s) of expertise needed. This rel.&

not only to immediate or current needs but also to areas in which
deficiencies will occur as other members complete their terms of
service. In general,inVestigators with broad knowledge of the fieid
as well As excellent expertise in a specific subspecialty, are
sought. The importance and the complexity-Of-this.fuNrn are
formidable. Consideration of appropOiate nominees for ach opening.
requires not only the selection ot people in specific disciplines
but a search for and recognition of expertise'in siecific .subdisci-
plinary areas-s-4k-balence of expertise in-- such -areas in theentird-
committee is also- required as -is an understanding of the way in

, which the appointment of a Specific individual would affect the
.spectrum of expertisenot only initially --but when .other members
retire. Specifically, this exercise requires this- assessment

over future years to assure the necessary balance and coverage'for
.7--

each new appointment proposed to the Initial Review Group. This
)

function makes the greatest demands on the professionalism of the-
.

Executive Secretary and is perhaps the single'mast important
'--determinant as to whether the IRG will operate efficiently with

the appropriate balance and expertise.
A . ,

2. Previous service, if any, on scientific rit review groups of

NIB and or other encies. Before a nom tion is dent forward .it

must etermi at e nominee is not r-n y a member of an
REW committee has noi served on such for at least one year prior #,

to the eicpected date of appointment. It is'the policy not to
-make reappointments to the same IRG group. Exceptions to these
policies are rare and are made only in special cases. For example: -,
(a) to appoint a chairperson al-an IRG, since previous service on
that review comMIttee is valuable experience in undertaging this
special responsibility; and,(b) iahen the number of experts in a giveri

field, or subspecialty is so limited as to require reappointment:
_Other rare exceptions may involve dual appointments, when thee,
nominee is, for example. serving on another NIB Advisory-Committee
such as the Board of Scientific Counselors of -an Institute which
reviews only intramural research activities.

3: .
Institutionalllepresentation'on'Initial ReView'Groups. Individuals .

nominated for membership muse-drawn from institutions not currently
represented-on the IRG. Two individuals from the same institution ,

may not be appointed to a given IRG. '
Elk go.
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. Geographic Distribution of Membership. An attempt'is Itede to'

'have representation. from all areas of the U. S. and to.maintain a

balance With regard tdogeograpkic distribution in the nbmination of-

new roembels. ,Again, this must take into account the location of

current members and the time when each individual's appointmeryends.

5.... Minority Representation. Through the various resources r)\

mentioned aboye, there'is a continual search both for ethnic

group and women scientists who ale expprts in specifid subspecialties

that deed to represented. Equitable representation -of such

.,qualified ividuals on the IRG must be an important consideratiori

in selecting nominations; it is, again, also relateetvurrent

composition the IRG and tliecindividualmenbers' terms of,

service.

6. Term pf, AppOintment. Although the'appointments to arOpG are

usually for la four-year term, members are sometimes nominated to

serve for only two to three years for various reasons. In'this

regard, consider 'On is even to such.matters as Wie nominee's -

other professiodlOrconnitments future paans7fOr sabbatical leave, etc.

A further factor' is the number of memberb pcheduled to complete ,

their terms of service,in a given year, to maintain a desirable

between experiended and newIne!rbers.

7. Personal Qualifications. less tangible,, but nevertheless .

essential additional considerations relate to judgment concerning-, -
) .

,;(a) the,nominee!S-a8;lity for functioning effectively anti cooperatively

with the-group and with the.ExecutiveiSecretary; and ('b) the nominee's
,

''4
A conscientioubness in fulfilling 'the ogigations incUmbent upon IRG

, .

membership; and for carrying oqt the abjectives'of the Peer Review
-1-

System. %.

in. SUGGESTIONS FOR CHANGES 'IN THEuSELECTIQN OF IRG MEMLIERd,

. W ,

The:study Team's interactions with;the scientific community and with

.

the beneral,public left little doubt that many individuals are concerned

'about how-IRG members are; -or appear to.be--selected. Mady of those who

commented on the present grants peer review system expressed the belief

that the pool of scientists from which NIHdraws reviewerg:is unnecessarily

.' and inappropriately narrow apd that many qUalified individuAls consistently

are overlooked. Others expressed uncertainty and uneasiness about the

seemingly closed nature of thdreviewer selection process and urged both

More openness and broader pacticipatillpbyfthe scientific and lay

communities. It is' also apparent from the public hearings, the comments,

and 'the letters received that most individuals oo.not know hoW:IFtmembers

are selected, nor are they aware.of the bare and wide variety of resources- '

o
currently employed in making these selections. Thuslithe proceds described .

above seems to be one aspect of the NIH grants peer review system that 0-"

lmi in need' of clarification and,could benefit from input from k ledgeab16-

'interested groups and /or individuals Who are not now regularly consulted.
.



-Given the widespread concern about so fundamental/an e]liement'of the
grants peer review system, the Sibdy Team concluded Egltthe NIErshould
make the-details of its reviewergellection procedures more broadly
known and,,, addition', shOuld p ide'a mechanism whereby individuals
arid organizations can suggest candidates for IBItembeiship.

The current practice of obtaining suggestions, for "replacements" k
or for future membership, from retiri
Challenged frdm various sourceSuon'ith
perpetuate membership"from their own
colleagues. The perception is that
that, basically, -"they control who is irk
Misimpression can and should be correct

-wider dissemination of information rega
currently drawn:uldon by Executive Sedre

. _
of the ciiter.iaamd conditiont,for'sel

Another suggestion.hasbeen made that cu

or 'current members, has been

basis that IRG members tend to
titutions or from among their
is-choose their successors, or
ited-T7717eiVe on IRGs. This .._

d without delay, by (1) mu4i,
ding the range, of resources

arms of IRGS; and (2).publication
ion (as outlined in Appendix D).

rent and retiring members

0

Should_be specifically excluded from pr .ding adyice regarding replace-
mensWhile.they are still, officially,- rs'of an IRG. Adoption of
Such a policy would, hopefully, aid in c resting the perception that a
"buddy system" of selection exists. 'Rowe eit while this may be degirable
for "cosmetic" reasons, it would weaken e continued effOrt to_improve
the quality of review and to Obtain_advic fronehighly'knowledgeable.
sources. Those who are serving on a partiCular'IRG are often in the ..

best position of all potential donsultan s to know what the gaps in
technical expertise are or ate likely,t be, and to-provide suggestions
as to the best qualified scientists to ill these reeds. It would,
'therefore, le in the best interest of e maintenance of the quality
Of the Peer'Review System to continue t seek suggestions from current,
retiring; and'fotmer IRG members as- wel4 as from a wide- variety of other
-sources. . ,

. . .

It has been suggested that ah,IRS Execu ive Secretary providea .

first.and second nomination for each pos'tion,to be filled. Presently,
,only ones individual is nominated for ear appointment'to be made.

.., .

nomineesThe possible advantages of haVihg two noMinees are: (a) if the'first-
'choice namineis unable to accept appointment there would be less delay
in tilling the position; (b) there could heinore involvement of other
interested liartiessuch as staff of thecv rious Bureaus, Institutes, and11Divisions (BIDS) of NIH; and (c) the sebon nominee may help dispel th'e
Impression held by many that,IRG and Counci members personally select
their own replacements and that IRGs and Councils are closed, select
groups of selprperpetuating cronies representing and distributing
research dbIlars_only'tothe largest and most prestigious institutions.,

. . ,

Disadvantages ars.v(a)* since the combination of conditions which must'
be met presently in the selection of only one suitable, available, and we
qualified Wertper-vacancy is a difficult and time-consuming undertak'
'this would compound therproblem;'(b) since the scientific expertise, 'the

80

11 7

4



7

lcCation or university'affiliation etc., of any one nominee is

significantly related to other nominees in ,terms of'scientific

requirements lebother conditions to be met,.it cannot be

considered, in isolation from all other nominations or acceptahces.

It. is felt that the disadvantages outweigh the advantages of providing

'
two-nominations. simultaneously for each position since this would add

significantly to the background work of each Executive Secretary while

giving little added flexibility. If the pool.of known qualified 41N/esti-

°. gators can be substantially increased by other methods, it appearS that

the current process of selection of one nominee for each vacancy shbuld

be continued.
0, 1

it
. .

Finally, the suggestion has been Made that'investigators may submit

names of-Possible consultants who, they feel, are particularly knowledge-lit .

able in the technical aspects of the research proposed. This procedure

.is presently in effect but obviously it is not generally known. It is

, clear that a liethod must be devised'to implement this procedure in-a

formal manner,.

RECOMENDATIONS:

1. THAT, IN ORDER TO MAKE PRE REVIEWER SELECTION PROCESS BbiTER

AND MORE WIDELY UNDERSTOOD AND TO REGULARIZE THE WAYS*IN WHICH

THE SCIENTIFIC AND LAY,COMMUNITIES CONTRIBUTE INFORMATION IN

SUPPORT OF.ITi THE NIEI1HOULD PUBLISH PERIODICALLY (e.g., ANNUALLY)

. AN ANNOUNCEMENT WHICH CALLS ATTENTION TO THE. UPCOMING VACANCIES

ON IRGsASSOCIATED WITH THE GR6OTS,PEER REVIEW SYSTEMANb WHICH .

INVITES' SUGGESTIONS
REGARDINGTANDIDATES FOR SPECIFIC IRGs.

The announcement should_appear in the Federal Register and the

NIH Guide to Grants and-Contracts, and brief notices should be

senttgoOtientific journals', such as Science, etc, Also, the

nnounnment should be circulatedTamoOTERNie
institutions, scientific soc,iet.iest and other organizations

Which request that their names be maintained on a mailing list

for this'purposd.

The announcement should include the following items of information

about:

(a) the NIH grants peer:revie4, system:-

o a.briefstatement of the role and importance. or An IRG,in the'
-.1 peer review process;

o-a description of the natpre and' scope of-an IF member's duties;

responsibilities, and workload;

o a description of the key steps in the reviewer selection.,

process;
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o a listing of the P6fessional"characteristics thatN/Iflooks
forin selecting IRG members; and

, ,l

p a discussion of the other factors which are taken into
. consideration in.,selectingeIRG members (e.g., geographical

and institutional spread, representation of ethnic minorities
and warren, 'and other committee management limitations). *

(b) each specifiC IRG:

o its unction;
.0

o the number of vacancies to be filled;

o the areas of scientific and,technical expertise to be
.represented' by the new Members.

Reference to the regulakly published roster of NIH Public Advisory
Groups should be included. (1)

It should be stated that potential respondents must document the
qualifications of each individual suggested attachment of-curriculum
vitae and bibliographyvetc.) and specify the IM,(s) for which the
individtial is to be_ considered, if suggestions are to be considered.
There also should be a clear statement, that NIH, while willingto
'consider' all submissions, reserves the right to make final selectiOns-
without presenting public justifications or accounting specifically
either to those who suggest candidates or to those who are suggested.

It is further recommended that responsibility for coordinating the
preparation and,dittibution of the announcements. and for providing,
suggested names to the appropriate IRG Executive Secretary should
-be centralized within the Office of the Director, NIH.

In addition, in order to assess its impact, the effects of this new
procedure should be evaluated by carefully" elected criteria within
a given period of time (e:g., five years afterimplementation).

2. , THAT, IN MERV° PROVIDE FOR ADDITIONAL ADVICE BEYOND THAT
GrVEN,BY INITIAL REVIEW GROUP MEMBERS, PARTICULARLY IN REGARD 10 6,
THOSE RESEARCH GRANT APPLICATIONS IN WHICH NEW SCIENTIFIC FIELDS
ARE TO BE EXPLORED OR UNIQUE PROCEDUR4ARE TO BE DEVELOPED, THE
NIH SHOULD IMPLEMENT A FORMAL PROCEDURE WHEREBY AN 'APPLICANT
IDENTIFY THOSE PARTICULAR ASPECTS OF THE PROPOSED RESEARCH WHICH

i ARE CONSIDERED TO BE UNIQUE. AND TO SUGGEST POSSIBLE CONSULTANTS
'0' -WHO ARE CCNSIDERED PO I% LEADERS IN AND CURRENTLY KNOWLEDGEABLE

ABOUT HISYHER AREA OF RESEARCH.' HOWEVER, THE DECISION AS TO
WHETHER TO SEEK ADVICE_FROM THE SUGGESTED EXPERT(S) OR ANY OTHER
EXPERT(S) MUST REMAIN THAT OF THE NIH.
(It is suggested that such proposals should be made in a separate
letter which accompanies the grant applicatiOn.)
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-'3.,,THAT, THE CURRENT PRACTICE OF CONSULTATION WITH PRESENT,

RETERING4 AND FORMER IRG MEMBERS CONCERNING POSSIBLE NEW MEMBERS

SHOULD CONTINUE TO BE BPT ONE OF A SERIES OF STEPS BY WHICH

ADVICE CONCERNING POTENTIAL IRG MEMBERS IS SOUGHT FBOM MANY

SOURCES.

4. THAT THE CURRENT PRACTICE OF PRVIDIN3 ONLY ONES NOMINATION

FOR EACH IRG VACANCY SHOULD BE RETAINED. FURTHERMORE, ADVICE

REGARDING SUCH NOMINATICNS.TO DRG INITIAL REVIEW clpoups SHOULD BE

SOUGHT FROM KNOWLEDGEABLE AND INTERESTED STAFFS OF THE VARIOUS BIDS

RESPONSIBLE FOR THE ADMINISTRATION OF GRANTS IN THE PARTICULAR

BIOMEDICAL SCIENTIFIC AREAS.

The above. recanendations', when implemented, should lead to the,

selection of IRG members in the future by an open, objective process

which assures,Ehat, as the past,--only qualified persons participate

in peer review.

I,

-C
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SELECTION OF INITIAL REVIEW GROUP MEMBERS
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SELWERICOPPEABERS c SPECIAL INIiIALREVIONGFOUPS (SIGs)

Generally, research grant applications arere4iewea by duly constituted
'Initial'ReviiNrGroups(IRps).- However, certain conditions (described
*low) preelude'theuseof such IRGs for the review of special types

of research graht applications. In such cases; Special Lnitial
Review Groups (SIRGs) are.organized, the inembership of Whith reflects

the review needs of a particular research grantapplicAtibn or group of

'

'14 CURRENT PRACTICE - SPECIAL INITIAL REVIEW GPOCIES
1

The selection of special review group-consultants is baied on the guide-
lines set forth for"IEGs (1) conOdering.major factors such as scientific

- competence; and expertise in h particular scientific field as well as '

as standing in the scientific community and ogler factors such 'as condi

tions which could create conflict of interest situations,'representation
of warren and minority groups, and the geographic distributilh of coma-
tanth.

Conditions. which gOvern the assignment of a research giant

application to an ERG include:

a. Submission by members of IpGs of applications for 'which there,
is rig other IRG with the appropriate expertise to undertake

review.

es
, .

* ;

1.

b. Submission of applications of such complexity that the scien-
r tific content overlapsthe.review area of two or more IRGs;

e.g., Program F rojects,Reseirch Centers, Clinlal\Centers, or
'Biotechnology Resdutce applications.

4

c. Submission of applications in response to BID'nnouncements ok

specialized program interests; e.g., Research Fellowship Awards,
Request for Applications (RFAs), or International Fellowships.

d. Submission of applications for which it is determined that there

_.are other special review requirements.

Process of selection of SIRG members

The SIRG Executive Secietary. reviews the application(s) in question

and develops a rosterof potential reviewers after consultation with

the PrOgram Director of the -BID to which the application hos been

,assigned, making use of his/her previous experience and technical' N.

insight, and that of other Executive Secretaries' having comparable

review eXperienoel

4

,
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11,

,

Other contributing source frequently used to obidin consultants
for an SIM include: reviewers suggested by the Principal,In/esti-
gator of the application to be reviewed, indiViduals tdentified
in reference citations in the application, reviewers who have
cceeted'tenyre on IRGs, as well as, on occasion, current IRp
members who may hive unique expertise. Whenevet possiblervhighly
qualified young investigators are invited to serve along with
their more tenior.cdunterparts.

/An SIRG generally consists of'a mlnimum of 5 and iaximum of-l.,
depending upon the. size. and complexity of an application `$s
as the number of,similar proposals to'be reviewed. If a project

-site visit-is required for the review of an. application, the Pri4-,
cipal Investigator receives a copy of the SIRG roster together with
other pertinent details relevant to the pendihgsite visit., The
final SIRG roster may be modified upon the,requestkof the Principal=
Investigator. .However, assignment of an application to an SIRG
does not aliways insure that a project site visit 0I1 be made.

.

Upon completion Wa.specific review assiliment, the-SIRG is dissolved.

IMPAOT OF tEGISLATIVE PROPOSALS
41

A threphola question involves what cbgstitutes a "committee." It is clear
from the above that there is a'recurrihg need to call together groups
such as SIRGs, and, While the Federal Advisory Committee Act (FACA) doesnot
distinguish between short-term-and more-permanent advigory,groups,Jevidence
that has teen presented in this report would allow a strong argument to be
made that "special" 'groups formed to review a single application or group
of applications are not committees for the purposes of the FACA. However,
pending legislation (Senate43ill No. S 2947) would amend.the definition
of.madvisory committee" to encompass "ad.hoc" groups thus making it
impossible to set up SIRGs needed to provM for the important situations
described above.

III. RECOMMENDATIONS AND DISCUSSION

'1., THAT IT IS ESSENTIAL THAT NIB CONTINUE TO HAVE THE FLEXIBILITY
AND OPPORTUNITY ¶L ESTABLISH SPECIAL, INITIAL REVIEW GROUPS.

2. THAT RTB AND HEW SHOULD OPPOSE LEGISLATION REGARDING AD HOC GROUPS.

The review' of applications assigned to SIRGs.is complex. The work
load is uneven and inconsistent. At times there may be a large
number of applications to be reviewed; at other times there may be
only a few; but in almott all cases the applications are complex and
extraordinary skills are required in organizing appropriate SINGs.*
Timing is important depending on availability of consultant)
to undertake review aigignments which may require an absence ortwolto
three days away from their own:institutiOng, frequently on shore
advance notice. Furthermore; a mechanism for the proper review of

88
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applications frau. IRG !metiers is necessary. It is therefore essential

thab NIq*continut to have the'flexibility=and opportunity to establish,

SIRGs freed from the formalit-and- delay involved in establishing. IRGs.
IC0

7,

1. THAT THE ROSTER OF CONSULTANTS TO BE INCWDED ON A SPECIAL,

INITIAL REVIEW GROUP BE SUBMrram TO. ALL INVEST/GATORS.

/

Under the present system only those principal investigators for whose

projects a project4jtevisit is planqe0 receive the roster of.consuir

tants prior to the site visit. This _proposal would prcaiide eguityAfor

all investigators whose applications are reviewed by SIRGs.
y

)

e
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SELECTION OF MISERS OF SPECIAL INITIAL REVIEW GIMPS -.(SIRGs)
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NOMINATION, SELECTION, INTANT OF ADVISORY COUNCIL. MBERS

Each of the awitding- Bureaus, Institutes, and Divisions (BIDs), has a

National Advisory Council orBoard to offet'advice'and.make reconmendation*

On mattets relating to the mission and goals of the Intitute-it serves.

The Councils and Boards are specifically chared toreview applicatibns for

.grants 7in-aid relating to research projects, giants and awards for research

training and other activities as may be defined for accomplishing the .

mission of the'awarding BID. The Council.receiVes recommendations on

applications for grants from initial teview groups, which have been chkijee.
'withimaking.the scientific and technical merit 'review. /he Councils or

Boards adOise on policy Matters related to the_development and management

of grant programs and providt final ;review for -scientific merit and program -

relevance of. applications for grants-in-aid.-They provide. periodic review,

and evaluation of grant program accompli cents, help to identify and

resolve problems in program deNena.A., and recommend guidance for the

Institutes in the context of natiOnal. health programs. .

.

As established by laW, each Council and Board is advisory to the Secretary,,

DHEW, thfough the Director, NIH,, and thepirebtor,of'the_awarding-BID.* ,

Secretary, DHEW, or histeigne0, plus-leaders in the fundamentalisciences4,
For the most part, the rship of each Councilor Board consists of the

medical sciences education and public affairs as may be approved the

Sedretarl.

of
I. EDURES'AND GUIDELINES FOR SELECTIOftF COUNCIL OR BOARD MEMBERS...

The Public Health Service (PHS) Act Cl) directp the'Secretary, DHEW,

'4. to appoint members to NIH Advisory Councils in accordanCe with the

requirements set forth by each of the sections of the Act which

apply to the mrticular Council." These requirements,, in general,

are designed to provide authorities knowledgeablein \the programmetW -

areas Within the -Institute's mission, fa011iar with the NIH procedureh, .

aware of the roleA of diverse.institutions in biomedical research,

and mindful of t4 health needs of the Aperican people. To provide

this rangeof expertise, each Council consists of both.scientists

and public mgrs. Ex"officio.membets from other Federal agencies

o

are appointe requ red by law.

.

*With the exdeption of the National Cancerldvisory 'Board which is

*
..,

advisory directly to the Director, NCI. 1
I.,

::---

**Members of the Board of Regents of the Natianal'LibrarY of Medicine 1

and of the National Cancer Advisory Board are appointed by ene'President.
, \

.),

.
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A. Criteria for Selection .

,l. Scientific Members le
4 r

,

e

Individuals Selected as scientifiootembers are chosen from among , .

those .rekcognized is,outstcildingileatlersin.their fields and -.

0
.

considered to have a broad intereStin.ánd understanding "of- the
'relationship of biomediOal Science td societal needs. It is '4.-

expected that the Copncil members Will have recognized achievement
in a relevant fieltother scientifidaccomplishments, and honors.

based Primarily on the genetatredogniitiO by pedrs'in the 'bid-

- The'assessment,of appr.400tAte abiAties eccomplishments.is --:.,
,

'medical areas as a broadly based expert in the current and past
develoiment and status of a particular field of research. In
additiOn to superior.acooMplishment, the characteristict of

!

mature judgment., balanced perspective, apd cOlectivity are , '

-essential.. -'Candidates must ,have derionitrated the capability
. of working-effectively in a gioitp context as rs.

,Those who accept appointment-are expected'to'accepit res nsibility:.
'for all work assignments.

. -.9-
-

<
2. Public Members' Ir e 1

Individuals selected as public members should haVe a demonstrated
interest and'background'history relevant to the program of the -.
Institute. These individuals shOtkld have'inowledge concerning the
needs and aspirations of society in 100e areapf the missiqm cif,
the Institute. ., ,

1

, .., ,
3. General Criteria and Policy for Selection of_Council Sembere-

.- i,

a. Withih a given Council,.representation of needed scientific
.

. disciplines or medical'research specialties must permit'the,
attaintent and maintenance of a,proper balance' to cover the .

range of the mission and goals of7the Institute..';'
i

4". . . 7

. b. 4,tenever pos4ble, selection of candidates should reflect
an equitable ?epresenation of the geographic re ions
the U. St These considerations; however, Must remain ! :

7 v. -subsidiary to and should'not take precedence over the ,
appointritent of individuals of the highest'qualifiCations.

L4

c.-__No two members of a`-No be,aP'pointed
?,

from the .

same institution or organiiation. . .

."-
-101itese general. criteria and policies apply only to ad sort' bodies appointed
by officials within bHEW. ,Even where the appointing-official.is"the. t". .

, Secrctary'or other DREW official, exceptions to these criteria and poJic.es
.

...,'maxi be petmitted.
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Appointments to Councils are .for coverlapping terms of four years.

ee' Vacancies occur automatically'at the expiration date. UnIeds filled

in a timely fashion, a.vacUum is created and theXouncil will function

at less than optimum efficiency. Maintaining a Council at full Strength,

is .essential if it is to function effectively. At present, the NIH

/ . has no Knowledge of or control over-the timing of appointMents of new

,Council,members.,-Both deAayed appointments and'unfilled vatancies

continue to threaten the efficient operation of, the Councils.' For

exampl, there are 153...authorized COUncil positions: One-qUarter of

, .

`
.

1
.

, .

cl.:1Wriew member 'should be appointed to the.same or any other

Conneil within a-year after termination of a prior . ..

:appointment. 'No member I,. -serve condirrently on, more ' . L.,. .

than one DHOW.advisbLy . .
; ).

e. -Within.the.criteria, guidelines, and Conditions noted

abosg, NIH practite-is to ,utilize the widest available

pool. of gUalyied candidates for advisory service, -

including,equitable".representation of Tinorities;wdMen-,

and youth. Considering 'all these factors, primary consider- 1

`ation for Council noMinations should be given to'scientific

leaders in their specific fkelds'of Competence and_lay

representatives cif demonstrated%interest and background

.relevant to' the piogram of the'Instittate"to which they

have been nominatAdas :Counbil-members.
. .

4. Proceryesfor-it?min aating'Candidatee:for Advisory Cmici

:
.

The general procedure is'for NIH to nominate one prim and

. on alternate for each vacancy on an Advi.sory Council. (Och
professional be scientific vacancy on a Council ds usually

imitedto a specific medical or scientifiC need; see_A-3a.)

The Office of the Secretary, DHOW, mac request AditiOnal ,

-41:6EW, selects -a candidate totfill a counci) Va
nominations and/Or maXe-nominationaltself. OChe Secretary,

he sends

a letter oflinvitation. The ,PHS Abt ditects the Secretary to

appOint members to Advisory Councils in accordaRce with the

requirements set forth by each of the sections of the Act

-which apply-to the particular Council- A recent and most

welcome addition is that -all` appointments to advisory .

,committees to assist in implementing-the PUblc Health Service

-Act are required to be made without regard to political'

affiliation.*

II.. DEFICIENCES AND/OR PPOBLEMS,ENCOUNTERED IN CURRENT SELOCTION PRACTICES4

-

these terminate dhually as indlbidual terms expire. Forty-four

it

'appointments are needed to-fill the vacancies for the calendar yea,

1976. As of November 1, 1976, the 44 positions still'remain vaca r .

.

*Section 1001, Public Law 94-278, Health Research,and.Health Service

Amendments of 1976:-

.
93'
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The PHS Act ,authorizes the:Conncil to advise on policy matter% related
'to the development and management iof grant programs. It also authorizes
the Council to provide a second review for-scientific merit and program
relevance of application'afor granti-ia-aid. In general, no grant can , t
be awarded unless recdamended fOr approvarby:the awarding unit's advisory
council Orboard. Serious'overational problems can and do -Occur
when substitutes for NIHAqminated candidates are magi.without NIH
°knowledge and concurrence. In. such instances, the Obcrete balance .

of scientific specialities.neeessary to coven the range of areas of
exPedise required by the Institute's programs can be destroyed with
the asultant effect that'the Advisory Council may have no represen-

.

itiAn for onior.more research areas .(and other areas may have
therelicate representation). Unless is adequate-and 'appropriate

representationoe each of the.major areas of concern to each
Instit?te, the Council will lack the ability to'c'arry.nut its
statutory responsibility with maximum effectivehess:

A

e

TIONS AND DISCUSSION .'DOO'' 111*

THAT.NIM SHOULD SEER TO HAVE THE AUTHORITY FOR SELECTION AND

.
; APPOINTMENT OF MEMBERS OF ADVISORY COUNCILS /BOARDS DELEtATED'

',-)

`'TOcTHE ASSISTANT SECRETARY FOR HEALTH, DHEW.
.

i

MaintainIng a Codndil at full'strength is,essential for the Council
' to effectively meet iA'redponsibilities ad a reviewing body for

applications and advising the Institute on program priorities-and
2' balance. At present the NTH has no knowledge of. or Control over the

selection or appointment of new Counoi], Members. Unfilled -vacancies,
delayed Ippointments, and the ,appointment of individuals lacking -in
the required expertisecontinue to'threaten the effective operation

4if_Advisory,Councils. It is essential, that someone knowledge le
'IA the needs of Institutes, and the roles,of and requirenehts
for Advisory, Council members, has responsibility.for assuring that '

the 'total selection and appointthent process proceeds-in an effective
and timely'manner. The Assistant Secretary for Health, tWhighest
department health official, has the background and scientific:knowl-:
edge to carry out-these requirements.

