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Introduction

The NCI is committed to the conduct of impartia, quality peer review of the Intramura Research
Program (IRP) and to the maintenance of an objective review process. The Indtitute Review Office
(IRO), which is organizationdly independent from the NCI-s Center for Cancer Research (CCR) and
the Divison of Cancer Epidemiology and Genetics (DCEG), is responsible for managing the peer
review of the NCI IRP.

DCEG conducts population and family-based research to discover the genetic and environmental
determinants of cancer as well as new gpproaches to cancer prevention through its programs in cancer
epidemiology, genetics, gatigtics, and related areas. An emphasisis placed on collaborative
interdisciplinary gpproaches that apply genomic and other emerging technologies to epidemiologic
dudies. Mgor aress of etiologic investigation include nutritiona factors, environmenta and occupeationa
exposures, genetic susceptibility and gene-environment interactions, pharmacoepidemiology, infectious
agents, radiation exposures, and methodologic research. DCEG is uniquely able to conduct
epidemiologic research projects that are high risk, that need long-term commitments of funding and
scientific saff, that require anationd programmiatic gpproach, that cal for a quick response to emerging
public hedth or scientific issues, that might go unattended by groups without a nationa and internationa
reach, or that require an interdisciplinary strategy fostered by the breadth of expertise and resourcesin
the intramura research programs of NCI and NIH.

The god of the dte vidt processis to provide arigorous scientific review of the research portfolio of
DCEG intramurd scientists and the leadership of the Branch Chiefs. The outcome of these reviews will
assig the Divison and Indtitute Directors in evauating the overdl qudity of the research program. The
dtevigt process ensures that the NCI uses its intramural resources wisaly by supporting research that
has the greatest potentia to make a significant contribution to science, medicine, and public hedth. To
accomplish thisgod, the NCI relies on extramura reviewers with specidized knowledge and expertise
to advise and support the Indtitute in its mission.

Differences Between Intramural and Extramural Review. Thereview of intramurd research
programs differs from the extramura grant review process in anumber of sgnificant ways

1 Intramural reviews are both retrospective and prospective. For senior, tenured Principal
Investigators (PIs), there is a greater emphasis on accomplishments, whereas more emphasis for
new tenure-track PIsis placed on future plans.



1 Unlike extramura scientigts, intramura Pls do not submit competitive grant gpplications for each
of their research sudies. Rather, support is provided for the PI's entire research program. For
DCEG Pls, the focus is on team science that complements individua efforts. Codts for specific
studies and the percent of Pl efforts are provided instead of individua Pl budgets.

! In DCEG, new research projects are proposed as individua concepts that must be approved
by the Divisorrs Senior Advisory Group and the Division Director, before detailed proposas
are prepared and reviewed by a protocol review committee.  In addition, studies that require
new research and development contracts must so seek gpprova from the NCI Executive
Committee and the Board of Scientific Counsdors (BSC).

! Resource alocations across the Division are determined largely by recommendations made to
the Divison Director as aresult of the quadrennid dte visit review process, as well as strategic
prioritiesat NCI and NIH, Congressiona and Departmental mandates, emerging public heath
and policy concerns, and new scientific opportunities.

1 While the entire research portfolio for each Pl isreviewed a the time of the Stevist, each PI
typicaly focuses on higher most important sudies in the Ste vist narrative and ora presentation.

1 The dte visit book write-up and ord presentation have both retrospective and prospective
components. Descriptions of future research plans do not contain an RO1-like leve of detall,
but rather represent a summary of specific ams.

1 Unlike extramura scientists who have the option of submitting amended gpplications, thereis no
such provison for intramura Pisto have their research re-evauated during the site visit cycle
once the BSC has made its find recommendations.

