


MEMORANDUM

TO: CPRIT OVERSIGHT COMMITTEE MEMBERS
FROM: JAMES WILLSON, M.D., CHIEF SCIENTIFIC OFFICER
SUBJECT: ACADEMIC RESEARCH FY2020 REVIEW CYCLE 1 (DEFERRED

RECOMMENDATIONS), CYCLE 2; AND RECRUITMENT AWARD
RECOMMENDATIONS FY2020, CYCLES 20.10, 20.11, 20.12

DATE: AUGUST 19, 2020

The Program Integration Committee (PIC) has completed its review of the recommendation
forwarded by The Scientific Review Committee (SRC) for FY2020 review cycle 20.1, cycle
20.2, and recruitment cycles 20.10, 20.11 and 20.12 include 52 awards from ten grant
mechanisms totaling $75,298,095 as displayed in Table 1.

Thirteen recommended applications from cycle 20.1 that were deferred at the February 2020
Program Integration Committee (PIC) meeting pending sufficient funding are included in this
funding slate.

Table 1:

Grant Mechanism SRC Recommendations
Awards Funding

Collaborative Action Plan: Research Awards 3 $7,407,804
Core Facility Support Awards 4 $14,821,043
Early Clinical Investigator Awards 4 $5,991,545
High-Impact/High Risk Awards 17 $4,245,038
Individual Investigator Research Awards 8 $6,855,983
Individual Investigator Research Awards for Childhood 2 $2,398,659
and Adolescent Cancers
Individual Investigator Research Awards for Clinical 1 $1,199,997
Translation
Individual Investigator Research Awards for Prevention 2 $2,380,366
and Early Detection
Recruitment of Established Investigators 2 $11,997,660
Recruitment of First-Time, Tenure Track Faculty 9 $18,000,000
Members

Total 52 $75,298,095




Program Priorities Addressed:
The applications proposed to the PIC for funding address the following Academic Research
Program Priorities: recruitment of outstanding cancer researchers to Texas, a broad range of
innovative, investigator-initiated research projects, disparities, childhood cancers, hepatocellular
cancer, expand access to novel clinical trials and stimulating commercialization of technologies
developed at Texas institutions. The Program Priorities addressed by the proposed slate of
awards are displayed in Table 2 and Attachment 1.

Table 2

Program Priorities Addressed by Grant Recommendations ‘

# Awards” Program Priorities Funding”
11 Recruitment of outstanding cancer researchers to Texas $29,997,660
37 fesber;ii ;)arr(l)Jgeeci);f innovative, investigator-initiated $39.715.741
4 Investment in Core Facilities $14,821,043
2 Childhood Cancers $2,398,659
3 Population Disparities $7,747,804
5 Hepatocellular Cancer $9,807,801
4 Expand Access to Innovative Clinical Trials $5,991,545
D e on o eegs

“Some grant awards address more than one program priority and are double counted.

1.Individual Investigator Research Awards

(RFA R-20.1 IIRA) Slate

Peer Review Recommendations:
The Scientific Review Council recommended 36 Individual Investigator Research Awards
(ITRA) from cycle 20.1. At its February meeting the PIC recommended deferring of the 8
IIRAs with overall scores of 2.8 or higher totaling $6,855,983 to be considered at the August
meeting should funds be available. Based on available funds the Academic Research Program
recommends funding all 8 I[IRAs.

Purpose of Individual Investigator Research Awards:
Supports applications for innovative research projects addressing critically important questions
that will significantly advance knowledge of the causes, prevention, and/or treatment of cancer.
Areas of interest include laboratory research, translational studies, and/or clinical

investigations. Competitive renewal applications are accepted.

Individual Investigator Research Awards Funding Levels:
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Up to $300,000 per year. Exceptions permitted if extremely well justified; maximum duration:
3 years.