. . .

2. THAT'THE PROCEDURE FOR:NOMINATING AND SELECTING COUNCIL MEMBERS
BE MORE OPEN. SCHEDULED COUNCIL VACANCIES SHOULD BE ANNOUNCtD .

i AND PUBLISHED EARL/ IN THE -FT ScAL YEAR. THE ANNOUNCEMENT SHOULD
SPECIFY THE COUNCIL. INVOLVED, TflE CRITERIA FOR THE SELECTION OF
COUNCIL MEMBERS, THEIR DUTIES, AND TERMS OF APPOINTMENT.. THE'

- NAMES OF INDIVIDUALS SELECTEDAHOULD BE PUBLISHED TOGETHER WITS
THEIR QUALIFICATIONS.

.
I

I
The-Grants Peer Review'Study Team, in assessing the perceptions of the
scientific andinformed lay community as to the duties'of.and criteria
for selection of council members, became aware that there wasAmisinfor-
mation and, in many cases, lack of knowledge as to the &ties and
functions of the AdVisory Councils as well as the criteria and Methods
fOr.the selection of Council, members. Accordingly

'

the GPRST urges
.
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that there be wide dissemination of information at to the duties and

functions of'the Advisbry'Councils and the methods by which memberd

.are selected. .

% .

a. THAT, WHEN A SELECTDON HaS BEEN MADE FOR A COUNCIL VACANCY(IES)

OTHER THAN FROMNOMINATIONS}SUBMITTED BY THE DIRECTOR / NIH, THE
APPOINTMENT SHOULD WT BE MADE FINAL UNTIL THE DIRECTOR, NIH,
HASHAD THE OPPORTUNITY TO COMMENT ON,THE SELECTION.

Lre 4

'through its experience, the NIH has acquired *considerable knowledge

.% <the appropriateness of many individuart'tb'serve od A Council and

anrappreciation of their effectiveness.' By implementing the above

ixoceSure, the, isk of aypoiriting inappropriate bepotentially.
ineffective members would' e' avoided.

I

WI

.10
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CONSIDERATIONS IN-REGARD TO
CONFLICT OF INTEREST

THE UTILIZATION' IN NIH COMMITTEE NAMGEMENT

OF THE FORM HEW 474 (CONFIDENTIAL STATEMENT
OF EMPLOYMENT AND FINANCIAL INTERESTS)

e fi

I

s

In accordance with Civil Service Commissioh and HEW requirements, NIH

periodically secures from'eadh member of its advisory committees a.ForM

HEW 474,., regarding the raemper's employment and relevant fjatancial interests.

I. Background;'

( nerally.speaking, the Federal conflict-of-interest statutes make it a
crime for a special Government employee (such as an advisory committee

member who ienot otherwise employed by the Government), except in the

discharge of his/her official duties, to represent anyone else in a
particular matter in which the United States is a party or has a direct

-' and -substantial interest and tl) in which he/she has at any time partici-

patectpergonally'and substantially in the course of hit/her Government
employment,'or (2j which is pending Wore the Government agency he/she

serves. There'is also a criminal sanctien against an employee participating
as part of.AVher'official Cities in aiparticular matter in which,

to his/her knowledge, the'employee's spouse, minor child, partner,
or a profit or nonprofit enterprise with which he/she is connected,

has a financial interest. 1/ (Appendix E-1)

As written, the conflict-of-interest statutes simply-describe the pro-

.
hibited activities and the-penalties involved,-but do not specifically
requirencies to-take steps to prevent potential violations thereof.
Nevertheless,', although individuals are, in theory, charged with notice :

of the criminal laws, it is often not readily apparent that the laws ,
apply in certain Contexts. - Hence, agencies do undertake to assist
employees in avoiding violations of these laws.his is reflected,
for exanple, in the HEW Document, Standards of Conduct, which discutsds

conflict of interest'in detail, sets forth a procedureler obtaining
advice on such matters, and even has a separate subp'art addressed
specifically to special. Government employees. Another example is the

procedure outlined elsewhere in this report by which NIH deals, with

applications from advisory :moittee members' own institutions or from

the members themselves.

1/ It should be'emphasized,that this is only a general description.

, of these statutes. For a more detailed discussion, see the HEW

Standards of Conduct, 45 C.F.R.-Part 73.

97 ,
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II. The Form HEW 474

,
r,

Only the individual member normally has the basic information about
his/her activities which is necessary to"avoid all but the most obvious
conflict -of- interest situations. A major purpose of the Form HEW 474
(APpendixE-2) is to direct the membee's attention ,to the subject of

ft

conflict of interest and to require him/her to co *der his/her'own
activities in light thereof. A second goal of.therform is toaid
agencies in identifying' situations in which potential conflicts may
eiipt. ,

Agencies are 'required to secure this form frgm special Government,
employees by Executive Order"11222 which reads in pertinent,part as
follows:.

"Sec. 306.. Each agendy shall, at the time of employ-
ment of a consultant, advisor, or other special Govern-
ment,eMployee reqbire him to supply it with a statement
of all other employment. The statedent shall list the
names of all corporations, ecOtenies, firms, State
or local governmental dtganizations, researchorgani-
zations and educational or other institutions in which %--
ne,is serving, as employee, officer;' member, owner,
director, trustee, adviser, or consultant. In addition, AN,

it-shall list such other financial information as
the appointing department or agency shall decide is
relevant inAtie light of'the duties the'appointee is
to perform. The appointee may., but` need not, be required
to reveal precise amounts of investments. The statement
shall be kept current throughout the period during

_ which the employee' is on the Government rolls."

This provision -has bee; implemented by Civilgerviee Commission and
HEW *illations. 2/ -(5 C.F.R. S-735.401 et .m.; S73.735-
,1201 et seqs) Among' other things, these-regulations preseipe the
cantents,of theForm HEW 474; require that the form be reviewed by a
'high level agency official;and specifythat the form be maintained in
the appropriate personnel, office but separate from the official personnel
folder. The regulations permit agencies to make the completed forms

. . available Only as specifically authorized by the head ot the
operating agency . . . 'for good cause shown.. . .," but thit would riot

,,prevent full-time.Federal employees (such as Executive Secretaries)
,fr0m looking at the forms in connection with their officprduties.

r

In order do implement the aforequoted portion of the Executi4 Order
at it level, NIH has published Manual Issuances 2300-735-1 aAd

00- 735 -2, dealing with cdnflictO of interest on 'the part of special
nt employees.' The former (Appendix E-3) is a one-page document

whi& Imply directs consultants and advisors to submityorms HEW 474

2/ ,Ife HEW regulations are, co dnly referred to as the,HEW
Standards of Conduct.



and to upd4e them on a yearly basis and requires NIH 'staff to issue a
copy of the, Standards of Conduct to all newly appointed or-reappointed:
consultants and advisors, together with a memorandum from the Secretary,.
HEW, alertingAEW personnel to,become familiar with the contents thereof,

BAs had already been indicated, the Standards of Conduct regulations
require that each Form HEW 474 be reviewed by whigh level official
11 to determine whether conflicts of interest Or apparent conflicts
might arise from the ac ivities reported thereon.: Standards,also ,

contain sections relating to such, specific matters as professional
and consultative services, writing and editing, publishing, teaching,
and .holding office Unprofessional societies or. State or local government.

NIH Manual Issuance 2300-735,2 is entitled "Conflict of.Interest-
Policy for Committee Members." (Appendix E-4) . It sets forth guidelines

for the selection and appointment of members to avoid 'certain types of
conflicts; but places on the conimittee Member-Y. . the primary' resOnsi='
bility for evaluating hip financial interests or those of his family,
that,relate directly or indirectly to his dutiesf It assigns to the '

BID Directors xesponsibility for determining who shall review information
ore the Form HEW 474 and Who shall have access to such information. The
only specificreiponsibility'given_tolthe ExeCutive'Secretary is to remind
.committee members periodically about ". . . NIH and other pertinent policy
regarding _avoidance _of conflict-of-interest_situations."

Since the Executive Secretary plays such a central role in the actual
operation of coMmittees, the Director, ERG, has established a policy
(Appendix E-5)1or the DRG'study whichprovides as follows:,

"1. Each Executive Secretary prior to a regular -

study section session,Shall re4imin(Mrs. Pollak'S]
office the forms 474 on/file for that .

_

section. Such notes as,necessarY may be made.

2. Study section members 40 identify themselv s on
Form 474as affiliated with Organizations

4 not'participate in the discussion or vote
an, application from'any organization so)li ted.,

4 'In.other words, the,present'policy of,no rti-

cipation-on application's from major rsbh
shall' be in effect for these organiz

.

3. AtAhe close, of each study section, 'rtip, each

''member must certify at he/she was t during

the discussion of tern from any all institution
or institutional sy s with which e/she
is affiliated., The xact wording -'o the - certification 1

to be signed will developed by e Chief of the
Scientific Review B arch and approv by me.

As you will note in the report; th' i current
practice for counci 'onters.

.1 I
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4., Each Executive Setretary must prepare a, list ofor
applications for which 4e/the excused certain stody
section tembers.from review. This list should give the
name of each excused Member under the pertinent ;

application number.. This list is to'be attached.(
to the original copy of the formal minutes and
retained in the study section's official fileb.
The duplicated copiesof the minutes should eontain
a statement to this'effect. The standard 'stateMent

--is'to be developed by-the Chief, Scientific Review
. Branch, for all. to se:"

1The Grants Peer Review Stud Team recognizes that it it essentially
impossible for aneagency such as NIH to take cognizance of sufficient
infortation about advisory committee- members' to note and avoid all
potential conflicts.of interest. Hence, NIH justifiably places primary
responsibility for avoiding these 'conflictsAn the members themselves.
Nevertheless, NIH also has a duty to see that members are informed
about conflict-of-interest considerations pnd to take reasonable steps
toshelp,in'the identification and avoidance.of potehtial conflicts.',
The Form HEW 474 'serves the multiple purpse of bringing thpiconflict-
of-interest.requirements to membe4s1 attention, causing tt* tcl think
about these requirements in relation to kheir own situations, aaof
providing NIH with added information for use in identifying' possible
problems in this area.

Although the nEW 47i contains useful instructions, it is the
Study Team's view that they are- toolgeneral to. fully meet NIH's needs:
As a result, tome IRG members interpret the' instructions too narrowly
and fail to list relevant information.

The Study Team endorses the. approach being takeh by DRG of requiring
Executive. Secretaries to become familiar with information on their .,

members' Form HEW 474s. The Executive Secretary is the NTH staff
peison who is most knowledgeable about the backgrounds of the members
and the bUsiness of the particular committee, And therefbre is in the
best position to anticipate and prevent potential conflicts.

_Me Recommendations

RegardingForm 474:

1. THAT NTH-DEVELOP DETAILEIRSUPPLEMENTAL INSTRUCTION TO BESENT TO
.MEMBERS ALONG WITH THE FORM HEW-474, EMASIZING THAT EMPLOYMENT ,

INCLUDES, FOR EXAAPLE, FOREIGN, EMPLOYMENT, SUMMER AND PART -TIME
EMPLOYMENT, MEMBERSHIP ONIADVISORY BOARDS OF ORGANIZATIONS, AND

,CONSUIUNT APPOINTMENTS; AND THAT RELEVANT FINANCIAL INTERESTS
INCLUDE SUCH THINGS AS ROYALTY AGREE FS WITH OR STOCK OWNERSHIP
IN DOMESTIC OR FOREIGN, BIOMEDICAL RESEARCH ORGANIZATIONS, COMPANIES.
ENGAGED PRIMARILY IN PROVIDING SERVICE TO SUCH PHAR
MACEUTICAL COMPANIES, AND OTHER COMPANIES INVOLVED IN( RUG RESEARCH:
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2. THAT N111 ADOPT A PROCEDURE UNDER WHICH FQRM,HEW
A MEMBER AS INCOMPLETE, WHERE SUCH kEKBER MAKES

'A SECTION OF.THE FORM BUT DOES NOT WRITE "NONE "'

VALENTIN THE SECTION'.

474 IS RETUIMILTO
NO ENTRY IN
OR SOME EQUI-

4h,

'3. MAT ,THE EXECUTIVE SECRETARIES4OF IPGs BE GIVEN ACCESS#T0 THE -
FORMS HEW 474 OF MEMBERS, AS NEEDED.

:14. THAT REVIEW OF FARMS HEW 474, AT LEAST ANNUALLY, BY2ENCH.EXECUTIVE
SECRETARY BE MANDATED THBOUgHOUT NIH.

5. THAT" ALL EXECUTIVE SECRETARIES BE REQUIREDIPERIODICALLY ,1O ATTEND
TRAINING SESSIONS ON EVALUATION OF CONFLICT-OF-INTEREST SITUATIWB.

InvOlations to Member

Under current practice, once an individual is Selected to serve'on an .
,advisOry committee, if the appointing official is at NIH, the Form HEW
j474 will.te seat out along with the invitation to membership. Where a-
/higher level official makes the appointment, the Form HEW 474 often is
not mailed to the selected individual until aqer-the in#tation is-made.

While the format of the invitation letters may vary, in general, they
do not make it explicit that the invitation.is a continglnt ore, and

that nal appointment depends on, among other things, review of the

cample ed Form HEW 474 to determine whether, 'in light of conflict-of-
, intere t restrictions-; the individual will be able to participate

sufficiently in the activities of the committee to make a meaningful

contribution to the work of the committee-; Moreover, in most instances,

once theinvitation'is made, the individual will, not receive another

formal communication inditating that his/her appointment is final. It

is not sugorisina, therefore, that itidividuals would normally assume
that the ifiitial invitation -is tantamount to a final appointment.

,

This assumption isreinforced by the fact that NIH has sometimes
included an invitee's name on memeership lists released to the news

media and'other members of the public, after the invitee hps agreed
to serve, but before the individual's Form HEW 474 has been reviewed

.ftiom a conflict-of-interest-standpoint.

In the opinioh,of the Study Team, this'approach downplays the importance
, of the review, of the Form HEW 474 to an unwarranted extent so4that once

an individual receives an initial, invitation ana accepts,It will be -

difffeult for the appointing official finally to reject the Ifidividuai

on conflict-of-interest grounds, as well as embarrassing for the indivi,

dual if such a.rejectibn should occur. , _

e
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V. RBCOMENDATIMS

A. Regarding Invitations to Members:
, .

1. THAT ALL INITIAL INVITATIONS TO SERVE owAnvIsoRx.commurEEs MAID;
-IT-EXPLICIT THAT FINAL APPOINTMENT IS UPON-REVIEW-0
THE,COMPLETED:PORM HEW 474 FOR cafticTs OF T, OaPOTENTIAL
CONFLICTS OF INTEREST, AND THAT THE NEW MEMBELBE FORMALLVNOTIFIED
OF THE APPOINTMENT AFTER THE HAPPOENTRENT-PRXESS (INCLUDING REVIEW
OF THE FORM HEW 474) HAS:BEEWCOMPLETED.

2. THAT THE NAMES OF NEW MEMBERS OF ADVISORY COMMITTEES NOT BE .

RELEASED TO THE NEWS MEDIA OR OTHER, MEMBERS 'OF THE PUBLIC UNTIL
SUCH TIME AS FINAL APPOINTMENT HAS OCCURRED AFTER COMPLETION1OF
THE FORMS HEW 474.
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AtPOINTMENT OF EMPLOYEES OF fOR-PROFIT ORGANIZATIONS
TO NIH INITIAL-REVIEW GROUPS

. ,

Under current NIH policy, full-time employees pf "for profit" organizations
gnd.inseitutions may not be appointed. to National'Institutes of Health

Initial Review Grpups,(IRGs). At the request pf .the Office of the Director,

the Grants Peer-,Review Study Team was asked to review this policy and

to formulate a recommendation either as to its retention or for change.

I. BhCKGROUND!

The presegt NIH pciicy which does not permit the appointment of indiVidualt
employed by profit-making organizations to serve on initial. review groups

its origin in two Presidential documents, issued in February 1962 and
by President4ichn F. Kennedy. The first, dated February 9, 1962,

te want strictfrto."Preventing Conflicts of Interest on theTait of
Advisors and Consultants to th Government. "( ]m) The second,.. dated February 26,

1962( was issued as Executive rdet *11007, "prescribing Regulations for
the Formation and Use of Adv' ory Committees."(2), Both of these documents
now.havetbeen superseded by re recent issuances, the first in Regulations,
Title 45,.:Pact 73, Standards of Conduct(3), promulgated by HEW, and the
'second by the Federal Advisor7yarnittee 'Act of 1912 (P.L. 92-463)(4).

The laesidential memotaAdum of February 9, 1962, set down specific ruits
for lb appointment of consultantS and adviscirs so.that a determinatfRh
could be made as to the status of each individualsin regard tcrconflict of
interest. 'The necessity for such rules was' precipitated by an opinion
rendered bythe then Attorney General concluding that'the conflict of
.interest statutes of the United States. Code (I& U.S.C. 281) appliedgp&

only to tants and advisors when they were actually employed by

trip GoVernmen f but were also applicable throughout the entire period
of such appo' tments when employment by the Government was for forty,

percent or re of the total appointment period. Section 281, 18 U.S.C.,

in general,,preq.udes a government employee from acting in matters that
.cone-before_government departments or agencies on behalf of a nongQvernment

.employer from -which he of she receives iompensation. The effect of this

regulation was to require NIH to make a determination about each consultant

as to whether or-not his n ederal employment status created t conflict

of interest situation whi e su an individual was acting as a consultant-

to the Govern nt. The present Form 474 is used for this pbrpose

(Appendix E-2).

et-

Based on this Presidential memo um, in ructions, were given to NIH

to terminate all .c.xxmnittee memberships as of July 30, 1962, and to reappoint ,
N 1r,

4

*A file on 'all the background and historicak-documents t available

in the Grants Peer Review Study Team oifice.
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only those individuals about whom it could be determined that there was no
conflict of interest. It was found that there was considerable difficulty
in making-such a determination in regard to consultants whO were employees-
of profitilaaklng-organizations, and thus a decision was made not to
reappoint Stith persons.

The pertinent portions of-Exedutive Order 4100 stated that nb advisory,
committee might be formed unless it' was specifically authorized by law or
specifically determined as a.matterof formal record by the head of a
department or agency to be in the public interest. Further, any advisory
eammittee, the duration of which was not fixed by law, was to terminate
not later than two-years from itsdate of formation unless the department
or agency head specifically determined that its continued existence was
in the public interdst. However, Section 9 of this executive Order stated
that these. requirements did not apply "to any advisory committee composed
wholly of ,representatives of state or local agencies or Charitable;

edudational, Civic, social welfare, or other similar, nonprofit
organizaton." This reinforced the NIH decisionto exclude employees
frok"for-profit" organizations from serving on advisory committees (except .

on those established by specificjegislition, e.g., advisory councils).

As statedpreviously,'Executive Order #11007 was superseded by the Federal
,pavisory Committee Act of 1972 (P.L. 92-463). However, the section of the
'Executive Order quoted above was not included as part of the new legislation;

4Lie and thus all committees establishWand utilized by NIH, regardless of
their composition, are now subject td the requirements of the Federal
Advisory Committee Act, Current Federal regulations (Title 45, Part 73),

established under this act, are equally applicable to all consultants
regardleSer:of the profit status of their non-Federal employer'.

Thus there must be adequate review of the on of Interest Statements
-) (HEW Form'474) filed by all consultants; and:there no longer seems to be

any barrier to the appointmdnt of employees of profit-making organizations
to serve on any NIH committee, provided it can, be determined that a
conflict 'of interest does no exist when performing the required duties. /,

Indeed, the requirements in this re9ard must be.no different for.Individnalt
who are employees of nonprofit organizations.

II. 'CCNSIDERATIONS BY THE GRANTS PEER REVIEW STUDY'TEAM

The Study Team recognizes that competent scientists are employed by both
nonprofit and "for-profit" organizations. Furthermore, it is evident,,
upon review of the Conflict of Interest Statements (HEW Form 474) currently
on file, that many present appointees to NIH its are consultants to
industrial firms and are not considered to have a conflict of interest
as far as dervice on an NIH IRG is concerned. It would thus appear that
both consultants to and employees of industry should be considered eqyally
satisfactory' for service on NIH initial review groups.

The Study Team also is of the opinion that, in some areas f scientific
research, persons with certain talents, skills, and expert e are to bp
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found in the industiial sector who do nOt,exist in adequate numbers in

the honprofit,sector. The use of such experts, whpn needed in the review'
of grant applications, should not.be denied to NI H7. Furthermore,. in

recent years, NIH has had to draw on an ever-increasing numbecofiindividuals-
I,Or consultant services in order tojieet certain other requirements; -

thus, the poolkf scientificallyknowledgeable individuals has to be _:
increased. The untappedesourte of_employees of the industrial sector
would reinforce the pool of available, eiperts upon which NIH cin dtaw for

consultant sery4ces.

Based on the above consideratiOns and the background%inforamtion,
the- Study Te.:Iiinakes the following recomMendations:

III. RECOIL' ENDATioic
1,

THAT EMPLOYEES OF "FOR:PROFIT" ORGANIZATIONS BE ELIGIBLE'
FOR MEMBERSHIP ON ALL INITIAL REVIEW GROUPS CONSIDER=
GRANT APPLICATIOWANCLUDING NATIONAL RESEARCH' SERVICE
AWARD APPLICATIONS), AND THAT THE SELECTION OF THESE
INDIVIDUALS BE BASED ON THE SCIENTIFIC PROFICIENCY

'NECESSARY TO FILL THE VARIOUS NEEDS OF SPECIFIC COMMITTEES.
THE BASIS FOR SELECTION OF SUCH SCIENTISTS SHALL BE THE .

SAME AS FOR' THOSE EMPLOYED BY "NON PROFIT" ORGANIZAITOM.

'THAT THE CONFLICT OF INTEREST 'STATEMENTS (HEW FORM 474)
SUBMITTED BY EMPLOYEES OF PROFIT-MAKING ORGANIZATIONS
NOMINATED AS CONSULTANTS MUST BE REVIEWED BY THE AGENCY
HEAD, WHO MUST BE SATISFIED THAT EACH NOMINEE"CAN SERVE

`ON THE SPECIFIC COM/411'1TE FOR WHICH SUCH PERSON HAS BEEN
PROPOSED WITHOUT BEING IN VIOLATION OF tHE,CONFLICT OF ,

INTEREST STATUTES.

IV. CRITERIA FOR SELECTION OF IRG MEMBERS FROM "FOR - PROFIT" ORGANIZATIONS=

The Study Team suggests that the criteria stated below be considered
as part ofthe above recommendation:

1.' Genera l

THE CRITERIAPOR-SELECTICWOP-IRG MEMBERS FROM "FM-PROFIT"-
A
oRGANIZATIONSSHOULD BE NO DIFFERENT THAN THOSE FOR SELECTION

'OF PERSONS FROM "NONPROFIT ORGANIZA1'DONS.

2. Specific

Recognized'achieVement in a relevant field.'

For scienific merit review of researct grant applications,
an -in4vidual_serving,on an NIH initial review group should
have particular competence as an independent investigatof
in the needed scientific discipline or research specialty.
Demonstration of such competence is based on the.quality
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of research accompl
research reports

r.
. .

1

ed, produdt vity in.the form of
blished in scientific joqrnals, and

other significant.scientific activities, accomplishments,

and honors. '. .

Assessment is based peimarily on'the,generallecognition.
by a scientist's peers of the individual's abilities and
accomplishments as a carefdl, critical, original, and e.

deliberate itivesfigator, and as a broadly-based evert in
the past development and current adyancemept of a particular'

field of.researdh., Usually the M.D.,-Ph.D., or equivalent ,

. advanced degree is required; however, a doctoghl degree is'
not required 'in those circumstances where; an individual's
experience clearly indicates outstanding competence(

, \it
Furthermore, a reviewer of applications for National

.Research Service Awardsmust_have had substantial C.

experience in graduate research training, with In active
interest in the methods apd planning of teseh training
in his or her discipline, field, or specialty,, and' a.

record of accomplishment in sucn training. .

b. Mature judgment and objectivityas a scientist.
.

The, characteristics of maturejudgment, balanced
perspective and objectivity are essential to the meiit,

review process.

c. Ability and willingness to serve.

(a) A candidate must have demonstrated the Capability
----- of working effectiiiely in:a group context..

(b) A candidate who accepts appointment to anNIH
advisory group is expected to accept responsibility for
all work assignments and must protect the confidpntiali
of applications and reviewer opinions.

d. Conflict of interest./

The Conflict of Interest Statement (HEW-Form 474) submitted
by a nominee must be reviewed by the agency head who must
be satisfied that the individual can perform as a' special

-government employee without being in violation of_conflict

of interest statutes. .

4...
0
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V. Implementation of. the Study Team Becommendeltron
`:

InfOrder.tb implement the above recopmendation, guidelines for-the -
selection of all. consultants to NIN,initial review groups, but particUlarly

those in regard to persons from "for-proffr organizations, should be
reviewed Okipdically; and, where necessary, hodifidations should be made .

so that the.dtiterialor.selection of individuals, are such as to retain

. the quality -of consultant advice that NIH expects from ifs advisort.

r

.
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APPONiMENT OF EMPLOYEES OF FOR-PRVIT ORGANIZATIONS.
TO NH INITIAL REVIEW GROUPS
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LEGAL CONSIDERATIONS...REGARDING GRANTS PEER REVIEW

In recent year's.; the public,the Congress, the Executive Branch, and the
courts"have become increasingly attentive to and supportive of,greater
public accountability and openness in Government:' .Recent legislation,
court cases, ar4 proposed legislative action in this area have important
implications for the operation and continued effectiveness of the NIH
peer review system. At the same time, the Congress and the President's
Biomedical Research Panel, have strongly endorsed-this system,. praising
`its fairness, objectivity, and high quality. The strengths of. the systeth
'must be preserved while it is kept publicly accountable.

I. Background

A6 Peer-Review Legislation

In discussing the peer review system in a 1973 report, the Senate
Committee on Labor and Public Welfare endorsed the comment that:,
"The peer review syitem [at NIH] has given us the best science
through al federal agency with the least politicaliinterference of
any governmental prOcess ever developed. It is truly one of the
great achievements of American government.-. . " Under this
system, each application to NIB for a research grant is initially
reviewed for scientifiC merit by a group of experts in relevant
biomedical fields. The recommendation of the group'is then con-
sidered by an appropriate National,AdVisory Council or Board, made
up of bOth scientists:and lay persons, which itjOkes a final recom-
mendation to NIH on the application based not'only on scientific
merit but also program priority.

Each of the NIH Bureaus, Institutes, and Divisions (Bps) awarding
grants has a National Advisory touncil or Board whose members
generally are leaders in science, education. or public affairs.
Section 301 of the Public Health Service (PHS)`Act [42 U.S.C. 241],
the basic authority under which NTH research projett grants
are made, ,provides that no grant may be awarded for a research
project unless itis first "recommended" for funding by the appro-
priate National. Advisory Council' or Board. 4/ A similar requirement
exists in Section-472-of the PHS Act [42 U.S.C. 2891-1], relating
to National Research Service Awards to individuals or research
and research training: ,In.ad4ition, a number of the Councils
are, assigned respdnsibilities for'advising their respective
BIDs on other specific peogram.activpties (Title iv,' Elp Act,
42. U.S.C. 281.et seg.).

ti

, .

. .

1' By statute, the National-Cancer Institute and -the National Heart,
Lung, and Blood Instituid may award research project grants, without
'Councilor Board review and recommendation, where the awards are
fOr $35.000 or less in direct costs.

-
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Iwrgeneral, the National Advidory,Councils were established by laws
at the same time ast.he BIDs tOol. which they give advice and have been .

responsible, by'statute, for advising on,grant applications since
their establishment. On the-other hand, prior to.t1410Aisage of
the National Cancer Act of 1971 [Public Law92-218], there Was no ,

actual statutory requirement that research grant applicatione'be
reviewed as well by scientific peer review groups, e.g.., NTH Initial
ReViewrGrcups (IRGs) .. However,' the National Cancer Act of 1971'

amend the PETS Act to require the.%rectot, NCI, to ". . . provide

for :irer sc tentific review of all,researdh grants . . . over which

he has_authorrty (1) by utilizing to the maximum extent possible,
appropriate peer review groups established within the National
Institutes of Health . . . and (2) when appropriate, by establishing

other formal peer review-groups As may be required," [42 U.S.C._

2863.]