Focus of the Review. Aswith the scientific review of extramura research, intramurd research
programs should be evauated in terms of the significance of the questions being asked, the impact on
thefidd, the ability of the Pl and the Branch to conduct important cutting-edge research that
complements rather than duplicates work in the extramurd research program, and the appropriateness
and innovation of the gpproaches employed. In addition, the PI=s overdl accomplishmentsin the field
and qudifications should be assessed. 1t should be noted that while epidemiologic studies are usudly
conducted as team science, the Ste vist narratives and presentations dlow the reviewers to identify and
evauate the individua contributions of each PI to the collaborative effort. In addition, because
epidemiologic research does not lend itself to the dlocation of individua Pl budgets, the DCEG dte visit
book provides an overall Branch budget aswell asthe cost of individua research sudies. Thelead P
of each study isidentified, aswell as any collaborating Pls who are responsible for individud study
components, thus enabling the reviewers to assess the alocation of resources to PIs across the Branch.
Review Assignments. The BSC members assgned to the Site vist team will review the Branch as a
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whole and the effectiveness of the Branch Chief=s adminidrative performance, scientific leadership,
stewardship of resources, and mentoring abilities. At least two scientific experts will be assgned to
evauate each PI.

Before the Site Visit. Whenever feasble, gpproximately one week following the mail-out of Ste vigt
materids, the Executive Secretary from the IRO may schedule a one hour tel econference with the BSC
dtevigt co-chairs, the ad hoc reviewers, the Divison Director, and immediate staff. The cdl dlowsthe
Divison Director to orient the Site vidit team and answer questions prior to the preparation of Ste visit
critiques drafted in advance of the Ste vist.

The members of the Site visit team should prepare a typed, double-spaced draft report according to the
section headers provided below for each of their review assgnments, and bring a copy on a computer
disk to the gtevigt. One week prior to the Ste vigt, the Executive Secretary will request eectronic
copies of the draft reports from the individua reviewers for subsequent transmission to the Site visit
team. The evening before the Site vist, the Divison Director and immediate saff will meet with the Ste
vidit team to provide an overview and answer questions before the reviewers go into closed session.

At the Site Visit. Each Pl will typicdly give a 20-minute presentation followed by a 25-minute
question-and-answer period. This discussion period should dlow Pisto fully respond to dl mgor
criticisms and questions regarding their work. Inthisregard, it is essentid that dl mgor criticisms and
concerns are raised by the Site visit team and discussed with the Pl After the Branch presentations,
each Pl will dso meet individudly in closed sesson (~15 minutes) with the review team. Sincethe Ste
visit book write-ups and ora presentations are limited in length, this additiond time providesan
important opportunity for further clarification of scientific issues that may have come up earlier or were
rased by the reviewersin executive sesson. The closed sesson dso provides aforum for discussing
other issues such as the scientific environment and adminigtration from the Pi=s perspective.

Following the on-site presentations and the discussions held in executive session, each reviewer will
revise the draft report based on information gained during the Site visit and modify the report as needed
to reflect the consensus opinion of the Site vigit team. It is the responsibility of the primary reviewer for
an assigned component to merge the critique of the secondary reviewer and relevant portions of the
pand discusson into asingle report. At the final executive session (readback), the primary reviewer will
read the modified report for consderation and approva by the ste vist team. At the conclusion of this
sesson, the gtevist Chair will present an ord summary of the review to the Division Director.

After the Site Visit. Thereportswill be edited and compiled by the Executive Secretary, and the
draft verson will be forwarded to al Ste vist team members for fina revisons and approvd. The
finaized report is forwarded to the Division Director for ddivery to the Branch Chief, who then
digtributes relevant sections to the individud Pis. Timely delivery of the Site vigit report to the Branch is
essentid to dlow sufficient time for the individua Pls and Branch Chiefs to prepare responses to the
critiques, and for BSC members to prepare for the presentation and discussion of the Ste vist materids
at the next scheduled Board mesting.



