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Executive Summary

NCI V) % D3 AHEH O PDCA OBLKE | F#Z PD/PO D372 L TV ST O S HiE T 57
® NCI Rockville 1= C,NIH CSR (Center for Scientific Review) > SRO (Scientific Review Officer)
&, NCI CTEP @ PD (Program Director) ##hfl L7z, 7Zzds, NIH @ PD X AMED @ PO [ZfH
95, NCI 2T 100 A0 PD Z#HE L, PD —A¥720 40-60 AD PI ZHE L TW5 EEZZ b
5 (4/3/2015, RHEHEAEL V), SEIOMEOFPHNG, LLTFORRHE 2 B

NIH/NCI OWF5ER#E O ERIE RO1 %D bottom-up %! [Grants] TH Y, JHOEWHEE O AR Y
VAT E AN a VERTH Y e b HORH - EREO=—XIZHELEY L
TN D, [AIEFC, 88 L7 peer review 3 AT A L O WFZED B DOfElk & AME R Z FEH L T2,

Bottom-up BIDOHFSE (Grants) (X9 5 post-award 7' v ¥ =7 h=3x P A MZBWTIE, PD
VRERA - AEER TR <L BRI IREE (PD ol b, BALO mentor & LTOEEFIZ R LT
W5, PD iE Grant O HESIC Y72 o C PL OFERICTER YD | EE O ZBFEC B\ Cribrgestm 2 NIH
DAEMFGERT - 22 # — OEICHBT 208, HEOHERIIR > Chigy, BRI F O PDCA b,
PI |38 P 3242 - mentoring 7 A & L TiTbh b, WG TEZ, El—7—< T Grant
DEFCTEDLNE DI PRE =L 5D PDCA L7225 T3,

SENIERFEER PD O 7 U 7 ThHo/zZ &, mentorship HULOTEENL, PD OEMEIZ b KT
THEEZLNDZ L0 D, D PD, FrlCEHER - BRIETIZEE PD OFE LS. METH D,

NIH/NCI @ & 9 top-down #7298 & L C RFA (Request for Application). Contracts, Office of
NIH Director |2 & % Common Fund &332 EHfE Lz, Z D55 RFA IZWFEEOEREE LTIk
Grants X° Cooperative Agreement & &4, tLEZHY PD OERIDFBICEE-DE | NIH OAMFFEFT -

o S — DB ORRE B TEE ST BT, TAE DA AMFZE 10 DMEENIE D K 5 72HA8ke0
REVFAAE LTI R 2o, A E, Contracts<° CF IZB L COFORAEIXTE 2o T,

LT, pre- KW post-award B CRBWNT, AFEEZ T, B TOHAFCEETHEL, THIZHE
D 2R COEFPEPAEN TN D RBAIRETH o7, KEPRELOEFOTTH, HOEWHF
FERFRSEL D LT DENRRTRNLD,

LU 6, JST CRDS @ 2014 S 0i#fEE INIH Z2H0MCARBHKEDT A 7V A = A - FER
EENFICBREEIR ] AR T 5. EOMRE O KNGO fiEEC, B - EMRSE LR T
DD TOLERERR - AR OMLEMIC T AR HARNEH%, HH &N,

4 [E], intramural research IZFHERZ Th o720, NCICTEP OWFEE O, & U A7 O Z
. EADOHZEE L EEAT D Grant IZEFTRE T34 <, NCI @ intramural research OfF
MTHD EDORFER BN ENTWIZOITHISRE Th o 7=,

Bottom-up BIFsE 2 FARE LT Y, Farekl EHRFFOFME) ZEHR L., TZIEHLTND,
fiE> T PDCA OEARIY, HHEKETHRIZ, BB COWIEIME: (Grant FH) B TX D0 E S,

PR R IEMIDNTF = v 7 OB E ORERFIITP Y. T L5 mentorship 8972 (& 2 WIE/ERIC
X DMREE DL D) PIIERICHT 5,

FricRRERRER! (RFA %) BRge-o, Eff - BRERROFTIEERIR D PD/PDCA (2 oW T, KELSOHIZ
BHT, SORIFEPLETH D,
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Syed Quadri, PhD

Chief, Oncology Translational Clinical IRG
Center for Scientific Review, NIH

6701 Rockledge Dr, Rm 6210

Bethesda, MD 20892

Phone: 301 435-1211

http://public.csr.nih.gov/StudySections/Integrated Review Groups/OTCIRG/Pages/default.aspx
HEEF5E4E, MD, PhD

