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NCI Appropriations
FY 2015-2019 (in millions)
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Cancer Moonshot Funding Authorized
Under the 215t Century Cures Act (doliars in millions)
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Legislative Update
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FY 2019 — Appropriators Have Proposed
Increases for NIH and NCI (4th year in a row)

House Appropriations Committee
(passed 7/11)

« $1.25 billion increase for NIH
e $71 million increase for NCI base budget

e $400 million for Cancer Moonshot

Rep. Rosa DeLauro (D-CT)

Ranking Member Chair

Senate Appropriations Committee
(passed 6/28)

e $2 billion increase for NIH
» $82 million increase for NCI base budget

e $400 million for Cancer Moonshot

Sen. Roy Blunt (R-MO)

Sen. Patty Murray (D-WA) Chai
air

Ranking Member
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STAR Act - Childhood Cancer Survivorship, Treatment, Access, and Research Act of 2018 (Signed 6/18)

* Provisions directed toward NIH/NCI focus on childhood, adolescent, and young adult biospecimen collection and
resources, as well as pediatric cancer survivorship research.

» Addresses inclusion of pediatric oncology expertise.

RACE Act - Research to Accelerate Cures and Equity for Children Act (Signed 8/17)
» If molecular targets of a drug under FDA review is “substantially relevant” to the pediatric population, FDA can require a

pediatric study plan for dosing and activity-seeking studies.
* The new provisions require FDA, in consultation with NCI, to develop and maintain list of relevant and non-relevant

targets by August 2018.
* In April 2018, NClI issued an RFI to collect input in addition to these two meetings. FDA held public meetings in May and

June 2018.
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Cancer Moonshot
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Blue Ribbon Panel
Recommendations and

Cancer Moonshot
Implementation Teams
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Network for Direct Patient Engagement

Cancer Immunotherapy Network

Pediatric Immunotherapy

Overcome Drug Resistance

Adult Immunotherapy

National Data Cancer Ecosystem

Fusion Oncoproteins in Pediatric Cancer

Symptom Management

Prevention and Early Detection

High Risk Cancers

Human Tumor Atlases

Prevention & Screening

Retrospective Analysis of Biospecimens

New Enabling Cancer Technologies




2016

Blue Ribbon
Panel
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FY17

FY18

CCR Rare Tumor Patient
Engagement Network

[

Pediatric Immunotherapy Discovery &
Development Network - PI-DDN

Immuno-Oncology Translation
Network (IOTN): Data Centers

IOTN Immunoprevention and
Immunotherapy Research Projects

Research to Identify and Treat
Cancer Sensitivity/Resistance

Divide & Conquer
with Combinations - DiCoCo

- Evidence-Based Approaches to

Planned for FY19

Patient Engagement

Patient Engagement for
Priority Cancer Sequencing

Portal For Evidence-Based
Patient Engagement

IOTN Immuno-Engineering for
Immunotherapy (i3) Centers

IOTN Immunoprevention Projects

High-Throughput Discovery and Dissemination
of TCR Gene Therapy

IOTN Reissuance

GENIE Projects

Fusion Oncoproteins in Childhood
Cancers Consortium - FusOnC2

Analyzing and Interpreting Clinician
and Patient Adverse Event Data

= .
Network for / Biobank
Patient Canine Immunotherapy Trials Immunotherapy Related PO1s
Engagement
Consortium for PDAC Characterization of Sequelae
Translational Studies on TME with Immunotherapy
Immuno-
therapy Metabolic Reprogramming to Enhancing Applicability of
Network Improve Immunotherapy Mammalian Models
J
Expand Cancer Immunotherapy National Center for
Trials & Network - Pediatric Cell-Based Therapy
Overcome
Drug ) L
Resistance Drug Resistance and Sensitivity Drug Target
Research Centers Related Grants
SO Human Cancer Models Initiative — HCMI
Cancer Data
Ecosystem Cancer Data CIMACs and Data Commons
\ y Ecosystem Pilots
Data Ecosystem Pilots: FNLCR
- NCI Office of E 4 Data C
Drivers of Data Coordination (R&D) O e S
Childhood 4
Cancers )
\ Fusion Oncoproteins of Ewing Sarcoma - R21
Childhood Cancer (APRC —
( ) ( ) Pediatric Core
Symptom
Management Dissemination & Implementation Research
\ y