BSC Review. The BSC meets three times ayear to review and make recommendations based on site
vidits that have occurred since the last Board meeting. The BSC members who served on the Ste visit
team, and at least two additional readers from the Board, present the site visit report to the Board
members along with the Pl and Branch responses. The BSC is responsible for making final resource
recommendations for the individual PlIs and for the Branch asawhole. Based on their assessment, the
overal recommendation will be either to continue, to expand, or to reduce the current leve of
resources. If expangon isrecommended, the BSC may indicate whether thiswould apply only if
additiona resources were to be made available to the Branch or whether an expansion is warranted a
the expense of other Branch components or investigatorsin times of flat or reduced budgets. If
sgnificant problems with the research portfolio are identified, the BSC may indicate whether an interim,
two-year re-review of the Pl=s research program is warranted or whether the research program should
be closed.

BSC recommendations are a mgjor determinant of subsequent Division, Branch, and Pl resource
dlocations, including funding, staffing, promotion, and tenure decisons. Although implementation of the
BSC recommendations is a the discretion of the Division Director, al actions taken in response to these
recommendations are presented by the Director at the next scheduled BSC meeting.

Organization of the Site Visit Report

The gte vigt report will bein the form of narrative eva uations for the Branch and for each PI, and
organized as ddlineated below. Please note that the Overviews submitted in the site visit book by
the Branch Chief and individual PIswill be inserted verbatim by review staff in the site visit
report as an introduction to each of the sections. Reviewers need not modify nor reiterate the
descriptive material in these Overviews.

I. SiteVisit Report for Individual Pls

The site vigit report should evauate the mgor areas within the Pizs research portfolio and provide an
overal assessment of hisher scientific accomplishments. For tenure-track PIs, the Site vigit team should
aso evduate the invedtigator-s progress toward achieving tenure.

A. Tenured Investigators

Scientific Evaluation

Assess the research contributions of the tenured P, and indicate whether significant progress has been
made since thelast review. The assessment should address the quality of the research and research
questions being asked, the impact of these contributions, and the gppropriateness of the methods and
gpproaches. Evduate the quality, design, and management of epidemiologic, clinica, and laboratory
protocols, where gpplicable, taking the following factors into consideration:

! Significance/l mpact on the Field: Comment on whether the studies address Sgnificant
scientific questions relevant to cancer. Has the investigator=s past research had a major
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impact on the concepts that drive the field? |Is there evidence of impact on clinical
practice or public hedth?

Qualifications: Evauate the qudifications of the Pl to conduct the current and/or
proposed studies.

Approach: Assess whether the conceptud framework, experimental design, methods, and
analyses of both past and proposed research studies are/were well- devel oped,
wedl-integrated, and appropriate to the aims of the project. Were/are the ams of the
studies achieved/achievable? Were/are the problems or potentia problems identified and
adequately addressed?

Innovation: Comment on the creetivity and origindity of the research. Doesit chdlenge
exising paradigms? |sthe research developing, or does it show promise for developing
nove techniques or methods? Do the sudiesinclude high-risk, high-impact projects that
may be difficult to carry out in the extramura research program? Do the studies
complement rather than duplicate extramural research?

Resour ce Utilization: Examine whether there is an gppropriate level of resource
alocation for the current and proposed research efforts.

Environment: Determine whether the P istaking full advantage of the NCI and NIH
milieu by developing productive collaborations with other Pls across the Branch,
Divigon, Inditute, the NIH, and/or the extramural community. Evauate the Plzsralein
interdisciplinary, team-based science and whether he/she is teking full advantage of the
opportunitiesin these areas. Assess whether the Pl is actively involved in NCI faculties
and working groups and/or NIH-wide interest groups.

Future Resear ch Plans. Discuss the strengths and weaknesses of future research
plans, including an assessment of the quaity of the proposed research, and the potentia
scientific, clinica, and public hedth impact of the work. Although the likelihood of
success of some high-risk studies may be difficult to judge, meritorious hightrisk
proposdsthat could be difficult to carry out in the extramura community are
encouraged. Your review should be shaped by the Pi=s ability to identify key research
gods and to outline a suitable gpproach for reaching these gods.

Productivity: Assessthe Pl=soverdl level of research productivity, taking into account
the time devoted to adminigrative or service responghilities.

Training/Mentoring: Address whether the Pl istraining and mentoring junior members
in his’her research program, and comment on the quality and success of these efforts.