Senior Investigator
Investigational Drug Branch (IDB)
Cancer Therapy Evaluation Program (CTEP)

http://ctep.cancer.gov/branches/idb/bios/takebe.htm

#3/24/2015 12, REEELV FEWVANABEBER I AV 2 W0WEFEWE, [TNlE<w—27 LThAa A
v EBRENTH L, AEIOFRIYER -4 B OFHA & En - REZOEAZBINER~DEx R &
REEADHRAEL LT, £<EZbNRWVEE Tho, BB L T4,

William Timmer, PhD

Clinical Grants and Contracts Branch (CGCB)
Cancer Therapy Evaluation Program (CTEP)

timmerw@mail.nih.gov

http://ctep.cancer.gov/branches/cgeb/bios/timmer.htm
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Major Question Points
1. How does NCI operate PDCA (Plan-Do-Check-Act) cycle in the NCI-funded research?

2. What is the role of PD (Program Director), PO (if any) and SRA (Scientific Review
Administrator)?

...according to the following categories:

A) Pre-award (e.g. fund allocation strategy among various research fields and cancer sites,
research theme settings, review and selection) vs. post-award (project management, report and

evaluation)
B) Intra- vs. extra-mural research
C) Basic/ exploratory vs. clinical research

*It may be difficult to run the PDCA cycle for the exploratory, creative studies, which are often
found in the basic research. Does the NCI/Division change the way they run PDCA depending
on the characteristics of research fields such as basic research, translational research and

clinical trial?

D) Bottom-up vs. top-down (project or contract-type) research
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[F1]

Intra-
Extra-mural
mural
L . s Basic and Physiological )
Divisions of Neuroscience, Behavioral and . Translational
Integrative and .
CSR (whole Development Population ) ] ) and Clinical
: Biological Pathological .
NIH) and Aging S . Sciences
Scierdes ciences Sciences
Bottom-up | Dol CoR NI
Top-down
Pre-award | . RFA (incl.
Cooperative
Agreements)
Bottom-up
Top-down
Post-award
- RFA
+ Contract

$NCI @ Grants OFFE - BE - #EFOFIREITHRTETES :
http://www.cancer.gov/grants-training/grants-process

*Dr. Timmer X V., J&E%. "The Role of Program Director"® A7 A K& W=7z (#114-124),

Pre-award [TDUWNT :

F & LT Dr. Quadri 5B EZIT =, £D#%., Dr. Timmer OFHAIZHEEN TV 2, Dr. Quadri
X NIH @ 27 O#FFFT - & > # — (Institutes and Center) M H T, #4& _Eix NCI & 1.5 CSR (Center
for Scientific Review) I[ZFTB L (VILED R Z A F#6), extra-mural funding #REZ /=721 3
Centers ®—2>TH 5 (i 2 21X CC & CIT),

Dr. Quadri & CSR @ Division of Translational and Clinical Sciences @ H @ Oncology Translational
and Clinical Integrated Review Group #19) ® Chief TH 543, CSR IZ X % peer review system
SEROFBAE LTz, DWW T Dr. Timmer X NCI @ CTEP @ Program Director TH Y, %
DEFED—ERIZ 1L Pre-award SR DEEIZEE D 25508 5 o Tz, MH DA Z A L. NCI @ extra-mural
funding [T S - EAIXTRICE Lz, 2B, NIH/NCI 28175 PD 28, HAD AMED THEEL
TWd POICHET D LEZLDNI,




1) NCI o4&, FY2013 budget 13$4,789B ., D 41.8%» RPG (Research Project Grants) T
HD #62,63), RPG DEARITL bottom-up & Grant TH Y. RPG @ 59.1%7% RO1, 11.6%%3 P01 T
5 (P01 1% established senior investigator |2 & 2 B2 Z MR ERME T, EHICES D%
&), RO1 OERIIEBERE MM 250,000U8D T 3 £/, MUiklisk & DZEEEK (applicant 1
BRI\ IIMERR) 12XV Z Offlic MEERE NS bIL S, 4 500,000USD OHEE S R REE D312 Y
1L\ & 9 C, Dr. Timmer iFERICEID 2N ED T &,

MNIH BT 2 E D 2 — F (activity code) [ DWTIEI TR THRETE 5
httpi//grants.nih.gov/grants/funding/funding program.htm

2) CSR 1% NIH @ extra-mural fund O3 70%D—KEEFITH #7, 12), FOXIEIT RO1ICRE
=35 bottom-up (investigator-initiated) "Grant"TH 5,

3) Bottom-up B! DEEIT 2 BFEC, —KkEE % CSR 037V, “REEZF D Grant @ funding 2
W LJpd NIH OFHFERT (Institute) « £ Z —23T 5, BKEIREIL NIH OEHFFERT - o ¥ —0
Director TH5 #7,8),