Research & Coordinating Center for
Improving Symptom Management

Prevention &
Detection
Strategies

Retrospective

Tobacco Control in
Cancer Patients

Lynch Syndrome
Family Registries

Understanding Chronic GVHD

Smoking Cessation Program HPV Vaccine Trial

Accelerating CRC Screening with
Implementation Science - ACCSIS

Comparing Colon Cancer Detection

Approaches to Identify and Care for
Inherited Cancer Syndromes

Analysis of
Biospecimens

Retrospective Tumor Analysis

Prostate Cancer PO1

Prostate Cancer CIDR

Molecular Profiling to Predict
Responses - MP2PRT

AN N [ By

Risk Stratification and Cancer Tumor Atlas
Human Targets - PO1 Pilot Program
Tumor
Atlases PDX Development and Integration & Validation of
Trial Centers - PDTCs Emerging Technologies
‘ .
New Cancer Advancing BRP Cancer Detection Technologies

Technologies

Highlighted Technologies

Human Tumor Atlas Research
Centers & Coordinating Center

/L 7 NSNN T

Pre-Cancer Atlas Research Centers

Models for Cancer Disparities

"

Partnerships

/

NCI-DOE Collaborations:
Predictive Models

Partnership for
Accelerating Cancer - PACT

Minority-PDTCs

PDTCs Networks and
Data Commons

APOLLO with DOD

PSMA-PET of High Risk
Prostate Cancer

e 0

I PI-DDN Reissuance I

Metadata Annotator to Streamline
Metadata Curation

Infrastructure for a Patient Engagement Portal

Imaging Support to APOLLO Network

FusOnC2 Reissuance

Translation & Validation of PRO Measures to
Address Accrual Barrier to Minority and
Underserved Populations