The National Cancer Act Amendments of 1972 [Public Law 93 -352] in
effect extended this requirement of scientific peer review to-all

. . . applications ... . for-grants under . . . [the Egs] Act

for biomedical and behavioral research . . . " (Appendix F-1). It

further required that slidfilreview be conducted . tQ the extent

practical . . .. in a manner consistent with the system.. . " being

utilized on the datt the amendments became effectiiie.r4nd that not
more than one-quarter of the members of any peer review group may
be officers or employees of the United States, presumably apart from
their service as members-of the group. ;[42 U.S.C. 2891-4.]

'on March 29. 1976, a notice-,of proposed rulemaking (Appendix F-2)'
was published in-the Federal Register setting forthpr*sed rep- *.

lations to implement the foregoing provisions (41 P.R;-1298-6). In

general, these regulations coijify the pre-existing NIH system for

scientific peer review of grants.
4

.

The Health ResearCh and Health Services Amendments of 1976 [Public
. Law 94-278] include a section which states in pertinent part that
"All, appointments to advisory commitEees established to assist in
implementing thePublic Health Service Act . . . shall. be made

without regard to political affiliation;"? --
.

B. Conflict of .Interest

Withregard to conflict of interest,.the aforesaid regulati
Would essentially codify prior NIH practice which required that
membert,of peer review groups in no way participate in deliberations
or actions concerning applications from their own institutions and
that they leave the room before any Bach discussions. jihere one of
the members of the group, which would normally review a particular
application,-is actually named in the application-as the principal
investigator or a principalstiff member, the application is assigned
to another peer review group,with the requisite competence, or if
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none exists, it is assigned to a special-(ad h ) initial review
group, no more than 50 pe nt of the membership of which may be
from the groups of which investigator or staffer is a member.--

These actions have\beeni,considered sufficient by the,DepartMent of
thHeal, Eltication, and. Welfare to avoid any violation of the conflict-.

of-interAtetatutes4 and they were endorsed by the Congressional
committees which considered the proposals morning peer reviiir"
that were finally enacted as part of Public Law 93-352.

The foregoing'conflictrof-interest.ebquirements were recently upheld
by the United States District Court for the Northern Districtof
,California, in an opinion dated February 10J 1976, stating that
these reqUirements " . . :designed to avoid conflicts of interest -

in the grant application review process (arel 'adequate and reasonable
. . . " (Grassetti v. Weinberger. et al., C. A. No. C-75-1198-SC.)

*(Appendix F-3).

II. The "S " Laws

/' . .

The so-called "Sunihine""Lams affectilig iilkare the Freedbm of Information
Act (FOIA), the Privacy Act, the. Federal.Ad/isorY Committee Act, and the
Goverment in the Sunshine Act.

The general!thrust ofth-Freedam of Information Act is to ,make available
to the public upatrequest. A, and allPof the records of Federal agencies.
The Privacy Act seeks to protect the individual from the Geveihment:s
collection and use of data concerning the individual without his or her
knowledge or consent and to provide the individual access to those Govern-
ment records which include information pertaining'to him or her. The
Federal.Advisory'Committee Act seeks to assure public knowledge about
meeting of Governmental advisory groups as well as public access to
these mee The Government in the Sunshihe Act, sets forth the-cArtum-

stances in wh ch NtH may close advisory group meetings to the public.

The specific provisions of the above Acts impact on the peer review
system because of their applicability to all significant documents.
connected with the process and to the operation of committees charged
with.peer review. The current and potential{effects-of these laws and
proposed amendments to theMare examined below in terms ofAtfanges in
the,peer.review system,' the quality of the peer review,process, and
related consequences.

A. Freedom of Information Act.

4

r

./ 1. Desciiption of the Law.
-

this Act (FOIA), orig ally adopted in 1967 (Public LaW 90-23]
and amended in 1974 [ lic'Law 93-502], requires agencies to
make available to the lic for inspection and copying, any
requested Government r rds,-'(AppendixF-4). However, subject
tb_provisions of the PrivecyActe discussed below, requests for

4
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s
records may be denied if
nine specified-"exemptions
following three exemptions
aystemi:

te

"(4) trade secrets and
obtained from a Person

e sought fall within any one of
set,forth the FOIA. Only the
resently bear,on the peer review

,145) inter-agency or iritr

which 'Would not be availab

an agency in litigation wi

."(6) personnel and medical'
disclosure of which"Would c

'

rcial or financial infommation
privileged or confidential;

agency memorandums or letters
by law to a party other than
the agency;,.

les and similar files the '

titute a clearly unwarranted
Invasion of personal privacy.

2. 'The Washington Research Project C

Until recently, all retuests under e FDIA:for grant applica-
tions (funded or unfunded), interim rogress reports, summary
statements of IRG.reviews, and site visit reports were denied,
based primarily on ekemption 4. To the extent that these;mater-
ials contained discussioni Of the qualifications of individualsc.-
such discussions were considered to be protected as, well by

'exemption 6. Additionally, since the summary statements and
site visit reports reflected the deliberations and opinions of
tat members of advisory groups,and site visitors, these items

. were also viewed as being within exemption 5.

In Washington Research Project, Inc., v. Weinberger, et al6,
a public-Interest group-dhalenged the Department's denial of
the plaintiff's request for the foregoing categories of docu-
ments, relating to specific. funded initial applications and
funded and unfunded continuation, supplemental, and renewal
applications. The United States District Court for the Dis-
trict of Columbia ruled that essentially all the materials in
question were available under the FOIA.. (366 F. Supp. 929.)
On appeal, the Court of Appeals Tor the District of Columbia
agreed with the Tower court that the proi000ls and progress ,
reports at issue were not covered by exemption 4, but held
that the IDortions, of summary statements and site visit reports
reflectirig.the deliberations of members of advisory groups
and site visitors were exempt from mandatory disclosure under
exemption 5. (504 F. 2d 238.) (Appendix.F-5). In light of

the appeals court decision;' ich 16 now final. current Depart-
ment practice is to release, ppon.requesif funded initial. grant

. applications and continuation, supplemental,. and renewelappli-
cations (whether or not funded), as well as interim progressl-
reports, exCept insofar as disclosure of any particular items
would adversely affect patent or'other valuable rights. In

Ow,
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so doing. any confidential financial information concerning
the applicant or grantee will be deleted. As in the past,

reqpedts for summary statementsland site visit reports will
largely. be denied. -

16,railablity of applications.

.

ft-is t impossible in the short run to measure the Impact

of the= and the Washington Research Project decision on the

peer,review process. It has been suggested, however, that scien-
tists may be less willing to incltide new ideas.in'their applica-,
tions if they may be available to the public, thereby diminishing
the usefulness of such an application in getarmining which projects
to fund. If applicants do react in this *ay, reviewers will have
to depend more heavily on site visits, thegeneral.repUtation of
investigators, and subjective evaluations. This will.tend to

"work against the new investigator and the novel idea.

* In its Report to thp Piesdent and Congress, dated April-30, 1976,
the Presidentq Biomedical Research Panel, established pursuant
to Public Law 93-352, concluded that this was a real concern and
,recommended th#:

"The Public Health Service Act . . . should be amended.

to provide a statutory exemption from disclosure [under],
. . . the Freedom of Information Act for research designs
and protocols contained in grant applications . . . until.

the grant'. . . funds have been received by the-grantee
'institution'. . . Unfunded grant applic-ations . . should

remain confidential."

In a second-Report (June 30. 1976) mandated undei'the Health
Research and Health Services Amendments of 1976 [Public_Law
94-2781 and entitled 104cloeure of Research Information," the
Panel. reaffirmed its tkfor conclusion, expressing the conviction
that unless the intellectual property tights of investigators.
are-adequately protected, Y . . the federal biomedical and
behavioral research effort and its impact on the health of the
nation-Lis likely to-be impaired . . . " The Panel. went

oni.to say that discloklre of Oformation from research
protocols did not app&r to contribute to the improvement of
_Peer review. Rather, the Panel expressed the belief that

such disclosure ". . . could impair the ability of the [peer

review] system to ensure high-quality federally funded research:"
It pointed out that . . the credibility of peer review
would certainly be undermined if it were compromised
by the submission of derivative proposhls and applications and
if the judgments by peer review groups were based cm incomplete

informaition."

115



YD

- -
%

The findings set forth in the Survey of'the NIH ReSeaich Grant.
Peer Review.SyStem, reported elsewhere herein, tend to support
the conclusions of the Panel, for only one-eighthcof the advisory
-ceommittee Members surveyed favored the public rel ease of all

renewal and continuation applications whether or not they had
been'funded. tSupplement A, p.-55)

RECOMMAVATIONe

THAT THE PHS'ACT BE AMENDED TO PROVIDE STATUTORY EXEMPACN,FROMIrRE
. .REQUIREMENTS OF` THE FREEDOM OF INFORMATION ACT FOR DISCLOSURE OF

RESEARCH DESIGNS AND PRDTOCOLS PRESENTED IN GRANT APPLICATIONS.

(This is,j.n'eisehce, an endorsement of the recommendation of the
Prekdent"s Bicmedica1 Research Panel.)

B. Federal Advisory Committee Act .(FACA)

1. Descriptidn of.the Law.

This Act (FACA), approved on October 6, 1972 [Public LaW 94-463],
states that "No.advisory committee shall,meet pr take
any action until an advisory committee charter has been filed with
. . . the,head of the agency to whom . . . [the] advisory committee
reports .. . . " (Amendix.F-6) The term "advisory committee" is
defined (subject to certain exemptions not Here relevant) to include
" . .-. any committee. board, commission, council,-conference)
panel', task,force. or other "Similar group, or any subcommittee or
other subgroup thereof . . . except that suCh'term-exclUdes . .

any committee which is composed wholly of full-time officers or
employees of -the Federal Government.'' All, meetings of advisory
'committees must be advertisdd in the Federal Resister, and
(subject to the discussion which follows) all portions must be
open tb the public. Effective,until March 1977, there is an
exception to the open meeting requirement, where . . the

head of the agency . . . determihes ithe meeting] is concerned
with matters listed in-Section 552(b) of Title 5,'UnitedStates
Code." Section 552 is commohlyreferred=to 'as the "Freedom of
Information Acti" and paragraph 552(b) theteof sets forth the
exemptions from mandatory disclosure which were discussed above
in connection with the FOIA. Thus,, until March 1977, a meeting
may, in effect, be closed insofar as the subject.matter being
discussed, if reduced-to writing, would be exempt from mandatory
disclsoure under the FOIA.

The Government in the Sunshine Adt [PublicLaw 941409] recently
`amended the FACA (effective in Marc h 1977)° to permit an exception
for a portion of a meeting"' only where " . . . the head of th#4
agency . . . determines that such portion . . may be closed in

accordance with Subsection (c) of Section 552(b) of Title 5, United'
States Code." .Section 552(b) was added to the United States Code
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by Public Law 94-409 and deals primarily with the decision-making
processes of agencies headediby-collegialbodies campoged of two
or more persons appointed.byfthe,Presideht with the advice and
consent of the Senate. Subsection (c) of Section 552(b) contains
a list of exemptiOns frail the requirement that these bodies hold
their meetings in open session. The subsection provides in pertin-
ent part that:

. -. "Except in a case where the agency finds that the public,
interest requires oiherwise . . . [portions of an agency
meeting may-be closed] where the ency properly determines
that such portion or portions of i meeting . . is likely"
to--

.

I

"(4) disclose trade secrets and commercial or financial infor-
mation obtained from a person and privileged, or confidential;

*

"(6) disclose 'nformation of a personal nature where disclosure
would constitu a clearly unwarranted invasion of'personal
privacy;

*

.

_

"(9) disclose information the premature disclosure of which
which would--

* *

"(B) in the case, of any agency, be likely to significantly
frustrate implementation of a proposed agency action, except
-that-subparagraph (B) shall not apply in any Instance where
the agency has already-disclosed to the public the content
or nature of its proposed action, or where 'the agency is
required by law to'make such disclosure on its own initiative
prior to taking final agency action on such proposal;"

While exemptions 4 and 6 in subgection (c) of Section 552(b1 are
similar to those in the FOIA. the new law does not contain any
exact counterpartato FOIA exemption 5. On the other hand, it
does contain a new exemption 9B which could be applicable to
meetings of peer review groups!

IA considering whether to use. an exemption to.close a portion of
a meeting under subsection (q), an agency lead must decide if it
is "likely" that exempt matters or informs ion will come up, not
simply that there is a possibility of it occurring.

7 f
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6
2. What constitutes a "committee"?

.

A thveshold question concerns what constitutes a " ittee"

for purposes of the FACA. In order to comply with
interest requirements or to review certain types of 4 cations,
it is-regularly necetsary to call together what are

*referred to as "special," or "ad hoc," initial review groups
to consider one, or a small number of applications, Usually
on a one -time basis. The/FACA itself does not. distinguish`

between short-term and more permanent advisory-groups nor does
it make any specific mention of "special," or "adP hoc," groups.
In Food Chemical News, Inc.; v. Davis, 378 F. Supp.-048 (D.D.C.
1974T,'a United States District Court held that two separate
informal. meetingabetween Treasury Department officials and
consumer and industry rebresentatives, at which the officials
secured advice relative to regulations on labelingof distilled
spirits, werecovere&by the FACA. On the other hand, in Nader
v, Woody, 396 F. Sapp: 1231 (D.D.C. 1975), another judge in he
same court -ruled that bi-weekly White House meetings with selected
groups-from the private sector were not vithin FACAPs ambit. In
the'latter-case, the court cited with apparent approvalithe
following criteria for determiningwhether a-gathering is an
"apisory committee" under FACA:

"(a) ,Fixed membership, usually selected by a Federal official
or determined on'the basis of Federal,Laml

"(b) Established bya Federal official or on the baais,of
Federal law; or. if not federally established, the initiative

. for its Ose as an advisory body for the Federal Government__
came frOm a Federal official rather than from a private group;

"(c) A defined purpose of providing advice regarding a partic-
ular subject or particular subjects;

"(d) An-organization structure (e.g., officers) and staff

"(e) Regular or periodic meetings."

Under these criteria, a strong argument could be made that "special,"
pr !ad hoc," groups formed to review a single application or
groups R-applications are hot committees for pu6opes of FACA.

C

On February 6, 1976, Senate BilliNo. S. 2947 was, introduced
which, among other things,, would amend the definition of "advisory
committee" to encompass "ad hoc" groups. (Appendix F-7).- In light
ofthe realities regard ng time needed to charter committees,
passage of this amendme t Would probably make it impossible to
utilize "special" or"ad oc" groups in the conflict-of-interest
situations discussed 63y or to meet short term Workload
increases "in specialized a eas.
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RECOMMENRATION:

THAT NTH AND HEW PRESENT SPECIFIC WRITTEN OPPOSITIONITO ANY,LEGIS-

LATIVE PROPOSAL EXTENDING THE FEDERAL ADVISORY COMITIEE ACT 10

*AD HOC" OR SPECIAL REVIEW GROUPS. BASED ONITHE NEED TO PREVENT

CONFLICTS OF INTEREST IN' THE PEER REVIEW OF GRANT APPLICATIONS AND

THE NEED TO RETAIN FLEXIBILITY IN MEETING SHOO TIME WORKLOAD

INCREASES IN SPECrALIZED AREAS.

3. Closing'Meetingse

When the FACA was fiLit pasded,.portions of meetings devoted to /.

review of grant applications were closed prithariay under'FOIA
exemptions,4 and 6, on the basis that discussions were likely to

cover matters affecting patent and other valuable sights, and that

negative comments-about the qualifications and ideas of,investi-:-.

gators and others could institute a clearly linwarranted invasion

of their personal privacy. While the deliberations of the peer

review groups would seem also to be covered by exemption 5, the

Department severely limited use of this. exemption, to avoid

excessive closure of. meetings., In the Washin9ton.Research Proje?t

dase, however,dthe Court of Appeals indicated that the deliberations,

of the peer review groups,'as set forth in the summary statements,

deserved exemption 5 protection. As a result, the Department

agreed to a relaxation obits restrictions on usinTexemption 5

to close meetings. Since then, exemptions 0 5, and 6 have all

been cited as bases for closure to review grant applications.

On April,6. 19761 the United States Court of Appeals,for the.

District of Columbia, in Aviation Consumer Action PrOject, et al.,

v. Washburn, et al., ruled that exemption 5 was available as a

basis 33ECIFerrig of meetings, thereby overturning, in effect,

several lower court opinions.to the contrary. This decision

provided added support for use of that exemption in .conhectiOn

with review of grant applications (Appendix,F=8).

As has already been indicated: Public "Law 94-409 carried forward

exemptions 4 and 6, as grounds tór olgeing meetings, essentially

without change. Thus, where applicablD, these exemptions can

continue to be cited to support the closure of meetings. On

the other hand, in its Report on Public Law 94-409, the,Confer-

ence ComMittee indicated that one of the purposes of the. amend-

ment to FACA was to overrule the Washburn decision. At the same

time the conferees stated that:,

"The conferees, however, are concerned about the possible

effect of this amendment upon the peer:review and clinical

trad preliminary.data review systems of the 'National

, Institutes of Health. The conferees thus wish to state

119
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--las clearly as possible that personal,data, such as individual,
medical information, is especially sensitive and should be

.given appropriate protection-to prevent clearly unwarranted
invasions of individual, privacy. While the conferees are'

sympdthetic'to the concerns' xpressed by NIH.regarding its
committees' funginq recommendations and analysis'of preliminary
data, the conferees are equally sympatheticto concerns, expressed
by citizens' groups that iMpartant fiscal and health-related
information/not be unnecessarily withheld from the public.

"With these canpeti interests in mind, the conferees have
secured assurances tat the appropriate House and Senate-
committees will review the unique problems of NIH under the

new standards. Indeed, it is noted that the subcommittee on
Reports, Accounting g-and Management of the Senate Government

. Operations Committee has already held three days of hearings
on this matter and plans to continue with'further inquiry at..
an early date."

In its Report_ofApril 30, 1976, the President's BiomediCal
Research Panel noted the important concern expregsed in evidence'
to the Panel over the possibility that meetings of peer reyiew
groups might be opened] to the general public. The Panel _doted

that:

"Aside from the obvious likelihood of a decrease in the candor
of the reviewers and the lack of any indication of how the
Members would be protected professionally and financially from
vengeful, acts and charges of libel Of bribery, open meetings
would have at least two -other objectionable features. The first

would be the reluctance-of many qualified =scientists to parti-
cipate as membets of Study Sections and Review Committees. The

---second concern relates to the untenable discrimination between
investigators from two classes of applicant organizations:
those-able to *send observers because of geographic proxiMity
to the review meeting, loft representation, or financial, Means,
and those unable to take acErantage of the open sessions."

The Panel therefore recommended that .the Public Health Service

Act be amended ". . . to provide statutory assurance that the

initial review for scientific and technical merit ("peer review")

remain totally Confidential." --

This is in accord with the overwhelming sentiment of members
of advisory groups surveyed by the NIH Grants Peer Review Study

Team. Only five percent were in favor of opening IRG sessions
to the public,,and just seven percent supported such opening_
simply to the investigator. Figures were only slightly higher
for AdVisory Board and Council sessions concerned with grant
application teview. (Supplement A, p. 56).
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C. Privacy Act (PA)
Ar

1., Description of the 'Law.

This Act, apprOved on December 31, 1974, andjeffective in
pertinent part on September 27, 19754 Jklblic Lay 93-579],
regulates the collection, maintenance, and_use of inf9rmation

,) abdut individuals in agency systems of records.,.(Appendix F-9)
The term "'system of records" is defined to cover "- . a

group of any recordi under the Control of any agency from which
information is retrietrA by the name of the individual ,or by sane

. . otheridentifying.particularassigned to the individual."
The Privacy Act alb requires agencies td establish procedures
under whidb such individuals are given access to and,en oppor-
tunity to seek' correction or amendment of this information.

2. Availability of summary statements and reviewers' opinions
to the principal investigator.

On Match 8, 1976, the Assaciate Director for Extramural Research
and Training, NIB', published an Instruction and InforMation-a&I)--
Memorandum, OERT 76-1, concerned primarily with the Privacy Act,
but dealing as well with the MIA. (Appendix F-10). The I&I;

/ memorandum indicates that: "All NIH official files for grants,
. " constitut% a system ofNE9cords under the Privacy Act. In'

discussing release of information under the Privacy hot to such
individuals as principal investigators, program dire tors, and
fellowship awardeesr the I&I memorandum further provides that':

'"When the subject individual. makes a request. for infornation
fr9M a record pertaining to him/her, all fact and opinions
pertaining to th subject individual of the 'record should be

released to h' er undet the PA. (The names of the outside'/
reviewers, i.e. persons who are not members of standingor ad ,
hoc committeeg who, at the request of ,NTH ttaff,,submie,
opihions in writing, are not to be listed on the summarirstate-
ment, but are'listed elsewhere -in the qfficial record). ti'

addition, all factual information foom the iummary.stateient
is-available to tfii-iubject individual, e.g., name of investi-
gator: title of,project,.descriptiont of project, budget %; 110/

of project." .

.

a

The ILI memorandum goes on to
not-be released and the NIH
what tg required under both

r

state that the priority 'score will
. will release verbatim only

and M." 3/ .

2/ The priority-Score is not considered by NIH to be "about" the i ea-.
tigator and is therefore not subject to the Privacy Act. ,Also,- H
takes the position that release of_the priority score'is not t-required
ufldei INDIA because it falls within exemption 5. -.-

1 t
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1. .
-With reipect to site, visit reports and opinions of outside
reviewerspersons whose have been obtaiqed but who
are not members of the review group), the I&I memorandumrstates:,

-nsiLH has generally.takensalient informatiorrfrom the site'
4 "visit_ reports q1 outside opinions for incorporaton into

the summary stiMMent., After information is incorporated
into the'summari:ttatement:- the site Visit report and out-
side opinions are not retained. .

'% k,
..

.

.

at

"If a specific request bythe prindipal jovestigator] is
mad for access to these reports while still in our [NIiss]

- posgession, appropriateinformation., . . from them must - .
eqt

..

. be provided to the xequesler. ,..

. "The name 1110 outside reviewer is not deleted from documepts
- , . .

,.

representing. his/her opinions( e.g..i-iail reviews, site
visit notes submitted by individual site visitors. When
Executive Secretaries prepare site visit reports and sOmmary

,
statements," they will not ordinarily issodiate individual

4. ... .,,7.- (Anions with reviewers names, however." i
, .

The Survey.Of advisoiy gralrp members conducted by,the Study Team '
showed that 79 pertent of.thbse responding favored the-rule set,
forth-in the l&I memorandum Of releasing the summary statement .

to the printipel investigator without the priority score:

, (Supplement_ A, Page-56.) However,,a substaaial majority, 60
percent, believed that the pridritY-s -dhodld also be released,

with an additionalsevenpercentindi ati that release
would have no effect on the quality o efficiency of the peer.

.

. review system. ;Ntiajority, 53 percent, supportedAISase of--
individual, reviewers' opinions if the reviewer -s remained angnymous, .

'with-On added six, percent in the "no effect" category,, but only ,.
five percent would agree to such discWigres with the reviewers
identified.% ,

,

. -,

'In the judgment of the Study TeL these results refilept a
recognititnon.the part of those surveyed that thepilncipaa,
investig to ihas.a right-to the complete and detailed-record
of review g -action on.his or her research proposal. :his

the respondents'.oVerwhelming support for release
r statement,.withor without the priority score, to

4he,investigator. ,On.the other hand, if an individual reviewer
is identifiet to the inVestige'w as'havingexpressed a Partigular.
opinion on the proposal, whether or not adopted*by the review
group as a Whole, this is likely to affect the candor of such
opinions in the,futilre. A s a .result, those surveyed did not
favor release of such opinions unless the reviewers' anonymity,
was protected:
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411 The Study Teai believes that, inasmuch as the review group'
e Members themselves do-not believe that summary statements should'

be kept from the principal investigator, there is little justifi-
cation for not so releasing them, whether or not required to do -

so under the. Privacy Act. Also; for reasons outlined elsewhere
in this report, the Stpdy Team feeli that the priority score should ,

not be deleted.
0

With respect to individual reviewers' optriiOns, the Study Team
,recognizes that, in accordance with the Privacy Act, these must
normally be released to the principal- inVestigator. In view of
.the surVey'results indicating that more than half of those
responding were in favor of such disclosure, provided that the
reviewers`' identity it nOt revealed, the Study Team sees no
substantial reason for objecting thereto. At the same, time,
the Study Team urges that steps be taken to establish an adequate
legal basis fOr protecting the reviewer's. anonymity either through
reinterpretation 14pexisting law, if reasonably possible, or
enactment 61' new Mislation, ,under circumstances in which release
of reviewers' opinions is required under the Privacy Act.

RECOMMENDATIONS:

THAW THE SUMARY S'Irg BE MADE AVAILABLE UPON TO THE
. PkINCIpAL INVESTIGATO INCLUDNG THE PRIORITY SCO

,

THAT IN RELEASING REVIEWERS' OPINIONS UNDER THE PRIVACY ACT, AN
ADEWATE LEGAL BASIS. BE ESTABLISHED FOR- PROTECTING THE REVIEWERS'
ANONYMITY. EITHER THROUGH REINTERPRETATION OF EXISTING LAW, /F REASON-4
ABLY POSSIBLE, OR'SNACIIIDIT OF NEW LEGISLATION.

31.1 Effect of Sunshine Laws on Scientific Progress

4,0 %

It is clearly not possible at the Present time to make an ass
g the effect 9f the recent Sunshine Laws on the progress of bi
medical research in this country. However, it` eems pos4iible tt
if investigoors conclude that _it is contrary to their btibinterests
to inc.100e details of new experimental and theoretical apqbaches . -z

in research proposals, the vagueness of such applications will
60. interpreted as weakness in the scientific undertaking. This '

coUld result in the stifling of innovative research and decreased -, ) '

till\

support of new investigators.Who have little or no background
\'' > or history of research activity upon which reviewersmay judge

merit. It so, the very life blood cf scientific progress, namely .A ,innovation, and youth ma be lost. .
.

fr

' 4:E.,
a .4 .

. . ID
R* .

thus, it would ar e sent ial that theiiMpaCt,Of this-nerlegisle-
tion,be-evaluated periodically so as to asses, these factors.-- .

. )( , .

4 rn
J.

. h.4
a ,
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The Study Team believesltpat the concerns expressed by the
President's Biomedical.ffseIrch Panel are well fpunded. If

NIH were required to open meetings,: is likely that reviewers
woad have' reservations about prov.iding candid, negative criticisms
of research-proposals. This would undoubtedly result in ambiguous

superficial evaluations, reducing the qbality of the judgments
the revievgroups and thus the quality,of NIH granting opeta-

tions, which allocated about $1.3 billion in, fiscal year 1975.
Also, some individuals might evep.be unwilling to serve on
review groups for fear of harassffient.

RECCtIMENDATIONe,-

ink 'THOSE PORTIONS OF THE MEETINGS OF ADVISORY GROUPS WHICH INVOLVE.
THE REVIEW OF GRANT APPLICATIONS CONTINUE TO BE CLOSED TO THE PUBLIC
(INCLUDYNG T9OSE.SUBRITTING APPLICATIONS), EITHER -CURRENT
EXEMPTIONS. TO THE OPEN4-MEETING 11EQuIREmENTbR .A ....,STATUTORY

AMENDMENT 4

-4. Review Group Membership

Another change in the FACA proposed in Senate Bill No. S. 2947
(referred to above) would be to require that one -third of the ,

Membert of each Federal advisory group " . . . be drawn from
citizens in private life who sh411 represent the interests of

.lithe Public 4 . " (AppendixAt. If such-,a provision is inter-
preted to require the appointment of individuals without scien-
tific expertise to IRUs, this would destroy the fund
principle of the dual peer review system, name ty-tha the quality
of research proposals is best assessed by experts in particular
fields, who are scientifieor technical "peers" of the applicants.
This is accomplished at the first stage of review by'the-IRGs.
Broader public input:is then obtained at the second level of
the.dual,review systellwhen- the proposals are considered by, the
National-Advisory Councils, and Boards made up o( leaders, not
only in scientific fields, but als6 in education and public affairs.