Rating Criteriafor Tenured Investigators

As outlined below, rating criteria should be used to indicate the level of scientific enthusiasm for the mgjor
areas within the PI=s research portfolio as well asto assign an overdl assessment of hisher scientific
accomplishments. The suggested descriptors include Outstanding, Excellent, Good, Borderline, and Not
Compstitive. Also included are examples to distinguish among the various rating criteria. These examples
are optiond, and may be used or not at the reviewers: discretion when determining the level of scientific
enthusiasm. If, in the course of the review, sgnificant problems with the research portfolio are identified,
indicate whether there should be an interim, two-year re-review of the PI=s research program.

Outstanding:

+ + + *h BB +

Studies are world class, of exceptiona qudity, highly innovative and cregtive, and characterized
by new idess, approaches, discoveries, and paradigms that open lines of further inquiry.

Studies have an important scientific, clinical, and/or public heglth impact.

Thereis clear evidence of digtinct intellectua leadership in collaborative research efforts.

Severd publications Snce the lagt Ste vigt arein high-impact journds, including leading specidty
journals.

Thereis evidence of nationd/internationd recognition and leadership in the field, including invited
lectures and memberships on editorid boards.

Significant honors and awards have been bestowed or there has been dection to scientific
societies.

Success in training and mentoring junior colleagues at dl levelsis evident by their professiond
progress, competitive funding, and/or publications.

Excdlent:

AR AQO PR &+ *B B

Studies are origind and well designed, with aclear scientific, dinica, and/or public hedth impact.
Demondtration of intellectua contributions to collaborative research efforts.

The number and qudity of publications Snce the last Site visit demondrates sustained productivity,
with papers published in mgor journds, including gppropriate pecidty journds.

Evidence of nationd/internationd recognition and leadership, including invited lectures and
membership on editorid boards.

Success in training and mentoring junior colleagues.

Well-designed studies, some of which are considered to be innovative.
Reasonable contributions to the research teans efforts.

A number of publications since the last Site vist.

Demondrated recognition at the nationd level.

Some evidence of successful mentoring of junior colleagues.



Borderline:

Some wedll-designed studies, but others gppear to be poorly conceived.

Limited contributions to collaborative research efforts.

Moderate-to-little productivity, with rdatively few first, second, or last authorships snce the last
gtevigt.

Limited evidence of anaiond reputation.

Limited successin mentoring junior colleagues.

A & *B BB

Not Competitive:

Studies are consgtently of poor design and not well thought out.

No clear contribution to the collaborative research efforts and no demondtration of collegid
working relationships with scientific peers.

Few or no publications Snce the last Ste vist.

Little evidence of a nationa reputation, with few or no invited lectures.

No success in mentoring junior colleagues.

*h BB A &

B. Tenure-Track Investigators

Scientific Evaluation

The stientific evauation of tenure-track Plsis smilar to that for tenured Pis, except as noted. The
assessment should address the major areas within the PI=s research portfolio, with specid attentionto the
qudity of the research and the research questions being asked, the impact of these contributions, and the
appropriateness of the methods and approaches. Greater emphasis should be placed on eva uating the
tenure-track Pl=s proposed future plans than would be the case when reviewing the portfolio of amore
established tenured investigator.

Rating Criteriafor Tenure-Track Investigators

Site vigitors are strongly encouraged to provide descriptive assessments of tenure-track investigators. The
use of the tenured P! rating criteria of Outstanding, Excellent, Good, Borderline, and Not Compstitive is
optiona, and if employed, should only be assigned in a manner that is gppropriate for the tenure-track
Pl=slevel of career development. Therefore, atenure-track Pl could be ranked as Outstanding or
Excdlent based on their accomplishments to date, despite not yet having achieved the level of internationa
recognition and scientific leadership that would be expected of atenured PI.