Implementation Science Centers
for Cancer Control

Dissemination of Colorectal Cancer Screening
Program for Native Americans

Communication and Decision Making
for Inherited Cancer Syndromes

Accelerated Control of Cervical Cancer

Human Tumor Atlas Research Supplements

Technology Prize Competitions

for Cancer Moonshot Priorities
—————

CCR NCI Program for
Natural Product Discovery — NPNPD



http://wke.lt/w/s/TKEz9
http://wke.lt/w/s/TfcOR
http://wke.lt/w/s/ywbHg
http://wke.lt/w/s/oMdBc
http://wke.lt/w/s/rFsyv
https://projectreporter.nih.gov/project_info_description.cfm?aid=9305413&icde=40269230&ddparam=&ddvalue=&ddsub=&cr=2&csb=default&cs=ASC&pball=
http://wke.lt/w/s/a9Tak
http://wke.lt/w/s/Dmzi3
http://wke.lt/w/s/lflEv
http://wke.lt/w/s/PB5j3
http://wke.lt/w/s/P6uED
http://wke.lt/w/s/SVvNh
https://projectreporter.nih.gov/project_info_description.cfm?aid=9450446&icde=40270648&ddparam=&ddvalue=&ddsub=&cr=4&csb=&cs=&pball=
http://wke.lt/w/s/Fk6or
http://wke.lt/w/s/5FW0k
http://wke.lt/w/s/QnYVQ
http://wke.lt/w/s/6Y2kU
http://wke.lt/w/s/nijP0
http://wke.lt/w/s/xsjJI
http://wke.lt/w/s/Dmgvs
http://wke.lt/w/s/xO6Aj
https://biospecimens.cancer.gov/programs/cancermoonshot/principles/default.asp
https://ocg.cancer.gov/programs/HCMI
https://frederick.cancer.gov/news/frederick-national-laboratory-staff-advance-genomic-data-commons-capabilities
http://wke.lt/w/s/KhDPs
https://dceg.cancer.gov/research/who-we-study/cohorts/costa-rica-vaccine-trial
https://projectreporter.nih.gov/project_info_description.cfm?aid=9209424&icde=40273513&ddparam=&ddvalue=&ddsub=&cr=1&csb=default&cs=ASC&pball=
http://wke.lt/w/s/Ij08I
http://wke.lt/w/s/PbfHk
https://ccr.cancer.gov/neuro-oncology-branch/connect
http://wke.lt/w/s/mA4xT
http://wke.lt/w/s/Qa82g
http://wke.lt/w/s/7zjq7
https://grants.nih.gov/grants/guide/pa-files/PAR-18-752.html
https://ccr.cancer.gov/research/cancer-moonshot
https://grants.nih.gov/grants/guide/rfa-files/RFA-CA-17-049.html
https://grants.nih.gov/grants/guide/rfa-files/RFA-CA-17-052.html
http://wke.lt/w/s/70mRR
https://ccr.cancer.gov/research/cancer-moonshot
http://wke.lt/w/s/OFxOZ
https://grants.nih.gov/grants/guide/rfa-files/RFA-CA-17-041.html
https://ctep.cancer.gov/initiativesPrograms/nctn.htm
http://wke.lt/w/s/rlDD9
https://grants.nih.gov/grants/guide/rfa-files/RFA-CA-17-035.html
https://grants.nih.gov/grants/guide/rfa-files/RFA-CA-17-032.html
https://grants.nih.gov/grants/guide/pa-files/PA-18-496.html
https://www.cancer.gov/research/key-initiatives/moonshot-cancer-initiative/blue-ribbon-panel/blue-ribbon-panel-report-2016.pdf
https://www.nih.gov/news-events/news-releases/nih-partners-11-leading-biopharmaceutical-companies-accelerate-development-new-cancer-immunotherapy-strategies-more-patients
https://proteomics.cancer.gov/programs/apollo-network
https://www.aacr.org/Research/Research/Pages/aacr-project-genie.aspx#.W0e-nPlKg2w
https://ccr.cancer.gov/CenterForCellBasedTherapy

A Few of the 2018
Cancer Moonshot Initiatives

 Immuno-Oncology Translation Network

* Fusion Oncoproteins in Childhood Cancers
Consortium

» Approaches to ldentify and Care for
Individuals with Inherited Cancer Syndromes

e Human Tumor Atlas Network

» Accelerating CRC Screening & Follow-up
through Implementation Science (ACCSIS)

m NATIONAL CANCER INSTITUTE
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Immuno-Oncology
Translational Network (IOTN)

« Recommendation: Accelerate translation of
basic discoveries to clinical applications to Cancer Immunotherapy Consortium
improve immunotherapy outcomes for both
“hot” and “cold” cancers

_ Immunogenomics
Pancreatic Resource Centers

 Implementation: Leverage the expertise and
resources of a collaborative network of
investigators focused on improving
iImmunotherapy approaches

e The IOTN collaborates with other NCI
Programs:

o PREVENT, Early Clinical Trials, and ETCTN
o Cancer Immunotherapy Trials Network

Partnerships”

Data Management

and Resource
Immuno-prevention Center

Steering Committee
#TNBC

o Canine Immunotherapy Trials AMSIh

. . *GBM, Head & Neck, etc.
o Pediatric Immunotherapy Discovery and - Sync'd with Tumor Atlas Group

Development Network

Cell Therapy
Data Registry &
Biorepository

o CIMACs and Data Commons Network

Colorectal”

m NATIONAL CANCER INSTITUTE



Fusion Oncoproteins in Childhood
Cancers (FusOnC?2) Consortium

Recommendation: Improve our understanding
of fusion oncoproteins in pediatric cancer.