Table 3: Individual Investigator Research Awards Recommended for Funding

ID Meeting Application Title PI Degree PI Organization Rec. Priority Met
Overall Budget
Score
RP200472 2.8 Rational Combination Yulin Li MD, PhD | The Methodist Hospital $899,985
Therapy for Aggressive Research Institute
Double-Hit Lymphoma
RP200464 2.8 Arming an Oncolytic Xiaoliu MD, PhD | University of Houston $702,581
Herpes simplex Virus to Zhang
“BiTE” Tumor Cells
RP200242 2.9 Mingjiang MD, PhD | The University of Texas $900,000
Role of HOTTIP IncRNA | x Health Science Center at
in Leukemogenesis San Antonio
RP200254 29 Interrogating the Tanya Paull PhD The University of Texas $754,398
Senescence-Associated at Austin
Secretory Phenotype and
Its Dependence on the
ATM Protein Kinase
RP200327 3.0 Immune Checkpoint Kathryn PhD The University of Texas $900,000
Regulation by the O'Donnell Southwestern Medical
Integrated Stress Center
Response Pathway in
Lung Cancer
RP200385 3.0 Predicting Response and Linghua PhD The University of Texas $899,020
Improving Efficacy of Wang M. D. Anderson Cancer
CAR T-cell Therapy in Center
DLBCL
RP200166 3.1 Targeted Inhibition of Steven PhD The University of Texas $900,000
Autophagy for Treatment | Millward M. D. Anderson Cancer
of Dormant Ovarian Center
Cancer
RP200240 3.1 A Hippo Pathway— Randy PhD The University of Texas $899,999 | Hepatocellular
Sensitized Genetic Screen | Johnson M. D. Anderson Cancer carcinoma.
for Regulators of Center Disparities

Yap/Taz-Driven
Hepatocellular Carcinoma

*All Individual Investigator Research projects address the “A broad range of innovative, investigator-initiated research projects”
priority.

2. Individual Investigator Research Awards for Cancer in Children and

Peer Review Recommendations:
The Scientific Review Council recommended 6 Individual Investigator Research Awards for
Cancer in Children and Adolescents (IIRACCA) from cycle 20.1. At its February meeting the
PIC recommended funding 4 [IRACAs and deferring 2 [IRACCAs with overall scores of 2.8 and
higher totaling $2,398,659 to be considered at the August meeting should funds be available.
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Based on available funds, the Academic Research Program recommends funding both
ITIRACCA:s.

Purpose of Individual Investigator Research Awards for Cancer in Children and
Adolescents:

Supports applications for innovative research projects addressing questions that will advance
knowledge of the causes, prevention, progression, detection, or treatment of cancer in children
and adolescents. Laboratory, clinical, or population-based studies are all acceptable. CPRIT
expects the outcome of the research to reduce the incidence, morbidity, or mortality from cancer
in children and/or adolescents in the near or long term. Competitive renewal applications
accepted.

Individual Investigator Research Awards for Cancer in Children and Adolescents Funding
Levels:

Up to $300,000 per year. Applicants that plan on conducting a clinical trial as part of the project
may request up to $500,000 in total costs. Exceptions permitted if extremely well justified,;
maximum duration: 4 years.

Table 4: Individual Investigator Research Awards for Cancer in Children and Adolescents
Recommended for Funding

ID Meeting Application Title PI Degree PI Organization Rec. Priority Met
Overall Budget
Score

RP200058 3.0 Enhancing Cytarabine Dmitri PhD The University of Texas $1,198,659 Childhood
Response Through Ivanov Health Science Center at Cancer/ALL
SAMHDI1 Inhibition San Antonio and AML

RP200135 3.0 Targeting the CXCL10- Tsz-Kwong PhD Baylor College of $1,200,000 Childhood
CXCR3 Axis in Man Medicine Cancer/
Metastatic Osteosarcoma Osteosarcoma

* All Individual Investigator Research projects address the “A broad range of innovative, investigator-initiated research

projects” priority.

3. Individual Investigator Research Awards for Clinical Translation
(RFA R-20.1 ITRACT) SLATE

Peer Review Recommendations:

The Scientific Review Council recommended 4 Individual Investigator Research Awards for

Clinical Translation from cycle 20.1. At its February meeting the PIC recommended funding 3
IIRACTs and deferring 1 [IRACT with an overall score of 2.9 to be considered at the August
meeting should funds be available. Based on available funds, the Academic Research Program
recommends funding the previously deferred IIRACT.