Progresson Tenure Track

The Ste vist team should review the source and qudity of the mentoring for each tenure-track PI. They
should evauate whether the PI=s accomplishments merit continuation on tenure track, and should also
comment on the PI=s progress toward meeting the NIH criteriafor tenure. These include: quality and
creativity of research; origindity and impact of scientific contributions to a specific field and to biomedical
research more generdly; scientific independence and intellectud contributions to collaboreative research
projects, productivity relative to resources; nationd and internationd recognition and leadership;
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mentorship abilities and activities; ethicd standards and integrity in directing and conducting research; and
NIH citizenship and collegidity.

As part of this assessment, the Site visit team should indicate whether they believe that the Pi=sresearch
trgectory is condstent with the expectation that he/she will be proposed for tenure when appropriate.

For investigators with sufficiently developed programs, site visitors may indicate whether the investigator is
ready to be consdered for tenure, or islikely to be ready after an additiond 1-2 years.

The Ste vist team may aso suggest specific areas where improvementsin the tenure-track Pl=s
performance are warranted or note if there isaneed for an interim, two-year re-review of the Pl=s
research program. In addition, if the scientific evauation indicates thet it is unlikely that the PI will ever
reech the level of accomplishment necessary to achieve tenure, the Site visit team can recommend closure
of the program and remova of the Pl from the tenure track.

II. SiteVisit Report for the Branch

The Branch is comparable to a universty Department. The Branch Chief servesin an adminigraive role
smilar to that of Department Chair, and the Pls are independent investigators relative to tenured or
tenure-track gppointments within a Department. PIswithin successful Branches share common scientific
interests and benefit from the intellectud synergy created as the result of their association in that
organizationd unit. The Ste vist report for the Branch should include an evduation of the qudity and
impact of the overal research program and an assessment of the Branch Chief's effectivenessas an
adminigtrator, sleward of resources, scientific leader, and mentor.

A. Scientific Evaluation of the Overall Branch Program

! Provide an evauation of the overall success and qudity of the Branch research program,
covering characterigtics such as the size and focus of the program, integration of and
synergy between the specific research efforts, productivity resulting from collaborations
between PIs within the Branch and across the Division and Indtitute, the appropriateness
of Branch contract and CRADA arrangements, if applicable, and the Pls usage of these
support mechanisms. The progress of individua Pls need not be addressed here.

Assess plans for mgjor programmatic changes, e.g., recruitment of new Pls or changesin
scope or direction of the research program, taking into consderation whether the
proposed changes will or will not strengthen or complement existing research aress,
identify and exploit new research opportunities, or otherwise add vaue to the
programmeatic misson of the Branch, Divison, and Inditute,



B. Scientific and Administrative Evaluation of the Branch Chief

Evauate the scientific leadership of the Branch Chief aswell as hisher ability to provide
adimulating scientific environment for the Branch members, and to identify promising
new research opportunities. Discuss whether there is evidence of strategic planning or
priority setting to achieve long-range scientific gods.

Assess the mentoring skills of the Branch Chief.  Discuss whether the mentoring of junior
investigators, including tenure-track Pis and fellows, follows awell-structured approach,
and review how well the Chief has supported their career development.

Evauate the Branch Chief:s management sKills, taking into consideration whether the
Branch functions as an efficient and productive unit. If new saff were sought since the
last review, how effective was the Branch Chief in recruitment? If there are collaborative
research efforts with outsde investigators, or if technology transfer or trandationa
activities have been established, do these efforts run smoothly and efficiently?

Assess stlewardship of resources across the Branch. Are resources alocated equitably
and appropriately to PIs based on the scientific merit of the proposals? Doesthe
alocation of resources by the Branch Chief encourage scientific independence and
productivity of the Plswhile fostering collaborative arrangements?

Assess whether the key components of the Branchrs operation are productively
integrated into the Branch as awhole and into related programs of the Divison and
Ingtitute.

Evduate the utilization of core facilities and other service/support contracts based on the
need and quality of their service. Address the number of researchers served by these
resources, whether state- of-the-art procedures are used; the appropriateness and
effectiveness of facility/contract support staff; quaity control measures developed by
Branch gaff; evauation of cost effectiveness; resource management and accountability;
and whether significant scientific contributions are commensurate with the availability and
use of these resources.