-RiicoveNDN,LIONi:

'THAT, NOTWITHSTANDING PROPOSALS WHICH WeCIACREQUIRE PUBLIC REPRESEN-
cTATION ONALL,COMMITTEES, THE CURREV SYSTEM OF DUAL REVIEW BE
PRESERVED, WITH GRANT APPLICATIONS gErNG REVIEWED FIRST.BY1NITIAL
REVIEW GROUPS -CONSISTING SOLipa- OF SCIENTIFIC. AND T4CHNICALFIts-----
AND. THEN BY-NATIONAL AEVISORPCOUNCILS AND BOARDS WHICH'INCLUbE
REPRESENTATIVES OF THE PUBLIC.

\,"

r
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RAMMENDATION:

THAT THE NIH AND HEW. ESTABLISH A MECHANISM FOR SPECIAL, PERIODIC

ASSESSMENT OF THE. IMPACTOF THIS NEW LEGISLATION ON THE QUALITY OF

GRANT APPLICATIONS; AND ON THE QUALITY OF PEER REVIEW OF SUCH

APPLICATICNS AND THAT SUCH ASSESSMENT BE REPORTED TO THE LEGISLATIVE

AND EXECUTIVE BRANCHES OF THE GOVERtP4ENT

4

2

'I.

111

1
4

AP.

p

kP

O

410

..

12,5, ,I ot

O



11. 

A 

4) 

* 

I L I L. ZI 

MIAMI 111213N 'IYLLINI JD 

A.LIIVII5 NO QYODftKI4 MIAMI .30 I.74irdlil 



$ ,
IMPACT OF REVIEW WORKLOAD ON QUALITY OF

INITIAL VERIT REVIEW ,

1
, 4 ' .

Over the past several years the'orkloads*of many of the Initial Review

iGroups (Study Sections) have increased to levels which can only bedefined

as excessive. During a period in which there were reductions in the

federal workforce, including the NIH peer review'workforce, and new

controls wer placed, on the formation and use of advisory groups, the peer

review workI 'ncreased in size. aIda nd-cartalexity. The demands being

placed upon alrly overburdened peer review group members and NIH execu-

tive secretaries will, unless corrective actions are taken very soon,

result in a lower quality-1a peer assessments and. recommendations..

_ _

I. BACKGROUND 1
)

Members of NIH grant review groups have expressed a decided reluctance

to assume further peer review responsibilities: 97% of study section--

imeMbers; 861 of members' of other NIH initial review groups, and 90%

of responding members of Advisory Councils and Boards rated the

suggedtion that initial review group members' workload be increased

as poor or very poor, in die survey conducted by_the Study Team

(Supplement A). In addition, there are currently problems in regard

to (1) the adequacy ofsuMmary statements, (2) loss of continuity and

quality in communications within the NIH on peer review issues, and

(3) inadequate flow of information between NIH staff and applicant-

investigators. The administration of the NIH peer review process,

including quality control,.is beComing more difficult, as the workload_

increases quantitatively and also becomes more complex.

THE STUDY TEAM IS CONVINCED THAT WORKLOAD PROBLEMS MUST BE RESOLVED

NOW, ,1 PREVENT DETERIORATION OF THE SYSTEM. IN PRESENTING RECOMMEN-:

DATIONS WHICH ADDRESS THIS PROBLEM, THE TTEAM EMPHASIZES THE

IMPORTANCE OF MAINTAINING THE OF THE PEER REVIEW SYSTEM

AND ITS ABILITY'70 FUNCTION EFFECTIVELY.. ,

The. international respect accorded the NIH and the major role of the

NIH in biomedical research over the yeara,.have been achieved, in

part, through the, accomplishments of NIH grantees, whose research

supported by about 60% of the,total NIH budget in fiscal. year

1975. Since the NIH peer-review system is,theprimary quality_controi

mechanism for the allocation of grant:funds, the quality and consis-

tency of the grant peer review.process must receive full:respect and

protection from any forcesi4hich threaten its. integrity.-

The Study Team is also sensitive to the fact the "peers" must be

considered a resource to be protected. The NIH should not abuse or

alienate this-resource, which has performed so well over the years.

4
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'II. CURRENT STATUS OF THE NIH GRANTS PEER REVIEW SYSTEM, IN TERMS OF IRG
WORKILIAD

The workload problem ih the 'first issue to be raised whenever NIH staff
members discuss the peer review system. DRG has sent forward to OD,
NIH, several reports of studies by executive secretaries, suggesting
alternate ways to reduce Study Section workloads. Participants jn
workshops sponsored by the NIH Executive Secretaries Review Activities
Committee (ESRAC), reported in recent recomendations to the Deputy
Director, NIHAU calling attention to the seriousness of this
problem.

The Study Team is concerned that review overload either already has
or will have adverse 'effects on:

'.4

o The quality of per review recommendations.

o The ability of NIH to recruit and retain outstanding: experts
to serve on peer review groups.

o The willingness of peer group members to take on more work.

o The openness of peer review groups to unique or "unorthodox"
research ideas.

o The ability of NIH to recruit and retain individuals of high
competence to serve as peer review group executive secretaries.

o The quality of documenption of peer review recommendations
and technical critiques in site visit reports and summary
statements4

o The ability of WIlLstaff responsible for peer review to perforin
to their best capability.

o The quality and_ extent of the assistance that executive

secretaries can provide applicants prior to review by
identifying additional information needed.

o lhe quality and depth of, information provided to grant
applicants on the substance of the peer review recommendations
and specific critiques.

o The. timely review of grant-applications.=

The incriased workload of grant review groups is most readily demon-
strated in terms of the number of applications per review group per
review session, shown ih Figures a, 2, and 3. This increase has been
accompanied by a decline in the review workforce. The number of grant
applications reviewed by individual DRG Study, Sections in )ay and
June 1976 for the.September/October 1976 Advisory Council meetings
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ranged from 30 to 128. The,50 stUdyn Sections which met at that'time

averaged 94 applications per meeting. Twenty -four reviewed over
--90.1applications each, excluding the revieft6 or an emergency basis,

of Large numbers of fellowship applications either at that meeting or

at a special additional meeting scheduled a few teeks earlier.

Study Section workloads-of 90 or mote applications require that the

meeting last up to four days, often going_ into evening sessions.

Reviewers are.exhausted by the end of such on meetings. The

ability of even the Met highly skilled executive secretaries to

capture the substance of the reviewgroup.discusson of over 90
applications at 71 session, acuratelyand,in detail, must be questioned..

14iCiiilisecretaries who are best qualified to,f6dge the effectiveness
of ,review group performance recommend that the number -of applications'
be adjusted to limit review - sessions to no more than two and one half

days each. The Study Team regards this as an appropriate guideline lk
in establishing workload ceilings for review groups.

Furthermore, theunr4munerated effort of each review group member,,,in
preparation for the review meetings, averages sane three work weeks,
or 120 hours, of detailed study and preparation of reports. The

quality of a reviewer's preparation for meetings With heavy loads is
visibly less complete than for meetings at which the review load per
individual is appropriate to the effort ( on a reviewer's "own-_

time") .required for carefal,study before e meeting.

It should be emphasized that the number of applications per review
group per review session is only a partial indicator of workload and

far from the definitive one. The review process also has become more

complex and the followinh factors must be considered: l'
o As the increase in theNTH budget has tapered off, and

"competition has increased for limited grant funds, the
number of reapplication also has increased: d

4
o Research has grown more complex: the'NIH.receives more multi-

project applications 'involving complex technology which are

'more difficult and t' uming to review.
. .

. . .

.

o Related to the above, research budget`preposall receive

' -i6Ore scrutiny.

""o Increased pressure from applicants for detailed reports of the
'review increases the time required to review each applicaton.

o RevieW procedures are more rigorous now and docUmentation is

required in regard to the ukand protection of huMan subleCts,
the appropriate use and care of research animals, the avoidance
or containment of hazards to human life and, health, and the

environment associated with biomedical research.
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/
o The requirements of the "sunshine_ laws," diScussed,in another

section' Of this report, have added to the complexity. .

III. RECOMMENDATIONS AND DISCUSSION *-

1. THAT THE fDIRECTOR,
OF ALL INITIAL
WITH MAINTAINI

H, TAKE IMMEDIATE.S TO LIMIT THE WORKLOAD
REVIEW GROUPS TO A LEVEL WHICH IS COMPATIBLE
HIGH QUALITY OF PEER REVIEW.-

The excessive rev workloads imposed-on a number of DRG Study
Sections and s. special review groups in the. awarding Institutes
and Divisions o NIH must be adjusted downward. Figure 1 illustrates
the workload trend for DRG. The remaining recomnendations address
the implementation of Recommendation 1.

2. THAT ADTflORITY TO ESTABLISH OR DISCONTINUE- INITIAL GRANT REVIEW
GROUPS, AS,THE PEER REVIEW WORKLOAD DICTATES, SHOULD BE DELEGATED t

-4 TO THE DIRECTOR, NIH.

Congress has given the Director. of the-National Cancer Institute
authority to establish advisory groups(2). This authority Should
also be provided to the Director, NIH,- to enable the NIH as a whole .

to respond most effectively to increasing peer review loads and changes
in the'review workload within scintific and medical fields._

1'

Although trends-do become apparent over time, it is not possible from
one grant application receipt date to the next to predict with any
ccuracy which program areas will stimulate large numbers of applica-
ens. The BIDs announce program opportUnities through Requests for
lications (RFAs) at irregular intervals and scientific events_also

stmulate new research efforts in previously dormant disciplines or :

fie s. A small number of special-applications_at each review round
cannot be assigned to a standing review-group, either because of the
unusual nature of the proposed project or activity, or because the
applicatiori is submitted by a review group,member and must be specially
reviewed to avoid a conflict of interest situation. For these
applications; ad hoc review groups must often be used. If the
Director, NIH,,c6.713 establish and dissolve review groups, as
recommended, use of review groups for the-shod term would be more
feasible.

3. THAT AI)ITIONAL RESOURCES BE PROVIDED FOR PEER REVIEW OF GRANT
APPLICATICNS WHEREXCEPTABLE ALTERNATIVE APPROACHES TO REDUCTION
OF WORKLOAD WILL NOT PERMANENTLY AND EFFECTIVELY RESOLVE
STANDING REVIEW OVERLOADS.

Where the pool of potential review group members is adequate, exist
review groups which are chronically ofierloaded should be "split" to
form two 'Or more groups as needed. This should be done at once.
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The.Study Team recognized that the organization reqUired for peer

review procedures cannot be expanded indefinitely. 'However, no
alteryatives could be identified which, at present, could be subp-

stituted'for the additional staff support needed to maintain-the

qualify of review.

4. THAT THE DIRECTOR, NIH, ESTABLIS4(A PERMANENT MECHANISM TO

DETERMINE.AND ENSURE AN APPROPRIATE CEILING OWMAXIMUM WDRICLOAB\i_

FOR EACH NIH INITIAL GRANT REVIEW GROUP.

As the upward trend in average number of applications per DRG Study

Section illustrates (Figure 1), the NIH has traditionally expected

'review groups,to review. whatever proposals are received by a given

receipt date: In the past, allowances have not always been made for

possible limits imposed.by other responsibilities of review

group members, orlja4 effects of fatigue. The Study Team recommends

that the importande of these factors be recognized explicitly, and

that appropriate ceilings on application loads be set based on NIH

teview staff experience, in a centrally managed periodic review.

Once established, NIH policy should require that these ceilings

be honored.

The Study.Teani has drawn upon the recommendations of the NTH Executive

Secretaries Review Activities Committee (ESRAC) andkthe suggestions of

ESRAC workshop participants in formulating-this proposal(11. Becadhe

each type of application requires a different-level of effort, and

because applicatioms'in different disciplines may be more or less '

time-consuming and difficult to review, ceilings can only be determined

individually for each grdup.
4

5. THAT THE NIH CONSIDER WHETHER THERE'ARE PEER REVIEW SERVICES

, AENTSORY COUNCILS, OR APPLICANTS WHICH MIGHT BE

IF ALL OTHER WORKLOAD REDUCTION ALTERNATIVES SHOULD FAIL.

The NIH has continued to expand the services-derived from or related

-to the peer review process for grant applications, in recent years,

in the face of diminished resources and increasing review workloads.

These 'services include providing the detailed technical information _

of review group critiquesIto investigators; reviewing, at the next

scheduled review session, all applications received by or soon efter

a given 'receipt date regardless of the workload imposed; accepting an

unlimited number of reappfications.for a given research proposal

if theoriginal or subsequent applications did not receive an award;

and assisting applicants to assure the review groups receive the

most complete application for review.

Until about 1968, when research grant funds each year were adequate

to make awards for most of the applications recommended for approval

by the IRGs and Advisory Councils, very few grant applicants requested

detailed information about the peer review critique of their applica-

tions. Those whose applications had been disapproved had other avenues

I

133



of support or alternative careers readily available to them. Since
that time, as NIH funds have ceased to grow rapidly (Figure 2) and
the job market for researchers and academicians has become highly
vapetitive, applicanti have a much higher stake in the peer review
assessment and fuhdlng oktheir research proposals. Alternative
\wuroes of support are scarce. Detailed information from the review
critique can possibly enable the applicant to restructure the project
and compete successfully. There are more reapplication, and most
unfunded principal investigators demand detailed information about
the review. Reviewers and executive secretaries must work harder
to provide this detailed information. While the Study Team agrees
that curtailing such services or providing less useful service is
uhdesirable; this recommendation is included to emphasize that the
preservation of the quality and reliability of reviews and recommen-
dations es. se muAt take precedence.

IV. POSSIBLE ALTETATIVES FOR REDUCING WORKLOAD

RecoMmendation 5 urges that the NIH consider seriously sane alternatives
for controlling the'review load of individual review gropps and
reviewers, but _holy under circumstances where needed regources cannot

'. be provided to f6Ece workload. The Study Team has reviewed possible
alternatives for-reduCing.peer review workload which are other than

-trivial. These are:

A. The establishment of additional review groups in ordetto
"split" or share the workload of groups which continuously
-receive more applications each round than they can review.
effectively. This is the substance of Recommendation 3,

, and we urge that it be done at once, where there are
sufficient numbers of qualified. experts to constitute the
needed hey groups.

B. Provision for junior executive secretaries, preferably new
health° scientist admin' trators, to work under the direction

the executive secre ry for th
ii

of the group. This arrangement
.can be a useful train' device for new executive secretaries
and may serve, in sane bases, to reduce the duration of review
sessions and/each reviewer's review load. The Study Team
reccomends that this approach be explored.,

C., Provision for editorial services in DRG, or within each BID
which reviews grant applications in order to assist the

tive secreta Such editorial support would help to
assure the qualit of y statements and conformity to
standard formats other NIH requirements. The Study Team
strongly recommends t such a system be considered.

rftelkae

.10

D. Short-term-use of available IRGs within or across BID boundaries
when such review groups, established for specialized programs,
could eas orb additional workload.



.-----

E. Creation of Special Initial Review Groups (SIRGs). This is

discussed in another section of this report.

F. Contractor-conducted Peer review. There are precedents for

contracting out peer review. The Office of Life Sciences,

NASA, for example, has contracted in the past witti the

American Institute of Biological Sciences for scAntific and

technical merit review of research proposals. Properly

staffed and oriented contractor organizations can provide-

peer review of high quality.' Contractor staff are substituted

for agency s f, and do not count against the agency position

ceiling. The r Cost of contracting out more than-a small

part of the NTH sr t peer review operation would be signifi-

cant, however, and close NIH staff overview and coordination
, would be required;,sparing of Staff positions would be'

Partial at best. .
4,

The NIH has everireason-tO greSTee and upgrade the present. .

system rather than to replace it. From the Wooldridge Committee

to the Rand Corporation, most groups which have studied peer

review have reaffirmed the value and quality ,of the system.

It has served as a model for'other agencies and programs to

emulate. The Study Team recommends that the contracting

alternative be reserved for special uses with appropriate NIH

overview to assure conformity to NIH peer review policies and

procedures.

G. Modification of peer review procedures to permit review groups

and staff to absorb greater workloads. One such change has

recently been implemented; with the change to the new fiscal

-year, the review cycle has been lengthened from six months on

the average to eight months-on the average-. This action,

while predictably not popular With "applicants, does give

executive secretaries more time in which to schedule site

visits and prepare summary statements. Other possible

modifications are:

1. To decrease the time and required to review each

applbcation by-staff screen' and rejection of incomplete

or incoherent applications; to curtail discussion of

.
applicationi judged by the primary. reviewers to be

either excellent or without merit; to curtail or eliminate

site visits; etc. Casual,observers of review meetings

often make such suggestions, saying, for example, that

too-much time is spen4y the primary reviewers in

reading or paraphrasing the proposed project which alL

have in front of them.

Tne responses from executive secretaries, and from grant

peer review group members (see Table 16,4age 61 of

' Survey Report, Supplement A), suggest that full'review

41W
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of each application is generally held to be more
-.important than a rapid rate of review which might be
,at the expeylse of the quality of the review. .Provided'
a review group is working effectively, the opportunities
to spare peer review resources through such review shdrt..'
cuts are very limited, and beit not pursued. Further
staff-initiatives to cull inadequate application) might
be'explored.

2. To curtail staff-screening of applications by executive
secretaries to assure that applications are ccaplete and-
clear before they go-to the review groups. This service
to the applicant researcher is a useful function-of the
executive secretary, intended to assure that the applica-
tions are fairly reviewed rather than to save time or
effort. It is a valuable service which'NIH review staff
renders to gran't application principal investigators, as
workloads permitWe do not reompend, except, in case
or dire necessity, that this staff assistance to the
applicant be curtailed or abandoned.'

3. To queue'applicatiOns. This practice has been proposed
by DRG in the past. All applications, beyond the detet-
mined review capacity per round of the assigned review
group would beheld to the next review cycle. The NW
has rejected this proposal in the past, adhering to a
long" tradition of providing prompt review for all
applicants whose applications reach-the NIH on or before
,a given receipligete.. Nevertheless, it is felt that
queueing is prillitabae to acceptance of poor quality of
reviey since it is essential that,only meritorious
projects are supported. From that perspective, the-NIH
cats afford to reject queuing or any other-auFh heroic,
disfasteful measures only if alternative ways of reducing
or adjusting review workloads can be invoked. #

...

AV,- 'To reduce the number of reapplications, after an appli-
cation is reviewed but not awarded. The review workload
can be contained somewhat if the number of such reapplica-
'tions which will be accepted by the NIH in behalf-of a
given individual can be limited, perhaps to one per
project. Since all investigators should have every
opportunity to reapply in order to obtain support and,a
revised application is, in essence, a'new applicatioh
this alternative is not'acceptable to the Study, Team.

A more acceptable alternative, where an unchanged appli-
cation is resubmitted with the hope that,it will compete
successfuily for !finds the second or third time around,
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is to forward the application for BID conSid ion,

on the basis of the application's prior merit remAew. .

Applicants usually do benefit from the evaluation-of

the first application, however, and second onsub-

cl

advantage of'information from the earlier review.
sequent submissions_are most often revised to take

.

OTHER WORKLOAD-RELATED FACTORS .
.

..%

There are factors vihich,are crucial to the qualitiind Consistency ofd'

NI} gr application peer review to which the NIH has not addressed-.

;;Iu
adequate effort in the past. To improve the efforts-in-these :areas

would ire assurance that the review workload ..r se dt executive

secretary is not so large as to preclude the involvement of these

key individuals in quality control activities. These activites '''

.. "incaude:
I,

Formal orientation and continuing education programs, and an

-adequate apprenticeship period ,for executive secretaries before

assuming full responsibility for a review group;

o An effort to assure that the peer review process is reasonably

consistent across the NIH, for such matters -ip tie interpreta-

tiOn and use ofthe priority rating procedure, the concept's of

"approval" and "disapproval," and the full participation of _

review group members in discussion.
AL.

TbfiDivision of Research Grants has attempted to Compensate tor.'

variability inthe rating behavior of Study§ections,, over time,

by computing "noimalized" scores. This.represents an effective

but indirect approach to the problet which has.cerfian limitations

- One direct approach would be to provide opportunities for

executive secretaries to work together, to observe and learn -

from the /view process of groups other than their own, to

obtain appropriate training, and to have available information,

for thigeown use and for their reviewers, which- would provide

basicAllefinitions, review objectives, procedureg, and-criteria*,

and whidh-would_be reviewed with each new reviewing, or staff ,

member.

o COmmon standards and p ed

visits, criteria for'determi
and the content a

s across the NIH for Project site

when a site visit is needed,
site visit reports.

* Many of thes
,

e suggestions.aredismilidNelsewhere in thib report.
-

.... . -

Vt. THE "SUNSHINE LAWS" 1--(
-I

4

The' requirement for more detaileddocumentation Of review recoamenda-

itons,and more careful management and retention of review information,

generated by the Freedom of Information Act and Privacy Act, has

increased the complexity of the peer review workload and has'added

somewhat to the effort required to process each application. These

laws are discussed in anoth4 section of this report. . .
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NIH-WIDE STANDARDS AND GUIDELINES
FOR PEER REVIEW PROCEDURES

_In order to provide a legal mandate for the NTH system of aciehtific peer

reView of grant applications, Congress amended the Publiclealth Service
Act in 1974 by adding a new Section 475. This section directs the

Secretary-of DHEW to require, by regulation, appropriate-scientific
peer review of applications for biomedical and behavioral research

grants under-the said Act. Setion 475 states that the regulations shall,

to the extent.practicable, require peer review to be conducted in a 'manner

consistent with the NIH system in'use at the time Section 475 was'enacted,
and by peer tecilew groups performing such review an or before that date.,

- 4 ,

In accordance with the aforegoing statutory mandate, DHEW has. pubashed a

notice of proposed rulemaking in the. Federal Register (AppendA -ZI which

sets forth proposed regulations regarding the use cif and criteria for NIH

grant application peef review. .

Although several of the BIDs have developed guidelines for their own use,'

NIH -wide guidelines and standards governing specific operating procedures

in peer review are incomplete. It seemed appropriate to determine whether

general guidelines, applicable NIH-wide, are needed, and if so,'to develop

the'apprppriate documents. Accordingly, the AssociateDirector for Extra-
mural Research and Training and the Grants Peer Review Study Team asked

the Executive Secretatires ReNil Activities Committee (ESRAC) to conduct

Ii.,
such a study by collecting and i ntifying all current'written.policies

and procedukes developed bypIH the various BIDs.and to Present

recommendations regarding their applicability for general use by q11 BIM-

The ESFAC report is due early in 1977. It is expected that it wilrprovide

. NIH with the documentation necessary to deterMine,the need'for additional

NIH wile guidelines oz standards beyond those, already contained in the

propoSed regulations. :
mop,

. -

.
.

-The Study-Team believes that an importantlbutcome ot pie ESRAC study.will
be the identification, for all BIDS, of the'standardi and guidelines -

utilized by particular individual BIDs, some of which may be appropriate

for utilization NIH -wide. '. is recognized that.there maybe instances
which 'require a particular BID to have certain policies based, on its own

particular needs. Nonetheless, it is felt that by proyiding BIDs with

information as to the'manner in which each of them functions, all will

benefit from the knowledge gained by their collective experience.
,

Furthermore, it is a sine n that the quality of peer review and oft

Administrative practices faiow by BIDS in regard to research grants
and other award instruments is directly related to the staff which has the

various responsibilities. Id order to provide and maintain high quality
staff Activities and to assure its continued fuliCtioning at the highest

level,an on-going quality 'control program is essential. Central to this

is,the need for formal training both for new staff and for those whose

duties may become_oUtine. Ikaddition,,frequent discussion groups for

.45 15 7

41.



staff,- during which open ailiee opmmunication can occur are also
,important training experien .

the quality of peet-review is dependent not only on the professional
NIH staff, but more importantly, on the advisory groups without,whom the
system could not function. It should be reco%afted that education of-
members of Initial Review Groups (IRGs) and Councils is essential and is
a continuous process. Although guidelines are available in1the form of
a handbook for advisory groups, orientation sessions for both new and old
members of /RGs and Councils are important in order to emphasi e and
reemphasize the responsibilities of each individual in regard ttjo review
and the need for group interaction.

-fiECOMMEN5ATIONS ,

Amo

1. THAT THE PROPOSED.PEERREVIEW REGULATIONS BE FINALIZED AS SOON
AS POSSIBLE.

2. THAT NIH STANpARDS AND GUIDELINES BE PREPARED OR REVISED ps
SOON AS POSSIBLE AFTER CONSIDERATION AND EVALUATION OF.'
RECOMMENDATIONS MADE IN THE STUDY BY ESRAC.

,ti
1

3. THAT, IN ORDER TO MAINTAIN AND IMPROVE THE LEVEL OF EXCELLENCE
OF THE GRANTS PEER REVIEW SYSTEM AT NIH, -A PERSONNEL POSITION
SHOULD BE ESTABLISHED WITHIN THE OFFICE OF EXTRAMURAL RESEARCH
AND TRAINING SO PFOVIDE FOR QUALITY ASSURANCE OF THE SYSTEM.'
SUCH A PERSON SHOULD HAVE STAFF RESPONSIBILITY FORMATTERS
PERTAINING TO THE FORMULATION, DEVELOPMENT, INTERPRETATION,'
AND APPLICATION OF POLICIES RELATING TO THE ASSIGNMENT.AND
OVERALL SCIENTIFIC AND TECHNICAL REVIEW OF RESEARCH GRANTS _

AND MANPOWER DEVELOPMENT PROGRAMS.

4 THAT TRAINING CURRICULA BE DEVELOPED BY NIH FOR EXTRAMURAL PROGRAM
- AND REVIEW` STAFF IN ORDEkt.TO PROVIDE ORIENTATION AND TO REFRESH.

AND REITERATE PRI*IPLES ONCERNIM THE PHILOSOPHY, OBJECTIVES,
AND PROCEDURES FOR PEER REVIEW.

5. THAT OPEN FORUMS AND WORKSHOPS'FOR PROGRAM AND REVIEW STAFF HEW
ESTABLISHED ON A cONTINUING BASIS SO AS TO ENO5URbGE AND IMPROVE
EXCHANGE AND COMMUNICATION OF IDEAS CONCERNING ISSUES RELEVANT
TO THE PEER REVIEW SYSTEM.

6. THAT-THE DIRECTOR, NIH, THE BID DIRECTORS, ANIS THEIR STAFFS HOLD
ORIENTATION SESSIONS ANNUALLY FOR ALL IRG AND COUNCIL MEMBERS,

C
PARTICULARLY NEW MEMBERS, IN ORDER -M PLACE PEER REVIEW 14,
PERSPECTIVE AND TO INFORM REVIEWERS OF THEIR FUNCTIONS, DITTIES,
AND RESPONSIBILITIES.
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NIM-WIDE STANDARDS 'AND GUIDELINES FOR PER REVIEW PROCEDURES

References

1. Orientation Handbook for New Members of Study Sections. Division of

Research Grants, National InStitutes of, Health' (1976):

4

I

141.59

A

tT

I

3

C



e

.

I

.r '

-----............

r
:

. .

6
)

PEcER REVIEW OrPROGRAM PKIJECP AND CENTER GRANTS

.

4. , .

1

0

149

/

7 ..,4.

i

Rd

di
1

i

t r..
:

I.

i

44



PM REV' Eli OF PROGRAM PROJECT AND CENTER GRANTS

Peer review prOcedures'for program project and center grant. applications
have teceived and continue to receive intensive examination by NIH. staff to
assure that the same general. principles of review are followed for the
complex-large grant applicatiOns as for the traditional investigator-initiated
research grant application.