Purpose of Individual Investigator Research Awards for Clinical Translation:
Supports applications which propose innovative clinical studies that are hypothesis driven and
involve patients enrolled prospectively on a clinical trial or involve analyses of biospecimens
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from patients enrolled on a completed trial for which the outcomes are known. Areas of interest

include clinical studies of new or repurposed drugs, hormonal therapies, immune therapies,
surgery, radiation therapy, stem cell transplantation, combinations of interventions, or
therapeutic devices.

Individual Investigator Research Awards for Clinical Translation Funding Levels:

Up to $400,000 per year. Maximum duration: 3 years. Applicants that plan on conducting a
clinical trial as part of the project may request up to $600,000 in total costs and a maximum
duration of 4 years. Exceptions permitted if extremely well justified.

Table 5: Individual Investigator Research Awards for Clinical Translation
Recommended for Funding

ID Meeting Application Title PI Degree PI Organization Rec. Priority
Overall Budget Met
Score
RP200392 2.9 Harnessing Aurora Kinase Jagannadha | PhD The University of Texas $1,199,997
Inhibition—Induced Cell Sastry M. D. Anderson Cancer
Death to Enhance Center
Immunotherapy in HPV-
Driven Cancers

*All Individual Investigator Research projects address the “A broad range of innovative, investigator-initiated
research projects” priority.

4. Individual Investigator Research Awards for Prevention and Early
Detection
(RFA R-20.1 IIRAP) SLATE

Peer Review Recommendations:

The Scientific Review Council recommended 3 Individual Investigator Research Awards for
Prevention and Early Detection, totaling $3,270,868 from cycle 20.1. At its February meeting
the PIC recommended funding 1 IIRAP and deferring 2 IIRAP with overall scores of 2.8 and
higher totaling $2,380,366 to be considered at the August meeting should funds be available.
Based on available funds, the Academic Research Program recommends funding the
previously deferred [IRAPs.

Purpose of Individual Investigator Research Awards for Prevention and Early Detection:
Supports applications for innovative research projects addressing questions that will advance

knowledge of the causes, prevention, early-stage progression, and/or early detection of cancer.

Research may be laboratory-, clinical-, or population- based, and may include
behavioral/intervention, dissemination, or health services/outcomes research to reduce cancer
incidence or promote early detection. Competitive renewal applications accepted.
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Individual Investigator Research Awards for Prevention and Early Detection Funding
Levels:

Up to of $300,000 per year for laboratory and clinical research; Up to $500,000 per year for
population-based research. Exceptions permitted if extremely well justified; maximum
duration: 3 years.

Table 6: Individual Investigator Research Awards for Prevention and Early Detection
Recommended for Funding

ID Meeting Application Title PI Degree PI Organization Rec. Priority
Overall Budget Met
Score

RP200383 3.0 Improving Risk Prediction | Banu Arun MD The University of Texas | $896,896
for Li-Fraumeni Syndrome: M. D. Anderson Cancer
A Practical Tool for Center
Clinical Health Care
Providers

RP200025 3.1 Establishment of a Erich MD, The University of Texas $1,483,470
Prospective Cohort at Risk | Sturgis MPH M. D. Anderson Cancer
for HPV-Related Cancers: Center
Using HPV Testing at
Mucosal Sites and Blood-
Based Assays for Risk
Stratification in Men

*All Individual Investigator Research projects address the “A broad range of innovative, investigator-initiated
research projects” priority.

5. HIGH IMPACT/HIGH RISK RESEARCH AWARDS (RFA R-20.2 HIHR)
SLATE

Scientific Review Council Recommendations:
Out of 104 High Impact/High Risk research award grant applications submitted, the SRC
recommended 17, totaling $4,245,038.