Implementation: Creation of a multi-
disciplinary consortium of research teams
taking a comprehensive approach to
understanding the biology of fusion
oncoproteins and developing therapeutics.

o 3 Centers: Research Projects,
Administrative Core, and Shared Resource
Cores

Focus on high risk fusion-driven cancers
without existing effective targeted agents.

m NATIONAL CANCER INSTITUTE
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Approaches to Identify and Care for Individuals
with Inherited Cancer Syndromes

« Recommendation: Improve prevention and
early detection for individuals with an inherited

predisposition and high risk for cancer.

Cancer Med/Surg/Rad

* Implementation: Support collaborative, ® @ |oicross [ | oncologie
multidisciplinary research projects investigating Illm o
the detection of hereditary cancers and delivery History [
of care for high-risk individuals

o Evidence-based services

o Behavioral and psychosocial effects of
genetic testing

o Best practices for diagnostic and follow-up
care

Genetic
Counseling

* Involves the development of sustainable
approaches in diverse care settings and
populations

m) NATIONAL CANCER INSTITUTE



Human Tumor Atlas Network (HTAN)

e Recommendation: Generate 3D and 4D
atlases of tumors over time

e Human Tumor Atlases

o Describe molecular, cellular, and
physiological events across multiple
scales

o Enable predictive modeling
o Span from premalignancy to metastasis

Neighborhoods

« Implementation: Create a collaborative &
network to build high-priority human tumor @"\
atlases to understand transitions in cancer &

o HTA and Pre-Cancer Research Centers
o Coordinating Center
o NCI CCR Project

[ naTionaL cancer iNsTITUTE Figure from A. Regev and HTAPP Team




Accelerating Colorectal Cancer Screening and
follow-up through Implementation Science (ACCSIS)

 Recommendation: Generate effective

implementation strategies that
substantially improve early cancer
detection

Implementation: Signature Trial to
determine effective implementation
approaches to increase colorectal
cancer (CRC) screening

o 3 Research Projects and a
Coordinating Center

Emphasis on addressing disparities in

CRC screening and follow-up, including:

o Underserved racial and ethnic
minority populations

o Rural and hard-to-reach
populations

o High-risk subgroups

Phase 1

(UG3)

ACCSIS Signature Trial

QL

Feasibility and pilot testing of multilevel
intervention among a target population

TN Lab

Comparative effectiveness trial of
implementation strategies to increase
CRC screening and follow-up




Rare Tumor Patient
Engagement Network
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Rare Tumor Patient Engagement Network

Funded by the Cancer Moonshot.

e  Build a national network to study selected rare pediatric and adult tumors and
develop a network of clinical trials.

e  Partnering with patient advocacy networks.

 Partnering with centers of excellence to broaden the reach and impact.

NCI-CONNECT MyPART

Comprehensive Oncology Network Moonshot Pediatric, Adolescent,
Evaluating Rare CNS Tumors and Adult Rare Tumors Network
Leaders: Mark Gilbert, M.D., Leaders: Karlyne Reilly, Ph.D.,
and Terri Armstrong, Ph.D. and Brigitte Widemann, M.D.
Aims to advance our understanding of adult rare central To increase patient and patient family involvement in rare

nervous system cancers by establishing and fostering tumor research and develop new therapies for rare
patient-advocacy-provider partnerships and networks to pediatric and adult solid tumors through increased
improve approaches to care and treatment. understanding of tumor biology and natural history

Learn more at ccr.cancer.gov/research/cancer-moonshot




Workforce Development:
Research Specialist
Award (R50)
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Research Specialist Award (R50)

 Intended to encourage the development of stable career
opportunities for exceptional (non-tenure track) scientists who

-7 want to continue to pursue research within the context of an
s /.

