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Trend in RPGs funded

E-1
Ressarch Project Grants Number of Awards
Fiscal Years 2002-2012

*Inciudes Small Business iInnovation Research and Small Business Technology Tmnsfer Awards

3984 3980 3,997
3877 3791
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Funding of RPGs

RO1 X 10-1
P01
Uo1
R21
R33

2003 2004 2005 2006 2007 2008 2009 2010 2011 2012




Y 2011 Funded Grants

T1/2 RO1s: 1stto 7t percentile:
8 to 15 % plus:
Other RPGs:
Total:

National Cancer Institute
FY 2011
Actual Obligations by Mechanism
$5.058
(dollars in Millions)

Cancer Centers,
_,$278.3

/ SPOREs,
/ _$121.9
/ / Other
rd P50s/P20s,
P $35.2

Other
Specialized
Centers, $162.7

Research Career
Program, $73.6

\ Clinical
Cooperative

Groups, $243.9




Second [Level Evaluation of RO1s
above Payline

“Payline” at 7 percentile for FY11 and FY12

8-15 percentile and/or impact score generaly less than
30 can be brought forward for further consideration

Rationale: Grants above “best of the best” need to be
prioritized to fill gap in NCI grants portfolio and/or
have especially novel and/or promising approach: now
a broad range of applications considered

PD prepares justification for funding
Rank-ordered in Programs and then Divisions

Final decisions at Senior Leadership meeting (Division
leaders with NCI director)




FYT2 and FY13

FY12

« 5.07 Billion (increase 12 million from FY11)

- Approximately same number of RO1s as FY11

e 17% cut in budgets in funded competing grants

« Non-competing: no COLA (2% cut from committed)

FY13

« Continuing resolution until March 2013 (holding our
breath regarding new budget)

« “Payline” (most likely to be funded) has been extended to
9% from 7%

- Range of scores for “consideration ” outside of the
payline not announced but expected to be similar to FY12




CTEP:
Hem Malignancies
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Immunotherapy Grants in CTEP:
Solid Tumors
Melanoma 4 4
Brain 4 4
Breast 4 0
Pancreatic 1 0
Renal 1 0
Prostate 1 0
Ovarian 1 0 1
- Hepatocellular 1 0
Neuroblastoma 1 2 1
Colorectal 0 1
Thorasic 0 1
Nasopharyngeal () 1
Multiple 1 4 1

Total 19 17 2 1




A gentsCurrently under Stuc

y In the

_ancer Immunotherapy Trials

NlafFiarn vl

1 IL-15 T cell growth | NCI/BRB | Approved protocol
factor
la TL-15/ T cell growth | Altor LOI submission to CTEP
IL15Ra EBTEF shortly
3 Anti- Thcelli - UndeT'j q:;five Concepts (4) anti-PDL1
cnecKkpoln negotiarion
PD1/PDLL | {leriP 9 developed
4 Anti-CD40 | APC Pfizer Study opened for
stimulator accruall
IL-7 T cell growth Cytheris 1 combination trial protocol
factor in CTEP review; 2" concept
in development
1- MT or IDO Incyte 2 studies: 1 LOI CTEP
alternate | inhibitor approved, 1 in review
Anti-IL10 Suppression | Under active | Concepts (2) developed
inhibitor negotiation
Fl+3-L DC growth Celldex Concept developed and LOT

factor

written



lmmunotherapy Agents from
CTEP

Anti-CTLA4 (ipilimumab)

« 58 LOIs received

* 10 approved/4 in review

» Diverse solid tumors plus 3 Hematologic

» 8 concepts received

* (3 approved/3 in review)
* Melanoma (4); Glioblastoma/ Astocytoma (2)

IL-15
« 4 INDs open including CITN
- Not accepting LOIs now until Phase I results received

IL-12; 2 LOIs approved




Potential Agents from CTEP

Agents:
» Anti-PD1

e [IDO inhibitor (1-MT or alternate)
» Pomalidomide

Agents under review after preliminary
discussions with companies (no CRADA)




Agents in Production Stages
Biological Resources
Branch/NCI

rhlL-15 (supplement current lots)
ch14.18 anti-GD2 monoclonal antibody
hlg-4-1BBL (tox lot production)

rhll.-7

« Potential replacement for company as supplier
- Under discussion

Contact Dr. Steve Creekmore

( )




Agents for Pre-clinical Studies
Bielogical Resources Branch

Cytokines: IL-15, IL-7, IL-12

Vaccine adjuvant: MPL (monophosphoryl Lipid A)
Ligands: CD40 Ligand

Chemokines: Adv-CCL21

Anti-ganglioside antibodies: Anti-GD2 (ch.14.18,
hul4.18-1L2, 1A7) and Anti-GD3 (R24, stock)

Other antibodies and cytokines in BRB repository:

Contact Karen Muszynski for NCI 2007 prioritized agents and
anti-GD2 Abs

Order Stock Reagents through BRB website




CREXPERIMENTAL
THERAPEUTICS (NEXT)

PROGRAM




Jransformation of the NCI
‘h-e;rapeutics Pipeline

Drug Discovery Early Developme Full Development




549 Submissions Received to Date




Current NExT Pipeline
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ortfolio Stratified by Agent Class
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Access to NExT

http://next.cancer.gov

{E::\{m National Cancer Institute U.S. National Institutes of Health | www.cancer.gov

MNC| Experimental DCTD
X Therapeutics Program Division of Cancer

Treatment and Diagnosu.

The NCI Experimental Therapeutics (NExT) Program

A Unique Partnership with the NCI to Facilitate
Oncology Drug Discovery and Development




Clinical Assay Development
Program (CADP)

Purpose: Provide services to facilitate moving
potential clinical marker assay to validated biomarker

Come in after assay in hand but before development

T'esting assay performance using retrospective
samples

Assay optimization: controls, analytical parameters,
lot acceptance criteria

Statistical support to assist in assay clinical validation
Integral vs. integrated assays preferred

Link to Phase III vs. Phase II preferred
Contact: Dr. M. Thurin (thurinm@mail.nih.gov)




Omnibus R21 (PAR-17-145)

Purpose: Exploratory/Developmental Projects,
pilot studies

No restrictions on topics (includes clinical
research)

Budget: $275K direct costs ($200K, any 1 yr)

May, 2012: first submission date (standard
receipt dates apply)

Review in NCI, but will be percentiled with
other CSR-reviewed R21s




Cancer Biomarkers PAs

RO1 (PA-12-013) and R21 (PA-12-014)

“Validation of Molecular Diagnostics to Predict
Outcomes using Specimens from Multi-site Cancer

Trials”

Purpose: to transition candidate biomarkers from
initial observations to a marker suitable for use for
determining prognosis or predicting response to
therapies

Standard receipt dates apply

Contact: Drs. Magdalena Thurin (DCTD/CDP) or
Min Song (DCTD/CTEP)