The.perceptions of the biomedi J community regarding program project and
center grants focud on a number -ofissues, sgne of -which relate to peer
review of such grant,applications and others which are more peripherally,
if at all, related to peer review. Of those who addressed the issue of
program projects and center grants in letter responses to the Study Team
or inttestimony at the public hearings, theitollowing concerns were most
frequently mentioned: 1

,

(a) the poorer quality of peer review of program project and center
grant applications as coMptred to that of traditional scientific
research grant applications;

Al

(b) inadequate separation Of review andprogram functions among
BID staff which leads to bias in the review as a result of pressure
in reviewer'selection;

(c) the.apPearanc.of conflicts of interest'for or againsi a program,
project or center grant among site visitors reviewing such applications;

(d) adequate bal *ce of funds betwee traditional and program:project
and center giants e increasing location of funds for the latter;

(e) the lengthy duratio of committed support for program prOject and
center grants, thus closing off funds available for initiation of
new regular grants.

NIH review group members also were concerned about the adequacy of.the .
',review of program project and center grant applications. Ite survey
questionnaire revealed that, Whereas 97% of the respondents thought that the
review of traditional research grants was excellent or good, a significantly
lower percentage (78Wof the respondents thought to the review of
program project and center grant applications was excel nt or good
(Supplement 1).

The proportion of research grant funds awardedfor projects and
Centers varies considerably among the BIDS. Nevertheless, it Should be I

pointed out that, in FY 1976,all BIM except the Division of Research ,)

Resources (DRR) and the National Institute of Environmental Health Sciences
(N/EHS) awarded more than half of their research grant funds for indiv4dual-
'research projects. The Natianal Institute of Allergy and Infectious Diseases
ANIAID) and the National Eye-Institute (NEI) awarded 91% of their research grant
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funds for research projects, followed by the National Institute of Arthritis,
Metabolism and Digestive Disorders,(NIAMMD), 87%; National Institute of
General Medical Sciences (NIGMS), 77%; National Institute of.Child Health
and Human Development (NICHD),72%; NatiOnal Institute of Neurological and
CommunicativesDiSorders and Stroke (NINCDS), 68%; and the National Institute'
of Dental Research (NIDR), 61 . e National Cancer Institute (NCI), 59%;
National Heart, Lung,.. B titute (NHLBI) 54%; and the National
Institute of Aging (NIA), 54%, arded slightly more thanOne-,half of
their research grant funds for research projects. The NIEHS divided its
awards almost*tvenly between research projects and program projects and
centers. Almost all of DRR research grant funds (excluding General Reseatth
Support Grants) were awarded for center grants reflecting the particular
mission of that organization.

Peer review procedures for program. project and center grant applications
have been the subject of a further recent study by an N1H staff group
(Appendix G). Other studies are also in progress to examine a series of
issues relevant to these complex grants. .The, concerns expressed by the
biomedical community reinforce. the Study TearOs recommendation that
the aforementioned studies be continued. In addition, it is strongly .

recommended that there be strict adherence t'o the principles, of peer review
in order to assure the highest quality of review for these complex grants.
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PEER REVIEW OF PROGRAM PROJECr AND CENTER GRANTS
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ko,.
REvisq 0 `BUSINESS MANAGEMEK PRACTICJav

..

. '' I. develo6iii6r its assessment of the.peerrevieW process aapreparing
4 its report,'the Grants'Reei Review Study Team iGpRST) felt-that a

study of review procedures, patticulatly for large, omplex, multi-,

faceted granpi_in fega to the business management practices of the-

` institutions applying or such grantd was eAsential: Accordingly,

a subcommittee on-but mess management practices was established anal
4
Terformbd an in-depth study which is endorsed by the Gpwr and is

incorporated-
.
in fhis:section.- . 4

t .

.I. .Background

A

1

The Subcommittee was charged with the responsibility of studying
all aspects of the-business management issues associated with thedr

,_peer review process aid making recommendations based on its , I' . ..-

findings.
,

'..
,.

In considering various approaches to-Milting the assignment, the
SUbCoMmitt4e, in its first two meetings., made several basic -deter=

. .'
mlinations, sub as :

. "
.

. .., ,

A. Since the issue at hand concernecl.peer review and not.staff
review, the study would' actually -deal primarilylwith the-NIHL
use of outside business management consultants at the level

of-the initial review-gtoup or project site visit team. As
.....

intended here, the ter business management cons t, relates,.
14 to any individual who) because of_background--traWning and: '! .

--experienceie,gualified to provide expert evaluation and/
advicedn assessingPgtantee instiiptional business Management

'systems/areas such as.fitcai 411104,stration, budget planning-

and execution, personnel; prOci#Went; facilities management,

.property, etc;
'.. .

-
..

-

B. The, grant appliCations that do. feature or would-appearAlb A
red Tire business management input as a part ofthe peer review
process would generally be of the program project and "titer .

types or those involving consortium arrangements and, a cordingly,

..:.. the study would be essentially limeo-se.itd to 1Y

. .

4 It walreaoanized that, in the initlal review of the latger -.:

,. and more complex grants, there tqLpften MO need for input from,
other norm-sCientific reviewets sAtiase tectroonds ab6 expertise

e. f 1 into the area .of senior Pivel-prograemanagement, i.e., .

academic deans, etc:. Further, even though-there cah occasionally.
be some overlap of ptogiam management and4busicess ffianagement;

.. consultant review activity;:depe g upon individual gualifi- t--,i

cations, and seectirc circumstances no ttempt would be made

to include the role r Og rain mans ment consultants in

the study. ..
. ,..

r-N

a

ti
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D. mile substantial extramural operational' background experience
was presentamong the memberihip 'of subco mmittee, a great
deal ;of irriormational-inpotfrce outsid' would be required to
develop a complete picture of the NIH involvement and /or

cconitient .in 'this area.-

,..: II,. WINlolo4y

The major fact-finding aptivities 4 tie grpup'we?e pursued in a
Cseries of inter-telated phases'with the various inputs building. .

,

upon one another. The primary efforts were as folloWse
.. iti °,

A. A pieliMinary search.was\made fo4eNIH dOcUments (Man
Chapters, etc.)' which might have referende to the busi ss
Management aspects of peer ,review and,Irom within' the organ-

: izations represented by the membership, a collectioh was made
of any' pertinent Bip peer review procedural directiVes or

Imo. guidelines. . .

)
.'

', , . ,
I

.

B. :Sinee the above provided only an extremely limited indication
.of what wasbeing done at NIH,4t was determined that a

'-.. ' standardized questionnaire should be deVeloped for soliciting
.' information from each of the'BIDs.' The questibmaire was

,design90-to generate specific data on the eitent of non -NIH
business managethedt consultant utilization (see AppendiarH-?,).
Along with responses to-eleven questidhs,the docalst requested
submission of copies of -any written guidelines'routinely

.,provided,tobusiness managethent*consultants prior to partici-
pation in site visits and, also, samples of Pebject Site ,

Visit.(PSV),reports and/or Initialtleview Grail) (IRG.),Summary
Statements reflecting-specific contributions of the business
consultants. The responses'to the questionnaire were-tummarized
and 'studied 4see Appendix H-2). ,. . .

While the data were being collectdd frau the AM BIDS, it was
decided that an attempt should be made to,obtain-input on
similar activities whidh might be involved,in the seviewof ,

/ grants by some other agencies with missions comparlble to ,
NIH. At a meeting arranged with -staff of the National Science
Foundation and the AlCohol, Drug Abuse, and Mental Health

0 .A8ministration, moments of the visitors were quite interesting
f but indicated.tkat littl '&or no business management. expertise i

is built Into the grant review processes of the two agenciejcf _

(see,Appendix H-3)..

D. It was felt that the would-be pottntial valutin'obtaining
input from a representative noMber,of individUalS whb'have '

4perfoemed for NIH in a business management capacity, within the. .

grant peer review proaess. An all-day meeting.was,artanged: ._

with seven such consultants with NIH experience r$nging from.
. very, extensive to comparatively' limited {see Appendices H-4 and
.M-5). . .1/4
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1

The session was felt to be ,quite beneficial, providing ample
11PPoctunity to learn mtich (If the way in which these people

__ view, aMong other things: (1) the role they are called upon
..toperform;((.2) the degree of receptivity to their efforts;
(3)..the type of'report Which' should be written; and (4) the
possibility.- for changes in° approach which might make their.

/7-- . participationmore effective. --.
E. Having ,heard extensive cartmenfary by this group_of consul

tants, the .Siiboiarmittee determined that it would be of interest
t.o revi or more examples of IRG Surrmary,Statements aril .

Project _cite isit (PSV)- reports to which each of the indtviduals
had" contra' ted. With the help of at'least six BIDS, sixteenrAr such &cuments were collected, duplipated, and reviewed:
In, an attempt to display possible differendes in approach;
examples were Selected' whge the individual consultants had
worked for different BIDS -or participated in reviews of different
types-of graft applicationS.

-VW*F. Because of the import role played by. the NIT! Execut ive
Secretaries in the total grants review process, it was
decided to obtain input from a representative number of such
NIH staff on the'same issues which had been discussed with the
business management consultants-'(see Appendix H-6). To allow.
for freedom of expression, arrangements were made for four ,

Separate meetings with appropriate staff responsible for
review from DRG, NICHD, NCI and NHLBI. With .real - ,

idifferences of persohal opinion being shared by the Executive
Secretaries, ,these meetings were found to be very enlightening.

f

As a finar.faci-f incline effort, the SubccaMittee decideZ to
approach, another, grbup of .individuals believed to be 'uniquely
qualified to react to qUiestions ph the role of the business
management consultant, in peer review. This would -be a number-- .

of senior.NIET scientific consultants who have either chaired,
permanent._ or ad hoc initial review committees or project site

-visit texas, or 'Ef.h.. To contact such' individuals withthe
'leatt inconvenietce to them, it was determined that a tele-

', phone sutvey would be made, utilizing conference. calls so-
that two or thiee eubcaaittee members -could ,speak with each
of the chairmen.. 'A standaidized list of questions was deielOped
in- advance to .use as a guide in querying' theleight chairmen
with whom conference call were made. This-approaoh
worked quitewelr and mu i helpful information was obtained

'4'.(see -Appendix H-3). -

III. fECOMMEN6ATIONS AND DISCUSSION ,

- -

go listing of general findihgs ha; been' presented -previously
betiapse each of the recomendations that follow Will shave an

,,---ascornpanying-stateMent of rationale. ; These ,Statements
inelyde sig'nif icant idence of what was found bSr the Subcommittee

. .

P
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'

in its various phaSes of information-gathering. The recconendations
haVe been developed because 61 the strong conviction that the '
eat-ions proposed are critically needed' to forttalize an NIE1
,position on-an implant reviewof the grants peer reVew process,
which, in the' past,, as' been left laigely to whim or chance. The
recortrnendations are: .

A.

t ,

i'HAT, IT BE IDOOGNIZEDILS AN Ali POLICY POSITION THAT THB USE
BUSINESS tIANPZEMEIsiT CONSULTANTS AS REVIEWERS IS- A- NECES-:

SARY ADJUNCT TO THE-SCIENTIFIC REVIEW OF THE LARGE, COMPLEX

AND MULTIFActustu PROGRAM PRIXECtS, tcEiTIERS,oitTHOSE GPANTS
INVOLVING CONSORTIUM ARRANIEMENTS.

Ttie idence,developed, through ,the questi.onna ire indicates
that th use of sucttconsatants in the review of prograrri,

- project
mul
perha
pi-es
iss

and center grant. awl ibat ions ranges across the
BIDs frotn "neV,er." to "almost always.* These are

not equal extremes, but it is boncluded that NIH should
more of a teasonable "middle ground" picture on ,this

with, at least, no BID being permitted to determine-On'
own "never" to aVoj.1 itself of the benafit,Of such, manage-

meat expertite. They discuss iNris with the business management
consultantd,- the Executive Secretor ies; and the. IRG or l'SV

- chairmen provided ample support for the basic value of aug-
menting the highly specialized scientific reviewwith'appro-,
priate evaluation,of business management practices. '

I

B. - TLiAT THE PRINCIPAL CRITERIA USED TO' DETERMINE THE NEED FOR .*."

BUSIVESS-MANAGEMENT CONSULTANT SUPPORT BE RELATED TCt-THIt-
ORGANIZATIONAL-OR ADMINISTRATIVE COMpLEXIIVEXISTING IN AN'.
PARTICULAR GRANT APPLICATION.

This recommendation is based on the understanding that there is
no simple Way sOf 'determining when it would laVappropriate to
utilize business management expert ise in reviewing an appl -
cation. Certainly-, sheer size of the program 9r proposed-
dollar level cannois, be used as hard and fast criteria._ ft is
in keeping with the many inputs received to say thot each
application, must be reviewed on its cLwn with a judgmental
determination being made as to complexity.

;

C. THAT, CONSIDERrNG,,THE NATURE OF THE TRADITIONAL INVESTIGATOit
INITIATED RESEARCH PROJECT APPLICATION AND ITS REVIEW,.' IT BE
RECOGNIZED THAT THE'-USE OF-BUSINESS MANAGEMENT CON'SULTAN'IrS.

4 -- WOULD NOT USULLY BE CONSIDERED NECESSARY OR APrirRIATE.

Such a 'position was uniformly held by all ircriliidabaks consulted.
.Hoover, it was exptessed With the understanding that the
individual research grant, application could represent a very
large and cariplex project, particularly if it involved a
consortium arrangement, and might be equally in need of eXpert
business Management -review.
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D. 'MAT NM DEVELOP A' POLICY ISSUANCE CONCERNIM THE ROLE OF-AND

" NEED FOR ASSESSMENT OF BUSINESS-MANAGEMENTIN THE REVIEW OF

THE LARGE PROGRAM PROJECT AND CEVTER GRANT'APPLICATIONS.

Along with the three previous recommendations,:this is a
natural follow -up since there is currently no NIH policy whiqk

_speaks to the issue of business management review: It is felt'

that most of those consulted endorse Such a pfoposal,as long

as there is no attempt to narrowly define the circumstances
under which management consultants arefto be used in the -peer

review process.

E. THAT NIH DEVELOP UNIFORM GUIDELIMESTOBE FOLLOW:DAY THE
BUSINESS MANAGEMENT CONSULTANTS IN THEIR BOLES AS MEMBERS, OF

PROJECT SITE, VISIT TEAMS'AND ADVISORY GROUPS., .

In SO,teof the extensive' use of. business _management
tants-by certain components of NIH, there have never been any
NIqgwide guidelines developedto indicate what is expected of

theffi. Mose with Whom the Subcdrimittee met indicated that they
had deyeloped their own approaches to doing thejblo,an0 were

times left,woodering whether they were turnag in a
tisfactOry piece of work The Executive Secretaries And PSV

chairmen confirmed th't they provided little vett-el:guidance,

if .-any, to bhe business mahagement-consultants.-,As Might-be
expected, the review of multiple summary statements and PSV

reports Odicated vast differences in apappproach. 'There was a

'uniformly positive response from all quarters to the idea of

A NIH guidelines.being developed.
- I'.

\ 1. That the c tant''functioh shOuld be to review arid

. recommend primarily-on the adequacy of business management.
practices and arrangement's (including soundness of budgetary

/

planning) for the program project or the center itself.

z. That thetusinesSiKth*Otreptialtantnorpally should not
be bone rned with eAuloringsthe histdri, catentfinancial';--
stratus, or administrative adequacy of the institution 'as a .

whole unlss'speciai'situations call'for'it.
.".

.110.

3. That, in following the standard site yisit approach of
separating awarfrom the scientific rev4w, t higiness,
management consultant should concentrate on d idg with

institutional/administrative staff membert"will'be
`directly involved with the project: :

4. That flexibility .shgkad tte pprrnitted 90 that, depending .

ikon the :individUal .the specific ct,curnstance of hiaiker

participation, the bus i nes s*managemen ,'eonkultant call& be

asked- to contr ibute toother admiriistratiVely oriented
aspects of grantapplicatio4 review, such'as ptrOPosed

c-

t
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,

procedures for decision-makingW resouice'allocation
within a program project or plans.for controlling. access
to and use of shared facilities' and services in a core

center or resource grant.' . . '2

-t A
' 2, Slam; ha've been tied together because of.iimilarity

and relationship to the basic recommendation rconcerhing,
aevelopment of performanCe guidelines' for 'the business manage:-

ment Consultant. These four recommendations present hew
copcepts which are'based on general concurrence from the group

of administrative consultants. Regardless of. tie historical

.background for it, sane ofthe BIrs,have been responsible for
fostering an institutional review approach On the part of the
management consultants which frequently expends much of their

effort in area of.little profit. It is apparent that the /-

-great.buA of the large grants are awarded to the larger and .

well establish institutions. .'Further, in-lookingat the .

. "large giants' pictdikf it is understandable that many of ,these
institutions mightlhaveas Many as 10,, i20,_oaicre competitive..

reviews on the large grant applicationseach,yeare ,Therefore,

4

P

as a general rdleA it may be safe to say that there is little

-.real value in having the consultants devotZ significant time
to interviewing stop institutional :officials, i:t.,presidents,

vice-presidents for adeinistration_or researchr*comptrollers,

.
etc.,, and welting much into their reports on 'institutional

history, fihincial status, and inistratiye adequacy. It is

feltthat there is a very-impolant role for the consdtant in .1.

evaluatihg thoroughly various siness management aspects of'

the levellof the program.project and/Or center. ilipelf. This

may mean dealing ektensively with a number of mid-level manage-

ment officials, but this is Where the real nOcdedge'dn the .

extent of-planning and proposedoperationa1approaches can be

obtained. It is also the level where the nsuItaht maybe

, ='----, able to, provide sane real assistance, to the grantee staff in
-making suggIstions.on,how'to Overcome identified inadequacies

,

#. or progte4q alternative approaches in areas where 'tie tight'

feel it apprOpriate.. It is clear that there isa need for
maximum benefit to be obtained fromthe participation of ,,
qualified management personhel. Rowever,,another misuse

practiced by some of the Bps should be mentioned. Fran a
review of summary sheets/PSV reports and from the comments
of the_ business management consultants themselves, it
apparent their maximum efforts are, a :times, directed toward

trackingandsecording the multiple .idgetary adjustments 4

made in th course of-4LPSV_on the large.grante. Suth activity,

when coMbi with the more responsible role, is ac&pta6le;

but, if consideredas the primary reason for having-such

individu -paitiaipate in. the feview,'then this represents

A serious Use of such expertise. - %

, _.
, -
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-

r

THAT BUSINESS HAMMIER' CONs=ANTE SHOULD CONTRIBUTE it
OVER-ALL RECOPMENDATICNS ON PFOJECT SITE VISITS AND AT

CJ isAPPFOVAL DISAPPROVAL" OR GIVE A PRIORITY RATING UNLESS,
INITIAL REVIEW MEETINGS, BUT THEY SHOULD NOT von'

IN SUE,JuDammcw 11!E EXECUTIVE' SECRETARY, THE TYPE" OF PROJECT
INZLUDES SIGNIFICANT NON- SCIENTIFIC ASPECTS CLEARLY WITHIN
THEIR PaDissioNAL EvERT/sE.

The question of voting was a.very'intriguing one. The business,
management consultants themselves Were somewhat ambivalent on
the question:of whether they shculd'vote. There was an indi-
cation that some abstain from voting even though they are
almost routinely asked to 'do so. .Reoognizing that the-peer
review is clearly an overall evaluation of scientific merit,
an attempt was made to determine the basis on which the
management cionsultanti woad vote. It was felt :that, if the
vote w primarily.on their &ninistrative evaluation,
thid 1 be questionable; if they were voting on what they

t s a consensus of the scientific-reviewers' opinions,
is would also be questionable, bOt for vastly differ

zeasons. It was difficult to get any kind of uniform response
from the management consultants, so the question was also raised
wi4h.the Executive Secretaries and the committee chairmen.
Here, the question was more difficult because they were beinr

.

. asked ate on the basis of the management consultant's
vote:" 1- were even more variable, but generally
Fled to a gieussion of the .fact that it really did not matter /

because the management consultants represented such a limited
Minority in the typical` voting situation thattheir individual
vote-would have no impact anyway. Many of the chairmen
reversed their previously stated position that the management
consultants Should have the ,v e when asked how they would
feel" if the total participati ,in the review activity involved
'only six or `seven individual , rather than 16 to 22. lbe

-:.. strong feeling developed that, while the management consulElhts
could provide significant input or findings worthy of serious
consideration by the whole group of scientific-reviewers. in
looklAng at ,the total application package, the business consul-
-tants.should/not have the option to vote. An exception to this
ru e would be made.if the ,Executive Secretary of the Dp .or

team makes ad termination than nature of the project-
includes si4hifi t<-non- scientific aspects clearly within the

. professional ise of the business management consultant.
-In this case, the consultant could exercise a full vote on

4_

coral 11 od* oval and on the Priority score....
v

'Y1PP
e G.. THAT BUSINESS CONSUVTANIS SHOULD PREPARE A SPECIFIC.

PORTION OF P SITE VISIT REPORTS AND/OR IRG SUMMARY
WHI«= SHOULD BE RECOGNIZED AS SEPARATE FROM SCIEN.-

- TfIFIC REVIEW AND EVALUATION, RUT.SHOULD SE CAREFULLY CONSIDERED
IN REACHYW RECOMENDATIONS tOR EACH PFOJECT .



This recommendation is closely related in some ways to the _

gyious-one_onthe "vote.* Again, recognizing the basic' ,

responsibility for scientiffc merit assessment by the initial
reviewers; it was felt that the 4psiness management evaluation
Should be kept distinct from the scientific evaluation. The

business management cohsultant's portion g the report could
be critical to the overall judimeht exerclWed by the scientific
reviewers othetotal program, but it should be clearly
separate from the scientific critiques of program segments.
Most of those individuals questioned agreed completely with
this position.

.

H. THAT PROCEDURES BE DEVELOPED WHICH WOULD ALLOW THE REPORTS 0
TRE'BUSENESS MANNMENT CONSULTANTS, INCLUDING SPECIFIC
MENDATIONSIOR MANA( EMEVT IMPROVEMENT, TO BE MADE AVAILABLE
TO THE APPLICANT TUTION BY THE BID AT AN APPROPRIATE
TIME AFTER COVELEUI OF THE REVIEW.

This recarinendation relates to the rationale for E.1,_21 3,
and 4 icontent) and G (format) above. With appropriate guide-
lines for the management consultants, it is 'felt that4nany
mbre reports (than are currently seen) could provitle signi-
ficantly helpful advice for the management staff,of the grantee*
institutions. If this is the, case, then that inforMation should
be readiWtransferable-by staff of the awarding component
to appropriate,persOnnel at the institutions where it could
beutilized. Implementation of this recommendation is not ft

now pr, but rather it is suggested that a standardized
report7tahmating or other ideas should be considered to-make
this recommendation feasible. The grants management,offioeC
should be responsible for coordinating this activity within_--
the BID., _--

_...

. I. _
'

THAT-WANTS MANAGEMENT OFFICERS OF' THE BIDs PARTICIPATE WITH
THE IRG EXECUTIVE SECRETARIES INTHE DETERMINATION OF A NEED
FOR, AND IN SELECTION OF, BUSINESS MANAGEMENT CONSULTANTS FOR
THE.PROdECTSITE*VISIT TEAMINOOLVEMENT.

..
. . ,

Under kecommendation.B, reference wasImade to 'the fact that
',the need for business managementconsultant Support should be
related to the organizational or administrative complexity of

/ therindividualgrant appli6ation. With the grants Aanagement
background experience _and doncerris-for smooth pre- and--

post-awar ,administration, and the fa -that they sometimes have

1e
'diffeient'ways of looking at issu from Progiam management
staff), 4t seems reasonable sand ogicalto propose their
'participation with the,Ekecutive Secretaries in Making the
determination of heed. Likewise, because of their continuing
day -to-day involvement,with business management staffs of
grantee institutions, it wasfelt that they could be foarticu- .

larly helpful in selection of the business management consultants.

k

i
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J.. THAT, WHEN EEV POSSIBLE, BID GRANTS MANAGEMT STAFF MEMBERS
SHOULD ACCCMPANY THE SITE VISIT TEAMS ON THE REVIEWS OF THE_
COMPLEX PROJECTS, SERVING AS STAFF RESOURCES ONLY.

This recommendation came primarily from discussions with
the. Executive Secretaries 4nd the IRG/PSV chairmen. Sane
feeling was expretsed that grants management staff could serve
in lieu of businessmnanagement consultantd, performing the
same role, except that they would not be considered as
actual members of the PSV team and, of course, would not

vote. However, the majority did not favor this approach for
a variety of reasons, not the least of which was related to
a possible conflict of interest. Here, an analogy was drawn
to the impropriety of utilizing an extramural BID program
manager as a scientific reviewer. Perhaps 4 more practical

,,:reason, for negativity was based on the belief th44. the grants
management staff were, ire general, not experienced in grantee
institution management and could nOt really.do the same t
of job as the business management consultant who "knew-the'
territory" -and would able to "open necessary doors."
While agreeing, it was elt that the basis for the above
recommendation is: (1) that the grants management-staff can
and do serve as very aluable staff resources because of their
intimate knowledge oflgrants policies and procedures; and
(2) that the firsthand exposure to the institutional st

th

f,

Cir
facilities, and environment at the time ofreview woul provide-
the grants management staff with many insights which ld be

of great value -in- carrying out later administrative respon-
sibilities in the event,a grant is awarded.

)

V

Conclusions

In FY 1975, NIH obligated approximately $416 million for large
/program project ,and center grants. .It is clear that NIH -wide
policies and prodedures should be developed specifying business
management techniques to be employed in the grant peer review

process. At present, no such directives exist and BID'Executive.
Secretaries, bUsiness management consultants, and IRG or PSV
chairmen have no uniform guidance in this important area.
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THE ROLE OF PEER REVIEW IN SUPPORT OF UNDRTHODOX, MINVVATIVE RESEARCH

In any processdealin§ with the supportof research and development there

must be provision !ex the identification of unusual and innovative approaches. ,

Creative and unorthodox avenues of investigation may herald great leaps

forward in concept; they may represent a turning point in research directions;

or they may, all too often, be fruitless'attempts to overcome obstacles to

further progress.

I. DISCUSSION

Within NIH, as in the medical and scientific Cftunity at large, there

is concern that tbepeer review system favors the support of traditional,

conservative, orthodox research and that this is at the expense of

innovative, unorthodox research. This perception is further complicated

by the view held by many that.innovative, especially creative research,

is usually conceived by young investigators whose research ideas are

usually untried, may not be well received and the significance of which

not even be recognized. Covaquently, such research applications are

frequently disapproved or, if approved, at a priarity which is not

_fund le. We are certaih that this course oevents does occur'but

we do of know how often and in what circumstances it is most likely

to occu . Moreover, the Study'Team does not believe there is any

ineluctable relationship between youth and creativity.

One of the criteria used by IRGs in their scientific and technical

merit-review involves'an assessment of the probability of success of

the proposed project. If the concept is truly innovative and if the

approach to the problem is unorthodox, then the reviewers are con-

fronted with a dilemMa.. A proposal thab involves an idea that is

innovative or unorthodox requires an assessment of probable success

and this may assume evenreater weight and significance. Often,

the evidence indicating Wobable success is limited and, therefore,

'many such applications are not reopmmended with enthusiasm. And

yet, most reviewers are truly eagei' to find, identify, and recommend !

support for fresh new ideas. If an application contains a new or

even unconventional approach to a problem and if it is well conceived

in its component elements, IRGs will generally recommend support

--even-though they believesthat the likelihood of probable success may

be Mirginal,i Indeed, this eagerness may lead to a generous assessment

of probable success= -in order to assure 9/favorable recoMMendition for

support. If, however,11WpT4posal is poorly conceived and /or inade-

quately prepared, IRGs are less likely-ta_make a generous or favorable
.

assessment of prole success of the projeCt,-arid-theultimate.

recommendation may welrbe disapproval. Thus, in thesiCircupetances,

the applicant would seem to have a special responsibility to write -----

clearly, explain fully, and, if 'possible, report the results- or trends

of pilot studies., In short, to compete successfully the innovative

and-unorthodox proposal should be buttressed by an especially'weil

prepared application.