= 7 existing NCI-funded research program, but not serve as

RESEARCH

Independent investigators

' . SPEC‘AUST * The award is intended to provide salary support and sufficient
| AWARD:(R5[]] Independence to make this an attractive and sustainable career
& 4N path

2 Funding Opportunity Announcements:

 PAR-18-887 NCI Research Specialist (Core-based Scientist)
Award (R50)

 PAR-18-888 NCI Research Specialist (Laboratory-based
Scientist) Award (R50) @)

m) NATIONAL CANCER INSTITUTE



RESPOND Study




Incidence

MALE

SEER 18 2011-2015, Age-Adjusted
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112.6 All Races

105.7 White

178.3 HEES >
59.1 Paciﬁcs:ilasrl‘aéder
548  “Niaanatve
91.8 Hispanic

116.1 Non-Hispanic

Mortality
f

MALE
19.5 All Races
18.2 White
Paciﬁcs:ilasrlIa/nder

American Indian /

19.8 Alaska Native
16.2 Hispanic
19.8 Non-Hispanic

U.S.2011-2015, Age-Adjusted

Source:; https://seer.cancer.gov/statfacts/html/prost.html @



https://seer.cancer.gov/statfacts/html/prost.html

Research on Prostate Cancer in Men of African Ancestry
Defining the Roles of Genetics, Tumor Markers, and Social Stress

» This study will assess the impact of multilevel stressors and gene
variants associated with aggressive and lethal prostate cancer which
will help inform the etiology by which tumor aggressiveness arises and
Ideally help identify high-risk men for targeted prevention and
treatment.

« The RESPOND Study builds on prior studies and years of
collaborative efforts among investigators from institutions who are part
of the African Ancestry Prostate Cancer Consortium (AAPC).

 The AAPC consists of 28 ongoing studies in the U.S. and globally.
AAPC studies will contribute information and samples from African-
American men.

m NATIONAL CANCER INSTITUTE 25



RESPOND Recruitment Locations and Contacts

10,000 men will be newly recruited from cancer registries (California; Detroit, Michigan; New
Jersey; Georgia; Louisiana; Texas; Florida)

8 NCI Program Director: Damali Martin, Ph.D., M.P.H., Epidemiology and Genomics
Research Program, Division of Cancer Control and Population Sciences

o Principal Investigator: Christopher Haiman, Sc.D., University of Southern California
(USC)
o Project Lead Investigators
= John Carpten, Ph.D., USC
= Scarlett Lin Gomez, Ph.D., University of California, San Francisco
= Christopher Haiman, Sc.D., USC

@ NATIONAL CANCER INSTITUTE 26



Tweets about RESPOND

@ U - N""}ws ¢ I:'. = I NFBC Ne\r-'sﬂ e @ DC Hﬁgistera 'i:ﬁ Follow

Massive study aims to recruit 10,000 African- Black men are twice as likely to die of USC announces major study into prostate
American men and solve the fatal prostate prostate cancer as white men. Government cancer among black men

cancer puzzle. trib.al/uscmzZkU scientists said Tuesday that they are
USC announces major study into prostate cancer among bl...

lau nCh lng a StUdy i USC’s Keck School of Medicine is leading a $26.5 million effort to
1 SV - - |J conduct the first large-scale, multi-institutional study on black
men with prostate cancer to better understand why they are...

1:11 PM - 17 Jul 2018

5‘% KFYR-TV @

AN GKFYRTV

Follow ' ~

Why do more black men die of prostate

More black men die of prostate cancer. New study aims to find out why.
The National Institutes of Health study will look at genes and social stresses. cance I’?

More black men die of prostate cancer. New study aims to ...
The National Institutes of Health study will look at genes and

. - - -.. 3 ) - i » 5 p -
PM - 23 Jul 2018 =¥ ]
Ej social stresses.

8 Likes penens

4:04 PM - 17 Jul 2018
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