Purpose of High Impact/High Risk Research Awards:

Provides short-term funding to explore the feasibility of high-risk projects that, if successful,
would contribute major new insights into the etiology, diagnosis, treatment, or prevention of
cancers.

High Impact/High Risk Research Award Funding Levels:
Up to $250,000 (total costs); Maximum duration: 2 years.
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Table 7: High Impact/High Risk Research Awards Recommended for Funding

ID Score Application Title PI PI Organization Budget Priority
Met
RP200532 1.9 Targeted Proteolysis of Lissanu The University of Texas $249,992
Glucocorticoid Receptor (GR) as Deribe, M. D. Anderson Cancer
a Therapeutic Strategy to Yonathan Center
Enhance Antitumor Immunity
RP200604 2.0 Targeting Plasma Membrane Chapkin, Texas AgriLife $250,000
Spatial Dynamics to Suppress Robert Research
Obesity-Induced Colon Cancer
RP200520 2.1 Developing Single-Cell Peng, Weiyi University of Houston $250,000
RNAseqg-Based Genetic Screens
to Identify Novel Targets for
Cancer Immunotherapy
RP200573 2.2 Low-Cost Nonconventional Jia, Xun The University of Texas $250,000
Ultralow-Field MRI Scanner for Southwestern Medical
the Next-Generation MR-Guided Center
Radiation Therapy
RP200614 2.5 Novel Betabody-Drug Pinney, Kevin Baylor University $250,000
Conjugates Targeting
Phosphatidylserine for the
Selective Delivery of Potent,
Small-Molecule Payloads
RP200655 2.5 A Novel Organoid Platform to Krencik, The Methodist Hospital $249,372
Modulate Human Neural Robert Research Institute
Networks Integrated with
Glioblastoma Stem Cells
RP200574 2.6 Targeting B Cells to Enhance Wargo, The University of Texas $249,755
Responses to Immune Jennifer M. D. Anderson Cancer
Checkpoint Blockade Center
RP200509 2.7 Genome-Wide DNA Tsai, Robert Texas A&M University $250,000 Hepatocellular
Methylation Markers for System Health Science carcinoma.
Predicting the Risk of Liver Center
Cancer in Nonalcoholic Fatty
Livers
RP200595 2.7 SERBP1, Epigenetic Regulation Penalva, Luiz | The University of Texas $249,968
and Glioblastoma Targeting Health Science Center
at San Antonio
RP200657 2.9 Screening for Melanoma Genes Schartl, Texas State University - $248,458
Using Natural Hybrid Manfred San Marcos
Incompatibilities
RP200617 2.9 Pathological Role of Neuronal Lee, Hyoung- | The University of Texas $250,000
Cell Cycle Reentry in the gon at San Antonio
Development of Chemotherapy-
Induced Peripheral Neuropathy
RP200650 2.9 Characterization of Salmonella Kenney, Linda | The University of Texas $250,000
Tumor-Targeting Mechanisms Medical Branch at
and Oncolytic Potential Galveston
RP200612 3.1 Elucidating Premetastatic Niches Giancotti, The University of Texas $249,996
at Single-Cell Resolution Filippo M. D. Anderson Cancer
Center
RP200620 32 Targeting Fatty Acid Synthesis Dong, Baylor College of $250,000 Hepatocellular
in NAFLD-Related HCC Bingning Medicine carcinoma.
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RP200615 3.4 Small RNA Nanovector-Based Lee, Tae Jin The University of Texas $250,000

Targeted Immunotherapy for Health Science Center
Glioblastoma at Houston

RP200593 3.6 High-Throughput Sheng, Jian Texas A&M University $247,703
Nondestructive Enumeration and - Corpus Christi

Characterization of CTCs in
Whole Blood by a Thin Film
"Tactile" Microfluidics and
Holographic Interferometry

RP200526 3.7 Development of Artificial Zhu, Jay- The University of Texas $249,794
Intelligence Framework for Jiguang Health Science Center
Assessment of Responses to at Houston

Treatment and Automated
Tumor Volume Measurement in
Glioblastoma

6. COLLABORATIVE ACTION PROGRAM TO REDUCE LIVER CANCER
MORTALITY IN TEXAS: INVESTIGATOR-INITIATED RESEARCH
AWARDS (R-20.1 CAP:RA) SLATE

Scientific Review Council Recommendations:

Out of 15 Collaborative Action Program to Reduce Liver Cancer Mortality in Texas:
Investigator-Initiated Research Awards (CAP: RA) grant applications submitted, the Scientific
Review Council recommended three, totaling $7,407,804.