4,1 k
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It shoyld be noted that the,NaH mechanisms of research- .support represent
investments designed to'attain a better understanding of dipease

,processes that may lead ultimately to improvements in health. They do
not' represent investments in' individuals only, in peoplear.se--,
even those who are expecially creative and innovative. The investment
is in people only tothe extent, that they conceive research ideas
that may lead tp the aforementioned results.

The membership of NIH peer review groups is-seen by some as a force
tending to preserve orthodoxy. The members are selected because of
thefr competence in research, theiripontributions to biomedical know-
ledge, their stature, and their willingness to devote long hours to-

these-arduous review tasks. Some believe that, by definition, they
are "the establishment." They represent, in the aggregate, the
current state of the art, the current vanguard of research --but not
tomorrow's. These tendencies toward orthodoxy do indeed exist but
they are 'offset by several factors: the efforts to .have IRGs reflect
a broad range of research viewpoints; the appointment of constructive,,

attempts to have outst oiling young investigators on initial review
critical, enthusiastic4vestigators to review groups; the deliberate

groups; and the,eager competition within review groups to detect and.
recognize the innovative, unorthodox proposal thatmay open new and
promising avenues of investigation.

Certainly, the most subtle and most pervasive influence that fosters
the support of safe, orthodox research, as opposed to the creative
and innovative, is the limited-availability of funds. As the dollars
available for research support become more and more limited, there
is a tendency (almcSt inevitable andoften uncontrollable) to invest
in the "safe bet." In such circumstances, advisors, consultants,
staff-members, and program managers avoid the high risk,'the non-
conformist, innovative proposal. Indeed, chronic or recurrent -

shortages of funds may indicate, and'may cause, the demise of a ttuly 5

vital research program. /

Because so many individuals associate especially creative, innovative
research with new and/or young' investigators, the question of peer
review as it relates to the support of new investigator is relevant
here. Data derived from the study conducted by Douglass and James(1)
indicate that, for the period from 1966 to 1972, approximately ten per-
cent of,all principal investigators. on research project grants were
being supported by NIH,for the first time. Unpublished data for the
pOriod, 1972 to 1975, indicate that the percentage, has remained about,
the same: about 53 percent of all new research project awards were
received from investigators entering the NIH competitive system for the
first time. Furthermore, in most,Institutes the success (i.4., funding)

=-rate for the younger investigators is better than that experienced by
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the older applicants. It should be noted, however,, that the most

'critical ancluseful indeX for -the successtof'the peer 'eview system

is the quality of research that has been supporte0.over the years,

,pd theadvances3rear-knowledge which havrome about from such

suppqrt.

How can the especially innovative research,proposal-Oe identified?

Those-who submit whattheyponside; to--be creative, unorthodox

research applications should be encouraged to identify their-research-

is innovative; they should be required.to state clearly--and to document

fully the innovative aspects if_their-proposal and the significant

consequences thatimay emerge if s]pport is provided. b

The Study Team is of the opinioh that the initial,review groups have

a particular responsibility in the identification of this' type of

'innwative research. 'This requires perception, reflection; and" the

Provision of adequate time.for discdssion. It is not-easy to accomplish

in circumstances where a review grdup is,overburdened and tired. It is

convinced that*the IRG members are truly dedicated to such efforts. In

fact, they seem to 'share the ,joy of discovery when they can identify and

describethe creative.insight, the neVapproach, or.the truly

innovative proposal. They.are men and women of'broad'vision whp are

anxious to ensure that the present system provides for the adequate,

recognition and supportof innovative research. .

II. ItECOMikENDATIONS

1*. THAT NIH REQUIRE. THeAPPLICANT TOIDENTIFY AND SUPPORT IN DEITAIiii.

.THE'OONTENTION THAT THE RESEARCH,PROJECT BEING PROPOSED IS

ESPECIALLY INNOVATIVE; .

2. WHAT INITIAL REVIEW GROUPS BE REQUESTED POIDENTIFY APPLICATIONS

THEY CONSIDER TO BE ESPECIALLY CREATIVE C4INNOVAITVE, WHETHER

OR NOT THE APPLICATIONS WERE SO pEATIFIED. BY THE APPLICANT;

le'

3. THAT IRG G-MEMBERS (AS.A GROUP'oR INDIVIDUALLY) BE ENCOURAGED-

PREPARE A STATSMENX-IN ADDITION TO THE REGULAR SUMMARY ST

POINTING OUT TER INNOVATIVE ASPECTS OF THE APPLICATION AND ITS

SIGNIFICANCE. THIS STATEMENT-IS TO BEIPREPARED REGARDLESS OF

WHETHER THE APPLICATION_ WAS RECOMMENDED F04 APRROVAL OR =APPROVAL;
THESE APPLICATIONS WILL BE FLAGGED FOR SPECIAL CONSIDERATION BY .

'Bib STAFF AND/OR_ADVISORY COUNCIL; _ .

A.' THAT NIH CONSIpER,THE FEASIBILITY OF DEVELOPING AN EXPERIMENT

INVOLVING LIMITED SUPPORT FOB CERTAIN SPECULATIVE, malign,
"INMVATIVE RESEARCH PROPOSALS. -SUCH A STUDY-MIGHT BE PRE' OF A

LARGER, MUCH-NEEDED EFFORT TO EXAMINE THE PROCESSES-OP DECISION-

MAKING IN ALLOCATING RESEARCH SUPPORT.,
a

C
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IMPACT OF INAPPROPRIATE DISCLaSURE OF REVIW DELIBERATIONSTION8

3.

* . ,

dtlal peer review process, and the decisibn-making process, haVe been
scribed in-previoussections and will not be restated here.) 'In addition, .

"the impact of the Privacy ,Act. on the peer review poocesallis been discussed
in detail. The implications 'ol4 this Act are that the principal investigatOr
has a 'r ighe ko, a Canplete and detailed' explanation of the reviewand
decigion concerninithis/her application However, this explanation must
be a curate. And reflect the final critigiie as prepared by the Exedutive

etary of the- particular IRG involved. ,e
a '''.-,

' ." Final formal action on an tication is taken''only after a number .cif steps
,

int-the jeview arid decision ing gribcess have occurred. Nqeope action
alongbfills orderly patk can be conbidered binding until the final Institute

S; Rositionloas been off ically conveyed to the applicant- institution and
-. a ) -,

''. . psincipal investigator.. ,_
i

, . -'
1 ... ,, .

4
. ,

; 'r*Unauthoitzed prenature disclosure of the results-Of any portion of the total
review.1

processproceds may,:cause serious TM unnecessary-problems. . Thus, .a potential'.

grantee cannot ass9me that an award will or will not be made based, on ,a,
0 rumor or asual coq zits by persons involved in the _review process br

by NIH .review or adMinistrative (`'program)irstaff . . Such comments are
inappropi iate, and if made or' if rumors are circulated,' applicants 'do'

-expect certaintactions to occur. For this reason, the procedingSlof
reviev(Ineetings, the discussions which were held, the preliminaty results,
of a Site visit, the written preliminary comments of trie assigned ,

....,

reviewers; are, all considered 0 'confidential working mater ials; they, must
.

_pot beirdiscussed openly by those involved in the review or by the staff,
with the applicant-investigatOr> or with any !other ,unauthorized persdns.

t .-
It is obvious that, there are many points during the process at which
premature disclosure can-occur. For example, if a.project site visit- is
petfornied as part of a large review,, the report which is prepared for
submission to a parent. initial review group, is clearly preliminary and
must, be considered a working document. The written.comtlents -of assigned 's
reviewers 'and outside Consultants, similarly, are preliminary working,
documents. After-,full discussion at an I13 meeting, the essence;of the.
roundtable dfscussiori and the salient features on which rescrirn ations
are based, are. incorporated i?k:::_rithe summary statement prepar by the

AExecritivecretary. Again, it s ould be emphasizV that e.preliminary ,
.ag

., '''' evaluations may be significantly changed as a.. result o itional informa-,
tion and discusson during' meeting, sank are not neces arily' reflected
Ain the finalsurrmary statement. ,Orice'the relevant por tons of, the ,waking

a '
docurtents Iindividual; preliminary reviews, = site, y isi reports; etc. )
hatre beenMed for the preparationaof the official unrnary report, they are '-'

\ Of po further use or significance:tnd'thus.shoul not be' retainecaps r.

4
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Furthermore, it often happens'that an Advisory Couac11/Board may recommend,
and an Institufamay make, an-award for a grant which was recommerided for
approval by the IRG with only mederate enthusism belt which involves
.studies wit4in an area of high program.idterest to the BID. Codversely;
agrant application which has Wed approved with a,high priority score
may have to whit for funding if other pr.ogram'priorities take precedence.

it-
and:there.are limited funds aVailble. . Thus, even the summary statements
prepared by IRGs do not reflect final BID action but only the 1RG -

recommeddation. i, , _ . b

V

-

'1

°It is therefore esstential'-that confidentiality be maintained by those,
petsons involved ia the review and the:administratiVe details of the
prlicess so that the applicant-investigator obtains the appropriate and
accurate information.

The Study Team recoMmendsithat NIH reiterate its policy that all persons
inv4avedih grants peer review be constantly alert concerning the need

'forlbonfidentiality of all aspects of the review,, and cat the bey
strict adherence tb the policy concerning the prohibition of ,pr)ernatue
unofficial disclOsure of the resins' of site visits,, IRG review, and
Council actions,

r

ek

-`;

s.

r

'
' 3

I 176 r--1

,

l



Ie

RELEASE OFSUMMARY STATEMENTS TO PRINCIPAL INVESTIGATORS.
/--\

NIH takes very seriotisly_its responsibility for informing principal
inifestigators'and.their institutions about the outcome of grant application

review. Over the years,NH procedures and practices in this area have
evolved from (1) routinely providing only the "bottom line" (i;e., "approval,"
"disapproval;-" or "deferral") to principal investigators and their
institutions to (2) pfoviding principal investigators,.upon request, with
important additional information, hamely, paraphrased versions of the.
reviewers' critiques of their applications (the "reasons letters").
Because many o ` the damments,an4 criticisms associated with a grant

, application-pertain Abird-btly to the quality of the principal investigator's
ideas, training, experiences, and accomplishments, NIH tiaditionally, has
viewed 'the reasons letter as a confidential communication to the investigator
and has, left to'him/her-the decision as to whether or not to share the letter

with others.

In ol-der to make the best, use of the technical mer4t assessments of grant
apglicationsty peer.reviewers, NIH staff is considering the feasibility
and desirability of adopting additional or alternative approaches for
communicating with principal investigators about the results of review.
For example,` sane believe that the reasons letters should be sent put
routinely on theeinitiativeof NIH rather than strictly upon.request.
Others note.that p4raphrasing the contents of a summary statement produces,,
at best, only gobd.approxiMation of the reviewers' comments and, at worst,
an account that is. incomplete,.inaccutate, or otherwise distorted as
camPared to the original. Still others point out that the task of
prepqring reasons, letters is a significant spmponenf of the workload of
BID extramural 'staff,

'he PrivSey Act has added a new dimension of concern. As now -implemented;

the BIDs provide edited summary statements, without priority scores, tb
principal' investigators upon request, even if the reqtestisleceivea
befOre a National Advisory Council/Board has completesactiolion the
application_. -Therefote, under present NIH policies, an investigator who
exercises his/hei rights to the limit, may have an almost complete copy
,of the initial review group concerning.bis/her applicatkon

,even btfore a National Advisory' dil/Board has had the opportunity to

consider Lt., At the other extreme, an investigator .who takes,no. initiative:
beyortd,su isson ,of an application may .never learn anything "more, than the ..

final 'act' "taken by'a National Advisory Cduncil/Board. i

, - -

Given the importance that NIH attaches to-good communicdtions, it does not .4

. seem in'the interests of eithtr,the principal investigators or, the NIH to .

allow the'iMformation contained in summary Statements to exist only in NIH
files because investigatorg bray not understand the law and/or NIB-procedures
well enough jo,know how to obtain these detailed critiques of their ,

applicatiOns. Because of 'the foregoing concerns.; the, Study Team explored
the.question of whether NH( Mild go beyond .its present, practice of
infonmirincipal investigators ab6ut review results and,' what new ,

, ..

d'if g ht lk

,apptoadhes should be covisidered.
. .

.-
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RECOMMENDATIONS AND DISC ION
e

'I. THAT, AS SOON'AS PRACTICAL AFTER A BID's NATIONAtIADVISORY COUNCIL/
BOARD COMPEETES THE REVIEW OF'A APPLICATION, THE BID SHOULD
ROUTINELY SEND TUE SUMMARY STATMENT, WITH THE PRIORITY SCORE
DISpLAYED, TO THE PRINCIPAL INVESTIGATOR. BECAUSE SUMMARY STATE-
MENTS'FREQUEWLY CONTAIN FORTHRIGHT AND CRITICAL COMMEMIS COWERNING
`THE PRINCIPAL INVESTIGATOR9i,THIS RiCOMMENDATION IS MADE CONTINGENT
UPON THE UNDERSTANDING THAT TUESE-WCUMENTS WILL, BE RELEASED BY NIH
ONLY TO TMES INDIVIDUALS._ IF IT MINED THAT SUCH NTH-,-
INITIATED RE *SE OF SIIMMAIRY.STATEMENTS'CpULD REASONABLY. LEAD TO
A REQUIREMENT THAT 'NTH MAKE 'MESE DOCUMENTS AVAILABLE ALSO-TO
APPLICANT INSTITUTIONS OR' CTHER$-,:TEEN THE-STUDY TEAM RECOMMENDS
THAT 'SUMMARY STATEMENTS WITHpRIORITY'SOORES DISPLAYED EE. -

RELEASED ONLY UNDER PRIVACY ACT PRCCEDURES, I.E., UPON REdEIpT
OF AN APPROPRIATE REQUEST FROM THEINDIVIDUAE3 CONCERNED. \

4
,

This recommendation was one Ofthcmost difficult for the Study
Team to .formulate and was arrived at only after agonizing deliberation.'

.0n the one hand, tpe StUdy Team is uhaoimous in believing that
principal investigators deserve to-have a'detailed account of the
results of review in a tiMely fashion and.in a forM that-is mbst.
likely to be a -complete_andaccuFlte account of, the, revieWersi,

Jfindings and recommendations, On the other hand, fhe,Study Team
is unanimous in believing that NIH should take no action that
would_jeopardize o&dendanger the privacy rights of individuals.
The Study Team would beLdeeply distressed if NIM-Iinitiated release
,bfssummary statements toprincipal thvestigators somehow were to
trigger or catalyze tchain of events (e.g., judicial actions'or
legislative that caused the provisions of
Privacy Act no longer to apply to summary statements. ,BeCause cif*
this ambivalence the Study Team elected twocipke its.recomendation

th'conditional and urgesat NIH seek guid on this matter at the
earliest poSsige ,,- .' 4.

Carefully formulated.ag,it,Wothe;rec ation-Otill engendered'
a significaht diversity o4 teactions,f = tudy:10ammembers,
Saner regarded it as the strongektrec tion possible in the

,face of uncertainties' about judicial and/o legal,c6nsequences'
and therefore, Indorsed it enthukiastically. ecs teased that.

1, NI itiat mailing,of suMmary Statement4, reasons ettersk
,.

to pr investigators would beginterpreted'by th 'scientific
.

commu gratuitous communications or, even worse,. as attempts
to di 4Ft.r d theyearite Consequently; preferred .the present
pract A of oviding detailed accounts of revi- .. -_ ulpbs only

upon equest. This latter group, within the S. e: earn, believed
that e inefficiency associated with having) princiA. investigators

,,explic tly request summary statempntsar reasons let ers is an
acceptable price to- pay forenlurin that detai*ed counts,of
the resultA of review go onlisto chose principal i tigcltors welO

take ,specific action.to obtain them. ,
.4-

. .

.
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Although routine release of summary statements- to principakinvesti-
gators would be an NIB initiative rather than the investigator's,
khe summary statements would nevertheless be processed consistent
With ourrentNIH Prtyacy Act procedures. This involvds having. them
edited as necessary to ensure thattheprincipal 4itvestigator-
receives only that informption which pertains to him/helj While..

implementation of such a procedure clearly is feasibleNAkt will
. proOce some increase in the workload of BID officials thoughoutti

,Z;!/especially duriNg the weeks immediately followimg*National.)

"isory Council d Meetings. % , '''

.. singlybiomedical fes reh community is becothing increasingly knowledge-
'able about the rights of individuals under the Privacy. Act, and
several sire are reporting an increase in the number of requests
from principal investigators-for the,summafYstatements concerning

.their . applications. Therefore, NIH-initipted relpaseptsummary
r-statements,it likely only to hasten -a growth in workload that
already is inevitable and shift it from officials aes.ignated to
:handle Privacy Act/proceduresto other SID officials.

.

- - -

l'he use of thitummary statement as a vehicle for ccamunication frcm
NIB to principal inVestigatbrs (whether at*NIH's initiative or urn
Aquest) may peaent,another problem. For thdse applidations on , -

ibh a National Advisoryouneil/Bopird acts in Concurrence with the-
. initial review groups' renimmendati6ns (the vast.majorityof CaSe),
itgenerally,warbe sufficient to mail- only the:gurrmary statements. 0

Ilbwevers,for, those applications on which a-NatiOnal Adv isory Council/ ,

Bdard takes an action that is.:different frbm or in addition to:that ,

, recommended- by an initial review group, the BID would need to-'
- incl6de,,with the summary-statement, an indication of the Ccioncil's/

BOar6's decision and the supporting- rationale. Case -by -case, attention

,10.y senic$0!BID staff theretort will be neceiary. On the,otherhand,
using summary statementsta-ccmmunicate withlDrincipal investigators
: would reduce the workload.of B1D.extPamural staff insofar as the

4.

preppration of reasons lettert-is conceiped. . \ ___.

' Despite these predicta8le.diflekties associatedvikth'imqementing
its recommendatron,'the Study am believes that the'advantagesof

.making Summary statements readilylavallabl? to principal investigators. .4
t(hopeTulry at NIH's initiative) fa' outweigh the:disadvantages..
First, investigators would have mare direct knowledge of tbeVorcahr

, nespland even-handedness with, which peel- reviewers tarty out their .

$.,,

tasks; this' alone Tula do Mucheo'redute concerns about the effective-
ness atd equit pf ,this process. Sec6ndt principal' investigatorSCO
would have e tSenelit of valuable advice and Consultation frome
group of ,k ledgeab/eang distinguished experXs. Third, the _

k that summary statements'are, bitimateW, to-beavailable ' .

outtideNIH as.vell-as Within; wbiald be an,ipoenti/e for both .

106b prepare them and,those who use'thein in deelsion-making to re
arZikthat44pii.cdntents are accurateMplete, and, read,461e,and,

refetenCes t9 speciSic investigators are madwilt full respect
''. .. i

--1 I
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- ' A'
for) e dignity of the indNiduals involved: Fourth,t,ICsummary-

c-.

sta nts were'to' 'be' released with the priority scores displayed,

Inv tigators woup have a much clearer pictilie of howvreviewers
petTeived the relative scientific merit of,their applications and
,moOd be In a better position to appreciatehowprogram relevawex.
conSidepations and/Or BID staff decisions affect their chance'stor
an' award. ,Fifth, be "responsive to theadliCe:bf the,
scientific and lay public, for the concept of transmitting
summary statements to principal-investigators eithEr automatically
of upon'request, received a relatively strongtendorsement frOm both. .

thef.participants in the NIH grants peer review'systems,4Supplement 1)
andspmemembert bf'the.publiclboth.scientistS and lay le) who
testified at the: public hearingsl. . ,

'
. ,

'Although the availability of summary statements, with priority scores

displayed, to principal investigators, Mill .provide them witkpotentially
useful information about the scientific merit revipxof%their applica-

- -Lions, communications regarding the likelihood of awarding of appvved
applications are inadequate, It is not generally appreciated that, in

' addition to the scieneific merit evalAtion, subsequent decision.i
concerdIng award. of approvedapplications are made at the Sib

--,based on programmatc and/dr budgetary considerations. An accurate
and clear explanation of these important additional considerations
is estential to avoid misunderstandings and unjustified assumptions,
on the part of unfunded investigato;s, regarding the quality tlf the
scientific merit review of their applications; such misunderstandings .

frequently result in unjustified complaints about the peer qview
system.

THAT-WHEN4'FOLDWING COMPLETICN OF THE INITIAL TECHNICAL MERIT
I 'PENt*EW OF;A GRANT AP,PLICATION BUT PRIO.R.TOFINAL ACTIOtYBY A ,

NATIONAL ADVISORY COUNCWOARD, A BID COMPLIES WITH A PRINCIPAL,
INVESTIGATOR'S REQUEST A COPY' OF THE PERTINENT SUMMARY STATE.7,

*M1ENI (AS PRESENT NIH POLICY FOR' IMPLEMEN'T'ING THE PRIVACY Apr

, REQUIRES), THE BID SHOULD pRpVIQE THE DOCUMENT WITH PRIORITY SCORE
DISPLAYED AND ADVISE THE REQuEstoR THAT THE INFORMATION Bei%

e
TRANSMI IS, INTERIM IN' NATURE `AND THAT ANY ATTEMPT, -6T 'TEIIS"POINT

IN KHE VIEW PROCESS,,, TO MODIFY THE ORIGINALAPP CATICW OR PR E'

: COMMENTARY FOR- CONSIDERATION BY THE S. IL/BOARI1 Y RESULT IN. A

D,EFER'RAL OF TIE APPLICATION TGVTHE Nx REVIEW CYCLE.

... TheStudiwI'eam believes that, in complying with-requests for Summary
statements under the Privacyldt,before completion of the review lb

''' process, BIDs should follow the same practice as is propobed in. '
. RevdMenda6on 1 above,. i.e., release the document with ,tte pribrfty 4.

.
f sccil'e Oisp4yed. There seems to be nb cOmp:elling reason why the .

0111C. priority tcBre should be withheld in one case ,but made available in

'.. another,; However, BIDs shOuld'make it clear to requestors that "r
it

1 'they are receiving inter ii, information and that any attempt to
f , inn:uence the outcome of 'the review process, _at this point, could'

.. produce.signifiCant delay. .
I . , .

....,,,

_

. ,./
.
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.

s;

A

180'

10,

4A



3: THAT NIH q1101llat REQUEST AUTHORIZATION, THRCQGH' EITHER REGULATION

OR.I.B3ISLATION, AS APPROPRIATE, TO RELEASE AN INITIAL *REVIEW GROUP.

SUMARY STATEMENT 10 THE PRINCIPAL INVESTIGATOR NAMED IN THE 41;

APPLICATION ONLY AFTER ,THE REVIEW OF HIS/HER GRANT APPLICATION, IS ,

COMPLETE, i.e. AFTER REVIEW BY NATIONAL ADVISOR? COUNCIL /BOARD.

(
Under the present interpretation of the Pr ivaat Act (as described
aboye),. prix al investigators have the opportunity to obtains
interim information abotit the review of their applications and to.
react to it, e.g.,' by ,submitting additiosal material and/or rebuttal
statements. Ignoring the fact that such action most often will ,

produce a delay, 'in the review, the written iftercharee betweep
a priaipal investigator and NIH could result in a more accur4t,
assesWt of the scientific merit of the application and the
investigator's *abil it itss . In fact, several participants in the.
public hearings stressed the desirability of incorporating a
tebuttal step, into the grants peer rev iew. procedare.

On balance, hdwever, the Study Team believes that the rel ase of
interim information on, the revigw of lication creates more
prOblems than it solves. There w be occasions when an invest i-
gator challenges the *ftivi f .an lication the BID is prepared , p
to fund anyway, and such react n to premature information. may
serve -no quod purpose. There will be other occasions when an
application, judged to be highly meritorious by an jpitial review
group,, is not selected fot an award by the BID because a National
Advisory Council/Board assigned a "low program relevance" rating; .

raising false hopes ii an investigator with_ interim information
.only to dash then in a few months seems.most unfortunate. -The

____Stu sly Team believes that _the,publi.c interest would be,; better served
-if NIH were allowed .to complete' its peer review procedures before --

sending principal investigators an account of the r4viewers'
findings 1 and recommendations. Moreover , if NI H's policies were
charred such that surnmarystatemehts were sent out automatically
at the dattaation of the review process, .the denial at requegs for
interim r documentation would not affect what a requestar receivesir-
but only when he/she receives it and thus still woi.Ild Ire consistent
with the spit of the Privacy Act. - , a

=.
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PRIORITY SCOW ON SUMMARY STATEMENTS,

Traditionally, NIH has assigned to each approvediorant application, a
numerical scone signifyirig its relative scientific merit as perceived by -)

an initial,revi'w group. This so-called priority score originally was
determined by having each reviewer rate the application.oha scale fran
.1.0 (the highest) to 5.0 (the lowest) in.increments of'0.5i averaging the
indiVidual ratings, and multipying by 100. The resulting three-digit
number come to be 'called the raw priority score and, for many years, was
used uniformly throughout NIH.

4

But Serious doubts about the process eventually developed. For ex e, a

concern arose in several quarters of NIH that, Consciduslyor otherwise,
members of initial review groups sometimes might be assigning especially
good priority scores to grant applications in certain areas of specie? -
interest to them, in the hope ofincreasing the likelihood that awards

--would be made. Similarll, some began to believe that'reVieWers,sometImes
*express their.Iack of enthusiasm for certain areas of science by assigning
comparatively.low priority scores to-all applications falling within these
categories. /Obviously, tethe extent that review grOups behave in these
Nays, the Utility-of the raw priority score as a true ,indicator of -_-_

relatiVe scientific merit mie, would be'compromised.

In order to circumvent this, a mathematical procedure Was devised to 'compere
and adjust all the scores assigned at,a given meeting of an initial review

groapTin concordance with those ratings assigned at,the group's, two preceding
meetings.' Thepurpose Of this procedure' is to-place the applications
,appraised by any one initial review group on i'normal distribution curve.
Thus, if an unusual_ number of* applications were to be given scores-h igher
9r lower than the "normal' 'Vblue-(about 250), such scores would be edistri-
bated om the -curve so that most of ,them fall in 'the middle "normal"
where, in theory at least, they should fall, By this procedure, the mean
"score'is adjusted to 250 and the standard deviation to 70. The rebUltant
dialbes pre.called the "normalized scores.".,01be assumpt4oli underlying this
statistical,procedure is that, on the aveegge, approvea'applicationt fran
the various NIH initial review groupd are roughly.cquiyalent in terms of
scienWic merit. r , )

- It
Currently, there appear on summary statements both the'raw priority scores
and the-normalized ones (if the priority scores of 25 or more applications
are available to be' included in' the normalization procedure),. Each
awarding unithas the option'of using either system but'is consistent in
this regard.' Confqpion about the procedure can and dices occur, however,
particularly on the part 61 members f National-Advidory Council /Boards. 4"

Moreover,, the normal4zation process can Change the priority scor signifi-
cantly (on occasion, by 50 points), especially if reviewers tons iously
att tcymenipulate the procedure. When an adjustment of this agnitude.

is involved, it could easily mean tie difference between award and.non7award
'of a grant 'depending upon which score is used by the BID makihg the

awarding decigions. Because of _its concerns about thesegthatters, the Study

'
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Team elected to review the present practices involving the raw and normalized
priority.ecpres and to attempt.to determine whether any changes might be '

in9.cated.