4) CSR IZRBIT 25EX peer review TH V. Scientific Merit Z#HE T 5, _IKFEEIL NIH O&HF
FHT - B F BT, ThENRD Mission & D&% - BEZFHNT 5,

5) BEOEMAKR vz A #24-51) %, CSR @ Referral Officer NE ¢, MIEEIGEHFFEORN
BaHW L, %475 NIH OBERT - 24 —%BE, SHICHA RIA 26> THEISE LW IRG
(Integrated Review Group) &% L. IRG DF—7 & Scientific Review Officers (SROs) 3D k.
BFE MY T 5 Study Section (scientific review group, SRG)ERET B, HFEARICL - TIEER
DEMMEERETHHEHD Study Section NEEZHYTIHERH 5, Study Section &M T 5
reviewer I YT OMALBFICB W TEMEDOE WIFEE (regular member # 12-22 4 &
temporary reviewers) T b, 1-2 H D Study Section T, ¥ 70-100 D EFFEEL FE T 5 #36),

Study Section DERICIFR ONT-RFE CTEEERBER TV B EJBANKD 6D #32),

Study Section D#ETIL http//www.csr.nih.gov/video/video.asp CTHEE T & B (##E Study Section),

6) CSR 28T 5 peer review DiRA 2 Md#40 @ 5 = (KU¥44)), B, O significance, @
Investigator(s), @ Innovation, @ Approach, ® Environment T ¥, Innovation NEH SN 5,

7) Peer Review OFEFRILZ= A hofli, Ra7{bE&i #41), NCI 0fA, BEOTFE L BFEHT
i, EOL 9% TR NIEIEFESE (hard payline). 10-15%2° soft payline £ 729 (#70). NCI ® SPL
(Senior/Scientific Project Leaders : NCI Director & 7 Division Directors) #55) 23 E&KHEET 5,

8) Peer review system {3 NIH 233 5 KEER DO TH D #13), Study Section @ Reviewer (Zi&
oz Lick v, B 6D NIH grant BEEOSEBIC/2 A M, OFEFHIEITE OFEIELD top scientist
CEEMVEIIENTED, QXRAMRAEDORME 2D AREHE D, Qprestigious TH D &
acknowledge 15,

9) E X peer reviewer # IR L, Review Meeting ZZIEMIEE 5D CSREE TH D SRO @
BEERRE #24,25), FECFERELE TIHAE 2 EERBEL #28), 8 DDEELZEEL T
Study Section @ reviewer & U CHIR LWFEE ZBIRT 5 #27), SRO IFHFEDOHERTF = v 7
I EEITV, PL & bl LS55, scientific merit review 123 < F T% Peer Reviewer 23T 9,

10) SRO ICITEBABIE ESA B\ TW5 (#26),
11) Preraward (238173 NCI @ PD OAEIIETHFENORFZFEOCHE~OIICIZIEE D



(#57,78,118), DWW TERE 6) @ soft payline DFREREIZX L Cik PD 225 PILICERKE 2 B> T, SPL
ICHEHEED LT — 3 UE1TH (#79,118), Re-submission DAEFKHITH (#106,122),

SCHEERTOMRITER R 5 O TRV EDERNICH LT, Dr. Timmer D M i ERAIC
FERaER (P3 k<. #107) THY., FHUFEOEITH2WEDZ & (HFED 1 cycle i 3-4 4
RE), BB THNITE - EHERIIZ RAFEENH Y, ofEED PD o7V 7
ME L Bbhiz,

MNCI 2KD PD D ABOIEFEREENIR Y72 B b o 1208 RERSEA b OHEFE (4/3/3015) T,
100 A PD ZHEL., PD—AY7/7~D 40-60 AOPI Z#HY L TWAEEZ BRD,

12) T7bb, BEERFRA L NI Preraward IZ2BWT, PDIZPLANIED Z & #78), FHEFRTOFE
P soft payline D SPL ~D7 VT — a2y, PD X PLANCEBY, 472t Dr
Timmer DAL My PI"EE 5 < 5D mentorship ZRMAEL T3, FD7d, HBEM (peer
reviewer 22 & | #11% manage 3% CSR F&E @ SRO (Scientific Review Officer)) & #f%EE (PI)
CHIBHAREICOBES LTV T, PD ISR R IRE T DB RHEITR= 20,

13) NIH O#FFEE OFEAT bottomup B TH Y . NCI HFIFTIETZR0,

XWhy do some cancer types or areas of research receive more or less than others?
http//www.cancer.gov/cancertopics/factsheet/NCl/research-funding

For any given fiscal year, NCI does not make funding decisions based on predetermined targets
for a specific disease area or research category.