Purpose of Collaborative Action Program to Reduce Liver Cancer Mortality in Texas:
Investigator-Initiated Research Awards

Supports investigator-initiated research projects designed to understand the reasons for the
increased incidence of Hepatocellular Cancer (HCC) in Texas, to identify risk factors for
cirrhosis and HCC, to identify biomarkers for HCC early detection, and to develop and
implement prevention and early detection strategies.

Collaborative Action Program to Reduce Liver Cancer Mortality in Texas: Investigator-
Initiated Research Awards Funding Levels:

Up to $500,000 in total costs per year. Maximum duration: 5 years.

Below is a listing of the recommended awards:

RP200554

PI: Amit Singal, M.D., Ph.D.

Title: A Novel Risk Stratification and Early Detection Strategy to Reduce Liver Cancer
Mortality

Applicant Organization: The University of Texas Southwestern Medical Center
Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.2
Recommended Total Budget Award and Duration: $2,499,995

CPRIT Priorities Addressed: Hepatocellular Cancer
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Description:

The goal of this program is to improve the early detection of HCC among patients with cirrhosis,
a population with a particularly high risk of HCC. A racial/ethnically and socioeconomically
diverse prospective cohort of 3,000 patients with cirrhosis will be recruited from four health
systems (UT Southwestern, Parkland Health and Hospital, Baylor College of Medicine, Baylor
Scott & White Dallas), representing academic and community practice settings, and representing
diverse Texas geography and high HCC incidence areas. While existing screening tests have
some value, they also have important limitations. If successful, this proposal will lead to
biomarker-based risk stratification enabling a more effective deployment of existing screening
strategies.

RP200633

PI: Fasiha Kanwal, M.D.

Title: Reducing Disparities in the Risk of Hepatocellular Cancer

Applicant Organization: Baylor College of Medicine

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 2.8
Recommended Total Budget Award and Duration: $2,434,495

CPRIT Priorities Addressed: Hepatocellular Cancer

Description:

This project will establish a multidisciplinary, multi-institutional team representing 4 health
systems, Baylor College of Medicine, Michael E DeBakey VA, UT Southwestern Medical
Center, and Parkland Health System, to study the etiology of disparities related to HCC.
Investigators propose to utilize electronic medical record data to establish a cohort of 6,000
patients with cirrhosis, linked to patient and provider-level data along with geospatial data. The
project will provide the first comprehensive data to explain the disparities in HCC risk among
Texans.

RP200537

PI: Aaron Thrift, Ph.D.

Title: Genetic Epidemiology of Hepatocellular Carcinoma in Hispanics

Applicant Organization: Baylor College of Medicine

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 2.9
Recommended Total Budget Award and Duration: $2,473,314

CPRIT Priorities Addressed: Hepatocellular Cancer

Description:

This project will identify genetic and environmental risk factors that influence susceptibility of
Hispanics for progression of liver disease to cirrhosis and HCC. A collaboration of 8 academic
and community practices across Texas will collect data and samples from 1,500 Hispanic
patients newly diagnosed with HCC in Houston, Dallas/Fort Worth and El Paso. Findings from
this project promise to advance understanding of the etiology of HCC and reveal important
genetic risk factors that may influence new stratification strategies for HCC in Hispanics. Also,
the project will generate a unique resource for investigations of exposures, biomarkers, and
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outcomes related to HCC in Hispanics in Texas which will be available to researchers through
the CPRIT Liver Cancer Collaborative Action Center.