MCCHMENDAIIONSAND DISCUSSION*

1. THAT A "SINGLE APIORITY SCDfr CONVENTION SHOULD) BE ADOPTED FOR USE

. THRbUGHOUT NIH.
,/

The present practise of having, both raw and normalized priority scores

- on summary statements and, leaving to each BID, the decision as which

convention it will follow, obviously, is viable and could be continued
indefinitely, without irrepargble harm to the grants peer review systep.
In the view of Some NTH staff, however, it is beCaking increasingly
difficult to justify to themselves, to the scientific community, and
to others interested in NIEs activities, ,why it is appropriate for
something as fundamental as the convention for scoring the perceived
scientific merit of a grant application to vary from one BID to

another: Recognizing the. significance which all BIDs attach to
'priority scores when they make award selections and other program
managementdecisions, the Study Team believes thdt a single. priority

Convention for all of MR would be preferable to the present

-

2. T = as' ADOPTING A SINGLE PRIORITY-SCORE NOTATION SYSTEKFOR USE
BY ALL BIDS; THE NIH SHOULD CONDUCT A-STUDY OF BID PRACTICES REGARDIt4'

HE USE OF THE "RAW" AND "NORMALIZED" PRIORITY SCORES, TO DETERMINE
WHETHER THE UNIFORM NIH-WIDE CONVEATON SHOULD BE THE USE OF THE RAW,
SCORE EXCLUSIVELY OR THE PRESENT NORMALIZED SCORES, WHENEVERTIEY ARE
AVAILABLE (OR OTHERWISE THE RAW SCORES),,OR THE DEVELOPMENT OF A NEW
-PROCEDURE FOR "COMPUTING, REPRESENTING, AND/OR,ADJUSTING PRIORITY

SCORES TO COMPENSATE,FOR DIFFERENCES GROUP RATING BEHAVIOR.

,

There is considerable difference of opinion among the NIH awarding
ultti.bid*-to the relative utilities of the "raw" and "normalized"

priority` scores in their program manageMent activities. Some BIDs

use the raw scores exclusively in,Che belief that, at least for

the initial eviewgroups which serve their prOgrams,' the normaliza-

tion proced cte does more to confound the in rpretatipn of
scientific mer,it-assgstments than to redu iance in the rating

behavior of initial review.gtwups, either een such groups or

Within the same group Over time. Other B take the opposite

view: Because the issue is sp important and the answer is not .

obvious, the decision to adopt a'single priority score convention
should not be taken until there has been a study of the relative
strengths and weaknesses of the two alternative practices presently

in use. Moreover, the study Team recognizes that there also are other
potentially useful methods for .computing and/or mathematically
adjusting scientific merit ratings and these also should be studied:
For example', it has hem suggested'that the predent three-digit
representation for priority scores may imply A greater degree of

184
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precision in the icitial review groups' ratings than they are :able
to adhieve and thdt a more co rse representation'(with or without

.mathematicil- adjustment to compensate for differences in group;
rating behavior) might be more appropriate.

3. THAT, UNTIL SUCH TIME AS A SINGLE NIH -WIDE PRIORITY SCORE NOTATION
SYSTEM IS ADOPTED, ALL COPIES OF SUMMARY STATEMENT WHICH A GIVEN
BID,SENDS TO1PRINCIPAL INVESTIGATORS SHOULD DISPLAY EITHER THE'RAW
PRIORITY SCORE OR THE NORMALIZED PRIORITY SCORE (IF AVAILABLE) BUT

' NOT BOTH, BEPENDING UPON i;HICH OF THE TOO CONVENTIONS THE PARTICULAR
BID FOLLOW.

)k,

The display of dual priority scores on the cOpies.Of summary state-
merits which are released to principal investigators would inevitably
be a continuing source of difficulty. for. BID staff and others as,'
they attempt to advise principal investigators about the outcome of
the review process and their prospects for receiving an award.
This difficulty can be avoided easily by instructing the staff of
each BID to delete from the copies of summary statements which are
to be sent to principal investigators' the wiority score that the
BID does not use in its decision making. This special editing
step would be needed of dourse, only until the NIH cts a

single,priority4core system and the printed summer statements
then have only on6 score displayed., 4

41 THAT, NIH SHOULD CONDUCT STUDIES OF:

a. VARIATIONS IN INDIVIDUAL REVIEWER AND REVIEW GROUP BEHAVIOR
IN RATING APPLICATIONS; OVER TIME, AND AMONG DIFFERENT IRGs,
AND OF THE.FACIORS WHICH ACT TO INCREASE OR DECREASE SUCH
VARIABILITY;

to: VARIATIONS IN THE QUALITY OF GRANT APPLICATIONS ASSIGNED TO
. A GIVEN IRG FROM ONE REVIEW ROUND TO THE NEXt,, OVER TIME;

AND VARIATIONS IN THE QUALITY OF GRANT-APPLICATIONS ASSIGNED ,

TO DIFFERENT IRGs:
A'

c.--THE EFFECTS ON THE REVIEW PROCESS OF DISPLAYING,THERAir ,

PRIORITY SCORE TO THE INITIAL REVIEW 'GROUP v 1:ERS IMAEDIATEUr
AFTER THEY. ASSIGN THEIR INDIVIDUAL SCIENT lit T RATINGS,.
AND OF GIVING AT 6-. .. MOPER
DISCUSSCE AND RTE T4E,APPLICATI V'

The normdlizing,computatiOn used byAk
compensating for variability in IRG'Vating.
Studies and b. above would attempU d
are moredireccapproaches, such as t
for tri44. in.c., whic aight'be used
replacement for, the n ruralizing progedure to assure consistent,
objective ISM ratings over time. Study b.would be a spdY to

ear
determine theitekient to which differences among IRGs or within an

Dor over-t
rMine whether there
kfic procedure suggested
unction with, or as a

e for
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IRG ove rtime, in 'the 'average priorityqscore and approval/disapfroval
ratio, reflect real differences in the quality.Of the applications i

under reviev.ailather than arbitrary shifts4in group rating, behavior.

For study b777etrospedtiverstudies using citation metholologx or
'the like, Fight.be.appropriate.-

Under present initial reizjew group pr0Cedures, each member ulti -
matply expresses his/her view of the scienfifissmerit of a grant ,

application which is being recommended for approval b? privately .
assigning a numeric rating. These individual ratings are collect
by the executive, secretary and his/her stiff,and averaged. ,latcause
tie averaging of individpal reviewers' ratings for any given
.applicat4ailenerally is not performed until well aftei the
completion of the grqup's deliberations (of ten several days after '14`

the meeting), reviewers have no automatic feedback akto either
What specifit rating each member assigned oft what the group's
aggregate rating,was.

There are several problems' inherent in this procedure that, in the
' opinion of the Study Team, make a special study--andesCme experimen-

tation with alternative approaches --seem warranted. First, because.

the group, has only the primary and secondary reviewers} written
comments and the subsequent orarexchange of opinions availa4e at
-the time of rating, the thembers may not,be fully aware of the nature
or extent of differences of opihion which may exist within the group;
and theChairman may inadvertently terminate discussion 4Ren, in
fact, further deliberation might be likely-to.produce a greater
consensus. Second, without access to the resultant raw priority
score,,hhmediately followihg its discussion and rating of an
application, the group has no opportunity to satisfy itself that
the score is truly consistent with the spirit of its discussions

if not, to reopen deliberations and possibly reftp.jihe
-application. Under the present procedure It sometiMes.happens.0**
that the specifi9pwriten-and oral comments frbm which the
executive secrery prepares the summary statement for an application
are apjareciablY at variance (either more or less favorable in tone)
with -te implications of the priority score actually assigned-. .

) .

.There are a variety of techniques to effect quick feedback within
initial review groups abbut individual reviewers',ratings and/or
the aggregate score. These techniques range from the display of a

; hand-held score by each reviewer (as,in done' by judges of
competitions). to the use of sophisticated electronic systeJ for
instantantOus recording of individual ratings, computdtiohsofthe
aggregate score, and display of results. 'The StudyTeam recoMmends
that NIH conduct a study comparing the present "no feedback"procedure

. with one or more alternatives involving immediate feedback about
individual and/or group rating behaVior. Suet) a study should include

mechanisms tp preserve the privacy 'of individual ratings by, IRG
olembers and should not be construed as a meansto pressure IRG members
to change their ratings. Rather, the study, should be considered as a
further means ofstudying rating behavior and an effort to develop an
improved rating procedure.

4
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GRANTS PEER AWIEWAPPEALS SYbTFIN

In his Apri128,"I975, memoranlum establishing. the NIH Graptt Peer Review

Study Team ( GPRST), the Acting Director, NIA, asked the Study Team to

--.
address "the entire'process of peer review," and tp give specific atteipfion

to..."the seed, advantages, and disadvantages for a technic 1 merit review

berD
'appeal -' mechanism for applicants and an assessment of e procesedurrently

in use..." This suggestion led.to,formAion of a Su ommittee on Appeals -* '

early ir_the activities of the GPRST. Iffaddition to those members chosen

from the Study"Team, the Subcommittee was supplemented by additional members-

representing variou functions in:the grants review process in different

BIDS. The substanc of the eport of the Subcommittee was adopted by the

Grants Peer Revidw S gam. . .
.

. 7
ii.

I. BACKGROUND .- '.. .

Several facto S'have' led to concerns'aboUt an NIH grants peer review

r. appeals proces , most notably, perhaps, a portion of the Report of

the House of Reprea-ufietives Giimmittee on -Interstate Foreign

Commerce onthe NatiOnl Cancer Amendments.of 1914. J41 that portion

of the Report dealing with Review'of Gralk Applications and

Contract Projects, the Cbmmittee expressed.the hope that NIH would
take steps to ensure "...a just and proper recourse...to every
unsuccesAtul applicant who Wispes to appeal an adverse decision,",

and also voiced the feeling "...that,, if the preSent appeals medha--

nisms are determined to,be insufeicient, it would be appropriate to
corip.ider the creation of /act independent' appeals process..." (I).-

1

4

p

, Other ,action in the 94th Congress focused more specifically on.an

appeals system for the National Science Foundation. ;,Sdlate Bill .,
S-242; and- House Bill H. R. 9492 botlisuggested-tharNSF "...establish .

-provisions for appellate procedures %ilindependently review...
proposals disapproyed-by the Foundatlin:-.." (Appendix 'I -1 )-. 40hile ,

these two bills failed to be enacted, they presumably had some
'effect on,the NSF directorate, which issued, ,in January 1976 an
--Importantliotice on Reconsideration-of Proposals Declined by NSF

(Appendix 1-2). This Notice aims(to standardize the agency's methods

1 for reconsideration of'pfoposals which have been "declinea;"' a term..... i,-signifying that NSF will provide grant'support n response to

an aeplpication.

i e
"

Most specific -to NIH the Grants,P411 Review Studyteam tasks,

a number of inputs to the GPRST have related to the need for an

impioved NIH_grants'review appeals system. Such opinions have.been
expressed in the three hearings held by the GPRST, have been received_

t in a significant number of letters frowthe-biomedical research .

.coMmunity, and have* appeared in comments on the 4uestionnairefrom,

4

,1

4
,

i`members' of NIH peer, review committees. All of these, comments ocus'

on two broad aspects of an appeals system: -
,

. .
.

ft
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-0 The need to establish a system.where*. an applicant may
challenge the assignmentofman.application'to-an initial

h review group. (TAG) foi evaluation of Scientific merit, and
16 a Bureau, Institute, qr Division (BID) for 'funding
considerations. Applicants have. been concerned regarding

. difficulties 4ith what thet perceive as sinapppopriate
assignments to IRGs which would allow an application tobe
evaluated by reviewers who may not be the best qualified to
do soi or whose members. mignt.have potential biases in relation

to the applicant, institution the prihcipal investigator or

staff,tr the suggested project. ,Applicants sometimes also
questi n:the.assignment to an. awarding unit, or BID, which.,

may hate less potential interest in the proposed project
than another BID. A

o The peed for a System.which will enable an applicant-investi-
gator to receive the total information which was utilized in
.making final recammeridatiohs on. the application, and to have
the opportUnity to challenge 'or rebut.such recommendations.
Applicant-investigators sometimes perceive factual errors in
review, e.g.,;data or information overlooked or not considered .

in the review, or data or statement misinterpreted'by review
groups. Or`they may'question the validity of judgments
regarding the scientific evaluation,b9dget adjustments; or
ethical'or biohazard considerations of proposed projects.

A. Current'Appells Mechanisms ( ndix I-3),

t
44

The present NIH grants peer review systeb includes long-established
and well -tested.mechanisms for haridling these processes regarding
which suggestions have been made for improved handling of disputes
or appeals. These involve the referral process, and the processes
for communications regarding the outcome of-Scientific reviews,
described elsewhere in this report.

1. Referral.211he receipt and assignment of applications involve
several steps-which are crucial and have important. implications
for the application as if moves through the peer review system.
These functions are responsibilities of the Referral Branch. in

the Division of Research Grants (DRG), whose professional staff
is seleCted on the basis of varied and specialized backgrounds
suitable fordetermihing the Ompetencies of IRGs to review 1

'various appliCatiOna, and for identifying appropriate granting
components in light 'a their established areas of program
interest. The primary consideration for IRG assignment is that
the,soientitic methodology described in the application is
best evaluated by eminently.qualified scientists who, themselves,
use or are familiar with the same Methodologies-. Assignment
to a BID derives.from an overall evaluation of the aims stated

k ini the - application and the investigator' statement of the :

sitnifiCance-of the proposed work. .Actual assignments are
based primaiily on goidelines developed by DRG in collaboration
with the

190. 1 {),ti
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2. Communications with'Applicant-ifiVestigatOrsS

Summagistatements relating the essential elements of a review

.
group's.considerations and recommendations are prepared by the

executive secr y of that particular review group. Each

Fir
summary stat

Z.
t follows a standard'format 4n presenting a

set of info loft points describing the application and

explaining and justifying the review'group's recommendations
regarding the pertinent application and includes,a priority f

score which exPiesses,'in numerical terms.;-the group'S assess-

ment of the merits oftthe application: Summary statements
from IRGS are presented to the National Advisory Councils for

the final actions. In fast years, investigator§ requesting
the results, of their reviews have been provided with abstracts,
of the summary statements, usually by the BID program staff

A '
responsible forthe particular applications and projects.

involved. In more recent months, elements of the Privady Act.
of 1914 have led' to the release of summary statements to
those investigators who request them. .

0.

B. Issues
'

Certain questions anti problems have arisen in regard to both the

referral process and communications about summary statements;

which have led to, detailed consideration by the GPRST:..

r

J

1. _Referral Process,

a.' How,cin applicant - investigators'have an input into the
referral process,-in order to influence this process in

a manner which would allow the appropriate 4p4sions to.
tipmade by"NIH, but which would take into consideration
dirOncerns of investigators that their applidations, be

reviewed by groups most appropriate add competent to do

.so?

groups or individual advisors responsible for such reviews,
b.,. How can they:express their concerns regarding certain

who, it'is felt, are biased against the investigator or
against the types of work fr Views suggested in the .

,applicatipn?

c. .How can investigators express their preferences that

certain BIDs and corresponding National. Advisory Councils
consider their applications?

2. Communications ,

,

a. WhatanforMation should be released regarding the outcome

of review groups' deliberations? Sh6.112 priority:scores

be included?
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.: b. How should this.ilhformation'be Communicated, i.e., IN
.

informal, oral communications,lor by complete, weitten
critiques? t 7

.

.s

.c. TO whonrshould the information be released, i.e., to a
. ,principal investigator only,* or to institution officials,

or co-investigators?\-- .
. .

d. When should tudhinformation be released, i.e., immediately
following,an IRG meeting, -or following a Council meeting?

e. Hag can investigators mostexpediently use whatever
informatiorrls released, in formulating' and appealing
elements they feel have "gone wrong" in review of thei'r
applications?

3. General Issues

a. What elements of the review process should be made subject
to appeal?

-

b; What recourse may be had to NIH offiCts outside those
which' are currently responsible for a tions or decisions
which rightly are subjects for appeal'?

Approaches to sane 'of these questions are covered in other portions
of the'GPRST Report. Aspects of these questions involving disputes,
Challenges, or other controversies regatding NIH peer review processes
are considered in this section.

'.II. APPROACHES AN NIHGEANTS PEER REVIEW APPEALS SYSTEM

A. Current Elements of an Appeals System

It must be recognized that current NIH policies and procedures
have been designed to handle certain aspects of the issues listed
Above.06With regard to BID er IRG assignment, for instance,
investigators may, and.often do, suggest that applications be
assigned to certain review groups or to certain BIDs. They may-
Challeng.the competence of the IRGs to which applications hay
been assigned, or may question the ability of specific membersF
of.assigne4 review groups to give pcaTrnendationswithout certain
biases or prejudices against the applicant institution, the
investigatory or the ideas suggested in the application. Such

ocommunications are usually received by and handled within DRG, '

411111, 'which is responsible for the assignment procedures, and sometimes
involve discussion between DRG and the BIbs.

Other procedures are.available to and are practiced by investi-
gators whose applications ate not funded due to the grant peer
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review groups' recommendation either for diSapproval or for approval

at prlority scores which(do not perMit funding. After receiving'

wort of, nor of ah application and of the reasons leading to

such a decision, the investigator may oammunicate further with the

BID whiCh is responsible for both the funding decisidn, and, at

least, the initial communications to the applicant regarding that
decision.' In return, the investigator, but not 'the applicant -

institution, may learn'more,detailed reasons for the recommendation

regarding the application; such information is based on the summary

statement, and may be excerpted from it; or the entire critique-text

may be sent to. the investigator: While such communications are

conducted initially and primarily with the responsible BID; the

investigator occasionally turns to the executive secretary of the_

IPG responsible for the scientific review, to learn more regarding'=-A

the scientifid rationale for the recommendation.

Furnishedwith these comments about the previous scientific reviews,
the investigator is then free to submit a revised application,
incorporating as many changes, as deemed desirable to meet the
critical objections noted in regard to the original application.
Over the past few years, such revised applications have constituted
'approximately ten Percept of the review workload.

B. New Elements ?or a Formalized Grants Review Appeals System.

While designed to handle most disputes arising in connection with

the peer review of grant applications, the procedureS now in force

have certain deficiencies. Basic to most,of these is the fact

that the mechanisms for challenge or appeal are informal, handled

on a person-to-person, ad hoc basis,'without firmly established

NIH policy. This, in turn, leads,to a corollary difficulty in
that the procedures are not widely known, even though NIH has

taken same,steps to provide accessibility of the revised application

process to disappointed applicants Moreover, theffact that

different kinds of disputes-are h4pled more or leps entirely

within the same NIH component, or even the Same office, otiginally

responsible for the assignement or review procedure, has led

many investigators to feel frustrated in their attempts to

seek relief from outside thet component or office.

.4

RECOMMENDATION 1:,

THAT A FORMALIZED NIH GRANTS PEER REVIEW APPEALS SYSTEM BE
ESTABLISHED TO CORRECT op ELIMINATE THE DEFICIENCIES DESCRIBED

MOVE.

This system should have two phases to take into consideratiow
those situatioAsin which the assignment' to. a BID or an IRG- may

be challenged, and those in which elements of the scientific

"review maybe challenged. In each case, the appeal must"be made

by the applicant-:institution (or individual) formally applying'

193
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A

for the grant, although principal investigator may be.
responsible for infoimal communications regarding scientific'
aspects of the appliCation. .While the appeal or dispute must be,
received first by the office responsible for previous actionb,
the new appeals1processes, in both cases, require that other
officials and offices soon enter into-the consideration-and

decision regarding the'arguments proposed by the applicaht and
the investigator.

RECOMMENDATION 2:

;HAT, IN ADDITION TO.IMPROVE*NTS IN CURRENT PROCESSES FOR
RECONSIDERATION OF ASSIGNMENTS OR REVIEWS, CgRTAIN ENTIRELY
NEW MECHANISMS BE ESTABLIShED FOR BOTH TYPES OF' APPEAL TO
HANDLE SITUATIONS WHICH VIAND ACTION OR DECISION OUTSIDE
THE ORIGINAL NIH COMPONENTS AND AT A HIGHER LEVEL.

RECOMMEDATION,2a: 0

..114S# CENTRAL TO THESE NEW MECHANISMS BE THE ESTABLIS OF
. THE.POSITION OF OMBUDSMAN APPOINTED BY THE DIRECTOR,

. Marcy of the responsibflitiet.suggested below for receipt,. t

progessing,. cbordinatibn,. and documentation of deci ions regarding
'appeals of disputei applications, should be assign to the
"Ombudsman." To be-effective, such a wson'must highly

. . experienced with the grants per review system administra-
tively independent of DRG.and 9f the BIDs that'actively operate
the sySieM.

. ;
/

While it is fat that tt might' be most,exped nt .to 'handle

appeals entirely within DRG, at least for certain types of
appeals,.it is recommended that resolution involving DRG and
applicants should require a detached third party. The Ombudsman
should be located in the Office orExtramural Research and
Training (OERT), NIH, and should have the.responsibility and
authority to coordinate the-processing of grant peer review
appeals, at higher levels.

RECOMMENDATION 2b:

...THAT, TO PROVIDE Tt NEEDED HIGH-LEVELS OF REVIEW RELATE1)410
APPEALS, THERE BE TABLISHED:

7/

ra. A. GRANT PEER REVIEW APPEALS BOARD (GRAB), A PERMANENT
COMMITIEE, THE MEMBERS OF WH H WOULD ACT IN MATTERS
CONCERNING ASSIGNMENT OF G APPLICATIONS AND THOSE
INVOLVING RECONSIDERATION SCIENTIFIC REVIEW OF
APPLICATIONSJTable 1).

.

It should be chaired. by Ombudsman, should include two

11.
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'the same review cycle,. If anassignment appealed
after ieview, the applicant, must explain and justify.
Why the appeal was not entered earlier.

.
. .

2.. After receipt of the summarize.ccmments pertaining to
, evaluationof theapplication; an applicInt -institution
may appeal the-evgvetign of the applicaVion if there. is
evidence that invalid judgements, inadequate review, or
factual or admilistrative errors occurred inthe'.
scientific review, Such Appeals may be Maaevin any
situation where the application does not result in .a ,

t , grant awardvNational Advisory Council oe,BOard-program i
or policy recommendations may not be challenged,,however.4,

It.istsfelt that, toa considerable degree, the;propoSed mechandms,
deicribed below, for challenging or appealing assignments or
reviews will accommodate situations covering appeals a disputes,
before and after IRG reView,,and for all unfunded applications,
whether favorably or unfavorably, recommended. It is,also iecog-
nized.that,instruct4ons for applicants must make clear that any
appeal may result in delaysIsuch-that the applicatiOn may be
held'until the succeeding Council round. °Upon initiation of any
appeal action, the pertinent application' would be withdrawn from
any further.-review or processing action pending resolution of
that appeal. A similar delay would apply to.any amended applicf-

'tion,resutmitted while appea of the original application is being
.considered. Further, appeal tif-any portion of a multi-project
application e.g.,-program project or center grant, would require
that the entire application be considered undeeippeal.

TV. MECHANISMS AND PROCEDURES FOR APPEALS CONCERNING AssTcNt4tsrrop
) GRANT APPLICATIONS'

RECCMMENDATION 4:

1. 'THAT MECHANISMS Am PROCEDURES BE ESTABLISHED FOR APPEALS
CONCERNING ASSIGNMENT OFGRANT APPLICATIONS.

,

If not satisfied, upon notification Of an assignbent to an IRG 9r
.BID, the applicant-institution ,must 'proceed as outlined below ,

(with number and letter references to the corresponding lines
and coluMns in_Figure

An application (Line 1A) submitted to the DRG Referral Office (18);.
is assigned to an appropriate IRG and BID (2B). The applicantt
institution or its scientifit representative, the PI, receives
notification of rld,corisiders the assignment (3A). in light of
big/her perceptions of the zfvieii process. -
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the same review cycles If an,assignment is appealed
after .temiew, the applicant, must explain and justify.
Why the appeal was not entered earlier.

,
. ;

.

2., After receipt of the sommarized%coments pertaining_to_
46 ,

" evaluation- of the,application; an applictnt -institution
may appeal the-evgvatign of the application if there is
evidence that invalid judgemehts, inadequate review, or
factual or admirlistrative errors occurred inthe',

. scientifiC review, SuCh gppeals may be Maaewln any
,situation where the application does not result insa ,

- t , grant' awardpNationalAlvisory Council orl3Oard-program ;, ,

or policy recommendations may not be challenged, howeverApt
% /AK .

It,istsfelt that, toa considerable degree, the,proposed mechanOws,
t described below, for challenging or appealing assignments or

reviews will accommodate situations.covering appeals alid disputes,
before and after IRG reView,,and for all unfunded applTbations,

'whether favorably or unfavorably,recommanded. It is also 'recog-
nized.that,instructions for applicants must make clear that any
appeal may result in delays 1.1ch'that the application may be
held'until the succeeding Council round. 'Upon initiation of any '
appeal action, the pertinent application' wou10 be withdrawn from
any further-review or processing action pending resolut.ion of
that appeal. A similar delay would apply to_any amended applic-
'tionresubmitted while appea of the original application is being
considered. Further, appeal SUany portion of a multi-project
application e.g.,.program project or center grant, would require
that the entire application be considered undeeppeal.

TV. MECHANISMS AND PROCEDURES FOR APPEALS CONCERNING ASSI
y GRANT APPLICATIONS.

1 /
RECOMMENDATION 4:

'.'THAT MECHANISM S AND PROCEDURES BE ESTABLISHED FOR APPEALS''
CONCERNING ASSILMDIT OF GRANT APPLICATIONS. .

If not satisfied, upon notification Of an assigninent to an IRG 9r
,BID, the applicant - institution must' as outlined below ,

(with number and letter references to the corresponding lines
-and columns in_Figure 1):

An application (Line 1A) submitted to the DRG Referral Office (1B) ;.

is assigned to an appropriate IRG and BID (2B). The applicant
institution or its scienWit representative, the PI, receives
'notification of and. considers the assignment (3A). in light of
his/her perceptions of the sffieW process. - -
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''If dissatisfied; the applicant may request (4A) that the appli-

cation be assigned to a different BID or IRG, or that specific

reviewers) be excluded from the review, reasons" 6r which must

be detailed. Upon receipt of such a request (4B), the Referral

,
Office decides (5B) oh its validity. This appeal is communicated

to theAssociate Dfrector for Scientific Review, DRG (6B), Tor

his review and concOnse,-47B), This is the-Ifirst step at which

the assignment is 'copsidered at a level Above that where the

decision was made otiginally: Upon receiving a communication

about the DAG decision, the applicant considers 4ei,pction (8A)

and decides either to accept the decision (9A) or to subMit a

further appeal (10A).

If the applicant wishes t continue the appeal, it (indluding

justification) is sent to` the NIH Ombudsman (IOC). The Ombudsman

will form a group, (11C) consisting of himself/herself plus two

members of.the Grants Peer Review Appeals Board (Table 2) who are

from Nui components not involved in the'appeal(12C). is group *c

constitutes the nektehigher level of'appeal regardingShsignments.

These three individuals 'will consult 113Clowith the Executive

SeCretary of the involved IRG (14C), the staff of the BID

kinvolved (15C), and the Referral'Officell6Cybut then, will

reach an independent decisioror the appropriate assignment (17C).

4k. If this decision is to dphold the original assignment ( 18C), this'

is communicated to the applicant institution. There is.no further'

recourse (22A). If, however, it is decid to change, the assign-

ment (19C) this decision is communicated to the applicant and to

the Referral Office, DRG (20B)-which will process the application

as .required by that,decision,(21B). The applicant will have no

further recourse in regard to this revised assignment (22A).

s

PROPOSMECHANISMS AND PROCEDURES FOR APPEALS CONCERNING SCIENTIFIC

REVIEW OF GRANT APPLICATIONS

RECOMMENDATION 5:

THAT MECHANISMS AND PROCEDURES,BE ESTABLISHED FOR APPEALS

CONCERNING SCIENTIFIC REVIEW OF GRANT APPLICATIONS.

An appeal concerning the scientific review 'of a grant application"

will begin only after the PI receives the summarized comments of

the review regarding the application as presented in the summary

statement. Upon consideration of these comments the PI has three

_optiont: (1) to. accept the summarized comments without further

action; (2) to revise the application in response to the

summarized comments and proceed'as described below underNA.,

"Resubmission for Review"; or (3) to invoke the appeals wocess .

as 'described below 'hider B., "Appeal of the 'Scientific Review."