Rather, the Institute relies heavily on scientific peer review, in which highly trained outside
sclentists review research proposals and judge them on factors such as scientific merit,
potential impact, and likelihood of success. Research proposals are also further evaluated by
NCI leadership to consider additional factors such as public health significance, scientific
novelty, and overall representation of the research topic within the NCI portfolio. In some cases,
the National Cancer Advisory Board also reviews the NCI research funding recommendations.

This intensive approach ensures that NCI supports the best science aligned with its mission.
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National Institutes of Health

Much of the
biomedical research
in the United States
is supported by the
Federal
Government,
primarily the
National Institutes
of Health (NIH)
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National Institutes of Health

NIH . .. Turning Discovery Into Health

NIH’s mission is to seek fundamental knowledge
about the nature and behavior of living systems
and the application of that knowledge to
enhance health, lengthen life, and reduce illness

and disability.

NIH achieves its mission largely through awarding
research grants based upon peer review of applications
from extramural scientists

Center for
Scientific Review
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NIH Extramural & Intramural Funding
FY 2014 Enacted: $30.2 Billion

Spending
at NIH
— $3.4 B Intramural Research
$56.8B — $1.5 B Research Management & Support
199% — $0.9 B Buildings and Facilities, Other

Spending Outside NIH — Supports over 300,000 Scientists &
$244 B Research Personnel

— Supports over 2,500 Institutions
81%

Center for
Scientific Review

Research Proposal Could Be Funded by One of 24 NIH
Institutes or Centers

Office of the Director
National institute N

National Institute Nationalinstitute Hatlonalrstitute of Arthritls and National Cancer AEumce _Kennedy "

onAgin onAlcohal Abuse ol Allergy and Musculoskeletal Institute stiriger Naligrial instfute

ging and Alcoholism Infectious Diseases and Skin Disea of Child Health and
nu SKinRiseases Human Development
Natlonal institute on Natlonal Institute National Institute National Institute
Deafness and Other of Dentaland of Diabetesand National Institute of Environmental National Eye

Communication Craniofacial Digestiveand on Drug Abuse Health Sciences Institute

Disorders Research Kidney Diseases

: National Institute

National Institute NationalHeart, National Human National Institute of Neurological National Institute

of General Lung,and Blood Genome Research
Medical Sciences Institute Institute of MentalHealth Disorders and of Nursing Research

Stroke
National Institute of I of?:i?:;ll ec': :;gty JohnE. Fogarty National Center National Library National Institute on
BiomedicalImaging and Integrative International for Advancing of Medicine Minority Health and
and Bioengineering Health Center Translational Research Health Disparities
1
Centerfor
Clinical Center Information
Technology
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NIH Peer Review System for Grant Applications

First Level of Review

Scientific Review Group
(Study Section)

Second Level of Review
NIH Institute/Center Council

Center for
Scientific Review

Review Process for a Research Grant

l National Institutes of Health l

Research School or Other
Grant Application Research Center

Initiates /

Research Idea  Submits Application

oy J

Allocates Funds

Hl |
Conducts

Research

b fow Ry 1T > PR B J
L Senter 1or scientinc keview, |

Assigns to IC & | IRG/Study Section

Reviews for | Scientific Merit

Institute

Relevance

Evaluates for

Advisory Councils and Boards

Recommends | Action

Institute Director H

Takes Final Action

Center for
Scientific Review
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Overall Timeframe from Submission to Award

There are three main overlapping cycles per year

Jan | Feb| Mar|Apr | May|Jun | Jul |Aug |Sep|Oct {Nov | Dec |Jan | Feb | Mar [Apr | May|Jun | Jul

_ Award
} — - Award

http://grants1.nih.gov/grants/funding/submissionschedule.htm

Center for Scientific Review (CSR)

Center for
Scientific Review

Center for
Scientific Review
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CSR Mission

To see that NIH grant applications receive fair,
independent, expert, and timely reviews — free from
inappropriate influences — so NIH can fund the most
promising research.

Center for
Scientific Review

Center for Scientific Review

- Serves as central receipt point for grant applications
submitted to NIH and some other DHHS agencies

- Assigns applications to CSR review groups/study
sections or Institute scientific review groups

- Assigns applications to NIH Institute(s)/Center(s) as
potential funding component(s)

» Conducts initial scientific merit review of most
research applications submitted to the NIH in about 240
Study Sections and regularly recurring Special Emphasis
Panels; CSR reviewed 70% of NIH grant applications in
2014

Center for
Scientific Review
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