As illustrated in Figure 2,, appeal of the scientific review of

a grant application Starts with issuance by the BID of the ,

197=; ii()
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;summarized comments of the scientific review (1B). Titft- PI

cogpideri 'these reviewicOments.(24) and inay decide, as one
option, to taki nd further action (3A) or, as the other option, ,'
to revise and resubmitlihe application (4A). / '

A. Resubmission for Review
. I

This form of appeal has always been availableto%dr applicant
and currently is used to a.significant extent.

It the application is to'be resubmitted, it should be revised in
response to the summarized comments by the addition of new
tnformation_or other amendments:- Whatever modifications, are made
to the application must be indicated -in a separate'covering letter
accompanying the resubmission. 'This will help reviewers in their
reevaluation ofthe proposal and will alio help pre'ent such-
material frpm.being overlooked. F4ilure to point out these

r Modifications could result in the application being returned with-
out further review.. Suggestions regarding-IRG referral or use of
specific'reviewers may accompany.the remitted application.

All this material and inform tion is suimitted to theRefeirol
Office, DRG (4E which will consider-therdocUments and suggestions
and assign the revised application to an appropriate ma (5B).
The latterWkll review the application during the next appropriate
review cycle (6B), and its recommendations,will be considered
by the appropriate BID Council/Board (7B). If the applicant-
institution, meanwhile, considers either of these two assignments

_ inappropriate, a new assignment may be requested through-the
mechanibm desibed.above in Section,IV.

0

B. Appeal of the scientific Review

If the applicant-institution belieltss there-Were errors in the
original review,'an appeal of the evaluation may be made by
requesting reconsideration of the review, with rebuttal of the
comments (8A). Such a reqUest should be sent to the BID which
issued.the results of the pievious review (8B) and should give
the reasons for the request for reconsideration, butsubmit no --
modifications to the application. The applicant should sutra-E.-7=1y
such information as is appropriate to support this request for re-

,' review, and must initiate the request within' 90 days after the
mailing date of the summarized commentsi and, in any event, not
later than 120 days after the Council/Board meeting.

The BID staff will consider the validity of ibis request for .

reconsideration (9B) and, in this'protess, will consult with-the
appropriate staff of DRGabd the IRG responsibleLfor the initial
scientific review (10B). The BID may accept the validity of the.
request (12B) and ma/ therefore return the materials to the IRG
for rem/Jew in the next cycip (13B) or to_the BID' Council/Board
for its consideration (15B).

'



If howeverthe BIDL.,staff considers the request- for reconsideration .,

invalid (118),,.this decision will be communicated to the institution

(12A), while ;may decide either' to accept (14A).or appeal this

decision (16A). Suchan appeal ahould te'directd to the NIH

,Ombudsman,(16C), giving reasons fcir the request, but again

submitting no modifications to the application, 4s mentioned e

above. .Ibe applicant should submit only such information as is.

appropriate to support this request fdr,rereview, and must

initiate this request withih 20 working days after the bailing

date of the BID communication denying the request for

reconsideration (11B).

The Ombudsman will consult with,tWo members of the GPRAB (17C),

fran NIH components uninvolved in the appeal (18C). This. ad.hoc

group may decide to reject the request as one not falling 7,7077

the jurisdiction-of the peer-weview appeals syitem (19C), ok to

consider the request further , through formation of a Grants

Review Appeals Panel (20C) (see also Table.1). The Panel may

'decide.(21C) to reject the institution!s appeal(22P. Neither

the ad,hoc group's rejection (19C not the GPRAP's rejection (22C)

/ may appealed further by the applicant (21/22A): Th4 Panel

may dec ide, however, that the'applicati deserves further

consideration by an IRG (238) or by an ropriate Counsil/Board

.(24B) act. In d 9 so, the Panel should have

authority _to dec e to what e tent the application was adversely-

affected in the review and to direct the IRG or Council/Board to

reconsider previous actions. The NIH appeal process ends with,

the decision of this Ranel, which is reported to the applicant,

the BID, and to DRG. 1
,

CONCLUSION

A

The Grants Peer Review 4tudy Team believes that these recommended

mechanisms involve both improvements on current procedUres and

suggestidhs for'pew ones. These principles for an Appeals System

will furnish the basis for ne* and improved NIH policy and.

procedures to.handle disputes and should, in turn, help greatly

towards better understandish by and equity eor-members of the

\- broad biomedicalltcientifjc community. ,:
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TABLE 1

GANTS PEER REVIEWAPPEAL GROUPS
,) .

1

,

Grants Peex Review Appeals Board - GPRAB

11.

.Appointed by Associate Director for Extramural ResparCh and Training°(ADERT),NIM

'Members: 1 - BERT - Ombudsman chair
2 20D - permanent
3.- ECEA (BIDs) rctate/aiternate

Executive Secretary - appcanted'by ADERT

?

Gratiti. Peer ReviewAspeals Panel - GPRAP

j )

Selected by Onbudtmah 4

Members: 1 - Ombudsman - chair '

2 - GPRAB 4 CO + 1 BID,
2 - NIffextilemural staff
+ Additional scientific/

as 'required/

from uninvolved )

(ad hoc)
admnistativejpublic consultants,

1

Executive Secretary selected by.Ombudsman

'21

I

4
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FIGURE 1'

\

ACTIONS TO RECONSIDN ASSIGNMENT OF GRANT APPLICATIONS

TO IRG OR$LBID
>

(A)

;

.;
, . (C)
k
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, 'I Submit application ----) Referral Off '

2 Assign. to .1.rtgr .
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.
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13. , .
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15,

16
17

19'
20
21
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4

No

.

, e

Ombudsniam
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Consult 'with

Exec.Secy.+''
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Referral '.Office ,

Ass i gnment. Deci sion

.

No -Change
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Rdferr:al Office
Process as required:
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FIGURE 2 - 4 .

, .
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AAMC Association-of American Medical Colleges

ADAMHA - Alcohol, Drug Abuse, and Mental Health Administration f-

,ADERT - AssoCiate Diiector for Extramural Research and Training

ADSR - Associate. Director fOr Scientific Review

AIBS - American Institute:of Biological Sciences

ARA - Awaiting receipt of application (a file)

-,,Availability Request Clearance

ASH :- Assistant Secretary for Health (ih DHEW)

BHM - Bureau of Health Manpower

BID - Bureaus; Institutes,- Divisions

BMC -.Business Management Consultant

CCC - Comprehensive Cancer Cents

- Code of Federal Regulations

CMO - Committee Management Office(r)

CSRS - Cooperative State Research Service (USDA)

CV - Curriculum vitae

DER - Division of Biomedical and Environseip* Research (ERDA)

D9,3' - Division of Contracts and Grants

D.D.C. 1District Court of 'the District of Columbia;
,

DHEW - Department ofleal,th; Education, and Welfare

.

DMP" - Division of Management Policy

DRG - Division of Research Grants

DRR - Di on of Research Resources

-/)
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ECEA - Executive Committee for Extramural Activitfes

ERDA - Energy Research and Development Administration/

ESPAC - gxecutive Secretaries' Review Activities Comittee

FACA = Federal Advisory ComFittte Act

FDIA4 - Feed Of Information Act I,

/*
F41. - Federal Reg inter

F. Stipp.-- Federal ftppletent

FY 4 Fiscal(Year

' GMAC

GPEAB

- Grants Management Advisory'Committee

Grants Peer- Review Appeals Board* :4rs

GPRAP" - Grants PeersReview Advisor Panel*

GP1391 - Giants Peer Review Team

HEW Department of Health, tion,an&Welfare

HEW-474 -Confidential, Stat meat of EmpioyMent and Financial Int ests
r.

HEW-532 - Request fgti Approval orNoreinees_for Public Advisory.
Commit

HEWlp CD 0300 = Designation for theoffiClal NTH files cone ning grants,
fell9wShips, and cer7tain other types of aw ds

A

H.R.000 House of Representatives Bill
, A

H. Rep. - use Report .

.

:6
.

,

IMPAC Information. for Mana gement, Planning, Analysis? and Coordination;
the Computer-based record-,keeping system of DR

,

J.

IRG Initial Review GrOup
,

MEDLAR - Medical Literature'Analysis and Retrieval System -(of National
Library of Medicine)

----" eleo"

MEDLINE - MEDLARS on-line service

MRC - Medical Research Council .

sit

) i

I
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NAC/B - National Advisory Coun6I/Board

HAS - <National Academyof Sciences

NASA - National Aeronauticd and Space.Administration

NCI - Wional Cancer Instieute

NEI ..- National Eye Institute

7 National-Heart, Lung, and Blood Institute

National Institute on Aging

NIAID - Natioral Institute (of Allergy and Infectious Diseases

e.
NIAMDD - National Institute of Arthritis, MetabolisM, and

Digestive Diseases

,NICHD 1- National Institute of Child Health and Human Development

NIOR - National Institute of Dental Research

NIEHS - National Institute of EnvitOnmental Health Sciences

4PIRS - National Institute of General Medical Sciences
..

,

NIH : - *National Institutes of Health

NIMH 4 - National Institute ofMental Health

NINCDS - National'Institute of Neurological and Communicative

Disorders drd Stroke

NLM - National-Library of Medicine

-NSF. 2 - National SOience Foundation

OCR - Office of Collaborative Research

- Office of the Director, NIH

ERT - Office of Extamurlirearc and Training

OGC - - Office of General Counsel

OLS - Office oflife Sciences (NASA)

ONR =Office of Naval Research

$0.



OPPE - Office of Programkanning and Evaluation

PA - Privacy Act,

PBS Public Health Service

PI - Principal Investigator

1P.L. - Public Law -1

PSAC - Presideies Science. Advisory Committee

PSV - Project Site Visit.

RB - Referral Branch

. PIPA - Request .for Application

MP - Request for Proposal

11

,
Al Ihvestlgator-initiatedJesearch grant application

Statistics and Analysis.BrandE

- Subcommittee on:Businesa Management Practices

if -. Specialized Centers of ResearCh,

,,000 - Senate Bill

S., Reps - Senate Report'

/ Special Initial Review Groups

*r
- Scientific Rev iew,BranCh of the biv is ion .of Research Grants

,;7 - Study Section

SSS - Special Study Section-

U.S.C. - United States Code
. \

USDA = United States Agacuiture:

,VA vetetois AdmipiStraiioA
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Boards, advisory, nomination and selection of, 91.

"Buddy system"
As'a fadtot in\peer review, 49. , .

In selection Of IRG members, 75.
Budgetary considerations

.

' In relationtto review workload,'127.---

In review process, respondente perceptions of, 49. =

Business Management Practices,Subtaimmittee activities, 1, 155.

C

Call for comments, response to, 49. r
Cana , peer review procedures of, 11.'

I
Can dates for IRGs, selection of, 75.
Carter, Grace, report of on citation analysis, 11.

Ceiling proposed for IRG :workloads, 127:

Center grants, review of, 149.
.
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'Chairperson of IRG, nomination of,'75. .

Challenges of assignment by investigators, 187.
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Complex applications,'review of by Special IRGs; 87:

Complexity of research,, as a factor in review workload, 127. -

Composition of IRGs, legal provision for, 109.
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.
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In adv4ory cohlmittees, 109.,

As factor in appointment of employees of "for-profit"
a organizations to IRGs,,103,

In relation to extension of-FACA, 109.
s., to peer review,- 97.

In selection of -Special IRG members, 87.-
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Council

Action
1
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. peer review,-143.
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f it.ole*.of in peer review, 41, 109.
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, -
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i
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-
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.
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Data on on nvmbers of applications reviewed-, 127.
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"Declided" NSF applicatiqns, appeals'mechanism for, 187.
Deferral ofapplication to next review cycle, 177.
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/OW DuNtion of review group meetings, in relation to Iforkload, 127.

Doscription
Ofcurrent per review procedure's, 41.
OE peer review, in relation to public perceptions of system, 49.

'Developmento4 standards and guidelines for peer review, 143.
DHEW, role of in nomination of Council members, 91, and IRG members, W5.
Differences in advisory groups'=perceptions of peer review, 49.
Director, NIH, proposed role of
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In selection and appointment of Council members, 91.

Dipciplines required for IRGs, 75.
Disclosure

Of research information, itrrelation to "sunshine laws," 109.
Of -review deliberations before final action, impact ofy 175.
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'Division of Research Grants,
Founding'of, 11.
Procedures of, in relation to apPeals mechanism; 187.
Role of in review of rant applications, 41.

Documentation of review results, la?.
Dollar expenditures for research, growth in, 1.
Dual priority scores, display of on summary statements, 183.,

Du#1 review,system
Procedures of, 41.
History of, 11.

E

Editorial staff, possible use of, in relation to review woqload, 127.
Effectiveness of peer,review in ,support of research, 49.
Eligibility of employees from "for-profit" organizations, for

IRG membership, 103.
efliott.Committee Report of 1964,'11.

Endorsements of peer review system by respondents, 49. '

Energy Research and Development Administration, peer review procedures
of, 11.

Errors in review, appeals mechanism Against, 187.
ESRAC

Recommendations concerning review workload,
Review of standards and guidelines for peer

Evaluation recommended for propostd new mechanism
IRG Members, 75.

Executive Or4er regarding conflict of interestwon
Executive Seeretaries

.Responsibilities of, with regard to conflict
IRG members, 97.
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Idles of; 41.
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_Exemption's from discldsure under "sunshine" laws, 169.
Upendftures for program projecticentergrants 149: '

Experience of members as ajattor in review, 127.
Expertise,

Balance of on Councils, 91.
Of potential IRG members, documentation of, 75.

Fatigue as'a factor'in review group workload, 127.
Federal Advisory Committee Act

Recommendation against legislative extension of,'09.
In relation to appointment of employees of "for-profit"

organizations to IRGs, 103.
- to review workload, 127.

to SpeCial IRGs, 87.
Role of in wry of peer review, 11.

Feedback as a factor in assignment of priority scores, 183.
;Fiscal aspects of peer review, 155.

Food Chemical Newd, Inc. v. Davis, 109.
"ror-profit" organization e loyees, appointment of to IRGs, 103.
Form r..

HEW 474 '( "Confident a1 tatement of Employment and Financial
Interests"), 75, 97.,103.

.HEW-532 ("Request for ApOtoval of Nddinees for Public Advisory
- CoMmittees"); 75.

Formalized grants appeal system, 187.
.Former IRG members, role of in selectionof new members, 75.
Fountap Committee Report of 1967, 11.
Freedom of Information Act

Public pereeptiOn pf impact_of, iv.

In relation to peer review, recommendation for statutory
amendment of, 109.,

to review workload, 127.
Role of in tiistpry of peer review, 11.

Funding-

Decisions for, approved applications, 41.
.In relation tO dberall NIH decision-making, 47.

to release of summary statements, 177
Funds, availability \,f

In relation to review-workload;127.

to support of innovative research, 1b7.

Geographic distribution
, Of Council membership, 91.

Of IRG membership, 75.
.

..,

.

Government in the Sunshine Act, In relation to peer review, 109.
GPRST'interactions with public, 1, 49.
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Grassetti v. 'Weinberger, et al., 109.
Growth in. recent years of bxtramural grants program,'

Guidelines
'For 'business manageMent practices review, 155:
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H
-. o.- ..

.
.

.

Hizardous procedures, in:relation to review Worklbad, 1276

_Health, in relation to-innovative reafearch, 167. ,

Health Research and Health Services'Amendments, provision'Of Tl appoint-

menti t9 advisory groups, 109. _
_

. .,

Hearings procedures for, 1, 49;
. \.

HEW Form 474 ..

,- ,..

Use of' advisory committees, 97. . .'
...,

In relation to appointment of employees of "for-profit"

organizations to IRGs, 10.3..". .

History of peer review, 11. .
. .
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House of Representatives Committee on Interstate and ForeignsCommeree,

, report of on National Caneer Act, as rel4ted to apeals,'187..

Human subjects, role of in review worpoad; 127..,i, ,

Hygienic Laboratory, founding of, 11.

I

Identification
-"Of innovative research, 167.

Of\possible reviewers by applicalit-investlgator, 75.

Of Standards and guidelines for peer review, 143.

Impact
Of disclosure of review deliberations before'fipal action, 175'.

Of legislative proposals on formation of special IRON, 87.

Of review workload on quality of merit review, 127.

OU7sunshine" laws on peer review, 109.
In-house evaluation of,peer'revi90, GUIRST perceytion of, 1.

Industrial firm consultants and employees, as members'of IRGs, 103.

Initial merit review, impact of review group' worklqad on quality.

of, 127.
Initial Review Groups

Activities of, 41. .0

Appointment of "for;profit" organization employees to, 103.

,Assessment of applications by, legal provision for, 109.

,Orieptation sessions for, 143._
In relation to Nrw decision-makingf 47.'

Selection- of members of,-, 75.

Survey of ,members of, 491'

'Workloads, impact of,on Quality of Merit-review, 127.
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Public perception of need for suppiirt Of, 49.

.161e of peer review in support of, 167..
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0f.1RG membership, 75:
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Instruction and Information MeAorankm on Privacy Act and FOIA, 109.
Integrity of peer review prOcesS, dutside perceptions of, 127.
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Introduction, L .

.

Investigators' responsibilities in support of*Innovati#e-research, 167.
lvitation for service on IRG
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In relation ta confr t of interest, 97: .
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J
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workload; -127.
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Large, grants .."

,,----Review of, 149, 155.
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,

' As source of public concern, 49.
Lay public, interactions-of GPRST with, 49.
Legal - .

Aspects of Peer Review Subcommittee, 1, 109.
. :...CIpsiderations regarding peer review, 109.

...

Oltuirements'Ator Council recommendation of approved applications,-
.
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Respondlibilities of Councils, 41. , '
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. .

Legislation regarding establishment of'Special IRGs, opposition to; y.
Legislative aspects of peer review, 109.
Letters to GPRST; 49. ... 4
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Maintenance of Cauncilsigt full reviewing strength, 91
Minagement, busiPess, in peer review, 155.
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Of adlAeory Councils, selection, nd nomination of, 91.

Of,IRGS-, 41, 75. , ,
in relation to FAA, 109
review of applications from, 137:
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Merit evaluation of grant appliCations, 41.
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impact of workload qn quality
of, 127.

Pubic concern for support of, 49.
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On Special IRGs,. 87.
Reprejlented on nibs, 75. _

Misconceptions concerning peer review, 49.

NASA, peer review procedOedgof, 11.
Nader. v. Baroody, 109_
NAS Committee on Science and Public Policy, 1964 report of, 11.

National Advisory Health Council, formation of, 11.

National Cancer)Act and amendments thereto
Provisions of for peer review, 109.
In relation to appeals mechanism, 187.
Requirements of ior.peer review, 11.

National Cancer Advisory Board, function of,' 91. k

National Cancer Institute
Founding of, 11.

4 Investment of in program project/center grants, 149.
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NIMBI investment in program project, /center grants, 149.

NIDR investment in prograM project/center grants, 149,
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NIH guidelines
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National Library of Medicine, appointment of Bpard members of,
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Appeals mechanism of, 187.
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Beer review procedures of, 11.
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Nod- scientific review of business management aspects in large grants, 155.
"Normalized" priority scores, releaie of, 19; . Jk

Novel ideas, in relation to "sunshine%aps, 109.
Numbers-of applications reviewed, 127.

0

Objectives of peer review, 41.
Office of Management and Budget Issue Paper on peer review, 11.
Office of Naval Research, peer review p;ocedures of, 11.
Ombudsman, recommended appointment of, for, appeals system, 187.

,Open-meeting requirements of current "sunshine" laws, 109.
Orientation sessions

Iffiportance of in quality control of peereer review, 143.
Use of for Councils, 91.

for executive secretaries, 127.
Orthodoxy, preservation of, in relation to Innovative research, 167.
Other Federal peer review systems, 11.
Outcome of grant review, higtory of release of, 177.
Outside business management consultants.in peer review, 155.
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Paraphrase of summary statements, 177. f

Participation of business management consultants in peer reviews 155.,
Pay-line, release of to reviewers, 149.
Peer review system
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Description,of, 41. '

Effectiveness of, 49.

Procedures-of other agencies, 11.
Perceptions, blic; of-peer review system, 49.
Periodic rgIew of'IRG workloads, ,127.
Philosophy of pe review, 41.
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Preface,4iv.
Prejudice in relation to appeals system, 187.
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Preservation of present system of dual review, recommendation,

concerning, 109.
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Priority' scores
Assignment of by IRG FeMbers, 41.
"Normstiiing" of, in relation to review workload, 127.
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,

In relation to, appeals mechanism, 187.
Release of, 109, 183,

: On summary statemqnts,:177.

Privacy'Act
Public perception of impact of, on peeL-review, iv.
In relation to appeals mechanism, 187

to premature disclosure of review deliberations, 175.

to release of -reviewers' opinions, 109.
of summary statements, 177.

to.review.workload, 127.

,Probabiltty of success in assessment of grant applications, 167.
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Procedural changes, in relation to review workload, 127.-
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Of Business Management PaStrces Subcommittee, 155.
Of current peer review system, 41.
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Of GPRST interactions with public, 49.'
'Program project grants, rev1117 of,'149, 155.

Program relevance
In relation to-release of summary statements, 177.'

Role of in review, as perceived by survey respondents, 49.

Separation -of from 'review, 45.
Prohibited activities, with respect to conflict of interest, 97.

Project site visits
Description of, 41.
By Special IRGs, 87:

Protection
Of applicant-investigatore ideas, 109.
Of reviewers' anonymity, 109.

Public
Hearings participants' reaction to release of summary
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Interactions. of GPRST with, 49.
Knowledge about'advisory group meetings, 109.
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of impact of "sunshinejays'-on peer review, 109.,
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Representation on review committees,'recommendation concerning,
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Qualifications of potential IRG members, 75.
Quality

Of applications, in-relation to review of innovative
research,167.

Control in preparation of summary statements, 177. -
Role of peer review in, 143.

Of initial merit review; impact of workload on, 127.
of "sunshine" laws on, -109.

Of research, effectiveness,of peer review in maintenance
of, 49.

Of summary statements, as a factor 'in their release, 177.
Questionnaire

Concerning business management practices in review, 155.
'For survey, design of, 49.

Queuing of applications, as an alternative in-relation to review
workload, 127.
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RFAs, role of in review workload; 127.
Rand Corp.

Study of center giants, 149..
of citation analysis, 11.

"Raw",vs. "normalized" priority scores, 177, 183.
"Reasons letter" as mechanism for'communicating review results to-

applicant - investigator, 177.

Receipt date of applications, in relation to review workload, 127.
Recommendations of GPRST on

Appointment of "for-profit" organization eaployees to.IR4, 103.
Appeals system; 187.

Business management practices in review, 155.
COnflict of interest procedures, 97.
Couhcil member-selection, 91.
Disclosure of review results before fTtal action, 175.
Grants peer review system at NIH,
Innoyative research support,-167.
Initial Review Group member-selection, 71.. '

Legal aspects of peer review,'109.
3

Priority scores, 183. ,

Release of summary statements, 177.
Separation of program and review functions, 45.
Special IRGs, 87.
Standards and guidelines for peer review, 143.
Svmmary of, xix.
Workload of review groins, 127.,

Recolmendations of
Coop Committee, 11.
Councils, 4T.

IRGs, impact of prematureedisclosure of, 175.
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-.....,/
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1.. Wooldridge Committee, 11.
,Reconsideration of'priority scores by IRG, 177. .

of action on grant applications, 187. .

Record systems, in- relation to "sunshine" laws and their impact-
- on peer'review, t09. .
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.

Reducing peer review workload, 127.
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to workload', 127. ' .

"Referral'Guide Related to Study Sections," 75.
Referral arocess

Public concern -for, 49.
.

In relation to, appeals mechanism,'187. ,
,

Release .
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, .
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- Of summary' statement0 to applicant-investigators, 177.

....--- .
in relation to appeals mechanism, 187.

-.Relevance, biomedical, of, grant applications, 41. .

Represeitatiogioca speakers at GPRST,Heettngs; 49.
Requests by applicant-investigators for summary,statements,441, 177.

, Re-review of Oplications, in relation to workloads, 121.
,Research quality, effectiveness of peer review in maintenance of,

49: ..-,, '
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Response .
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research, 167. , '

For determining conflict of,iiiterest, 97.
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. -

'Deliberations, impact,of premature disclosure of, 175
Group members, selection of, 75.

....-
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to,' 103. g .

Process, impact of workload on quality of, 127.
And program functionqo separation 4:4, 45', 149. ,
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/ Re4iewerb
-

.
.
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Of research grant application#, 41. _

Choices of priority scores,, factors affecting, 187.
Revised, applications, in relation to Vorkload, 127.

.
Right ofapplicant-investigators to request summary statements, .

41, 109, 177., .

Rogers Subcommittee Report o 1966, 11.
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6
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"Sdience at the Bicentennial: A report from therresearch-community,"
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Evaluation of grant applications, 41. O?

Membership on Councils, 91i
. Merit review, appeals mechanism for, 187.

Secretary, DREW, role of in selection and nomination of Council members, 91.
Selection

Of Council members, 91.
Of IRG members, 75.

. .

as concern of lay and scientific-public, 49. s

Of Special'IRG members, 67. L
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Self-perpetvation of membership, as a perceived problem on TRGs, 75.
Senate Committee on Labor and Puhlic Welfare,assessment of peer

review by, 109.

Separation of review and programfunctions, 45, 149.
Services related to peer revraw, role of in workload,127.
Short-term use of chartered review groups, in4relation.to workload

127.

Single priority store convention, recommendation for, 183.
Site visijf reports

In ation to premature disclosure, 175.
to review workload, 127:

Site visits, 41.

Special Government employees and conflict of interest, 97.
Special IRGs, selection of members of, 87.
Splitting of existing review groups, in relation to workloads, 127.
Staff

Performance in relation to review workload, 127.
Responsibilities in quality control of peer review, 143.
Study,of review of large grants, 149.

Standards for .review, development of, 143.
Statutory regulations concerning-conflict of interest, 97.

Study of priority scoring system, recommendations for, 183.
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Subcommittee organization of GPRST,
Success, probability of, in assessment of grant applications, 167.
Suggestions
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organizations, 75.

%
From public for changes in peer review system, 49.

Summary recommendations, xix.
Summary statements

Availability of, as public concern, 49.
.Impact of workload on quality of, 127.
Priority scores on, 177. -

Preparation 6f, 41.
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mechanism, 187.

116 laws",
Concern for impact of, 49.

Ahd peer review, 109.
In relatfon to review workload, 127.

Survey
Findings_conCerning review workload, 127.,
Participants, reaction'of to release of summary atatementt, 177. .

Of previjous studies on peer review system, 11.

Responsibilities of IRG members, 75. -,-

Subcommittee procedures, 1, 49;'
Sweden, peer review procedures of, 11.
Switzerland, peer review priFeures bf, 11:°

T

Technical merit eval ion of grant applications, 41.

_Term of appointment
To Councils, /91.

To IRGs, 75."
A'W.rd-party review of appeals, 187.

Timing
As a probfem to setting up Special IRGs, 87.
Of release of summary statements- to applicant - investigators,

177.
with Tespect,to IRG and

COuncil meetings,. 187.

Training, need of in quality control of peer review,Y.43.
Trends in research areas, in relation to review workload, 127.,
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'.United Kingdom, peer review procedures of, 11.
Unconventional research., role of peer review in support of, 167.

. Updating of conflict-of-Intel-est statements, 97.
Use of'businoss management consultants in review4,155.
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Veterans Administration, peer review procedures of,, 11.,
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Washington Research Project.Case, in relation to release of documents,
. ,

' . 109: ,

. Westrate Report of Bureau nf Budget (1966), 11.'
Wooldridge CoMmittee Report of 1965, 11.

,

Women, .

'' Public concern for research support of, 49. -
Selection of for Councils, 91.

for IRGs4.75. .
111

for Special IRGs, 87.
Workload

,

._

IMpaet of on quality of initial-merit review, 127. .

Of review groups, 109'.
as public concern, 49.

St4ff, in relation to release of summary statements, 177.
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Young investigators
Public perception of need for support of, 49.
In relation to innovative research, 167.
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