7. CORE FACILITY SUPPORT AWARDS
(R-20.2 CFSA) SLATE

Scientific Review Council Recommendations:
Out of 17 Core Facility Support (CFSA) grant applications submitted, the SRC recommended
four totaling $14,821,043.

Purpose of Core Facility Support Awards:

Solicits applications from institutions to establish or enhance core facilities (laboratory, clinical,
population-based, or computer-based) that will directly support cancer research programs to
advance knowledge of the causes, prevention, and/or treatment of cancer or improve quality of
life for patients with and survivors of cancer.

Core Facility Support Award Funding Levels:
Award: Up to $4,000,000 (total costs); Maximum duration: 5 years.

Recommended CFSA Institutions: Baylor College of Medicine, Texas A&M University
Health Science Center Houston Campus, The Methodist Hospital Research Institute, and Texas
Tech University Health Sciences Center Amarillo Campus.

RP200668

PI: Peter Davies, M.D., Ph.D.

Title: The Combinatorial Drug Discovery Program (CDDP)

Applicant Organization: Texas A&M University System Health Science Center

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.1
Recommended Total Budget Award and Duration: $3,989,892

CPRIT Priorities Addressed: Stimulating commercialization of technologies developed at
Texas institutions; Investment in core facilities

Description:

The Combinatorial Drug Discovery Program (CDDP) core facility support award will continue
CPRIT support for the operation of a highly successful and highly productive multi-institutional
core facility that enables cancer-related drug discovery research at Texas A&M University
System Health Science Center- Institute of Biosciences and Technology, Rice University, UT
Health Science Center — Houston, M. D. Anderson Cancer Center, UT Medical Branch,
University of Houston, Baylor College of Medicine and the Methodist Hospital Research
Institute. It provides cancer investigators in the Texas Medical Center access to dedicated
resources and the expertise required to conduct high-throughput screens, critical for the
development of drug repurposing and combinatorial therapeutics. During the past award period,
the CDDP has had a significant impact on cancer-related drug discovery research in the TMC
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including research projects from more than 60 investigators. The CDDP contributed to the award
of 17 new research grants bringing $45M of new research funding to Texas and the initiation of
3 new clinical trials. In the next funding period, the CDDP will continue to support
combinatorial drug discovery research and expand its services by adding the capability to
support imaging-based high throughput metabolic screening studies.

RP200619

PI: John Cooke, M.D., Ph.D.

Title: CPRIT RNA Therapeutics Core

Applicant Organization: The Methodist Hospital Research Institute

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.8
Recommended Total Budget Award and Duration: $3,999,995

CPRIT Priorities Addressed: Stimulating commercialization of technologies developed at
Texas institutions; Investment in core facilities

Description:

This is a renewal application to continue support of the RNA Therapeutics Core facility at the
Methodist Hospital Research Institute. The RNA core provides unique services in development,
manufacturing, quality control, as well as animal and human testing of RNA therapeutics which
have emerged as an exciting new class of drugs to defeat cancer. The core has supported RNA
therapeutics research by over 50 researchers from multiple Texas Medical Center researchers and
has generated valuable intellectual property through licensing agreements with private concerns
such as VGXI, GMP biopharmaceutical manufacturer located in The Woodlands, TX.

RP200504

PI: Rui Chen, Ph.D.

Title: Comprehensive Cancer Epigenomics Core Facility

Applicant Organization: Baylor College of Medicine

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 2.3
Recommended Total Budget Award and Duration: $3,999,943

CPRIT Priorities Addressed: Investment in core facilities

Description:

The Comprehensive Cancer Epigenomics Core (CCEC) facility is a new resource designed to
provide cutting- edge technologies in cancer epigenomics (the study of the modifications on the
genetic material of a cell, known as the epigenome) accessible to cancer researchers at Baylor
College of Medicine. The growing interest and appreciation of the role of epigenomic
modifications in cancer have made access to the tools to profile the epigenome essential for
advances in cancer research. The CCEC will support a highly trained staff and cutting-edge
instrumentation to make these technologies accessible to researchers. In addition, the core will
serve as a key mechanism for educating and training faculties, fellows, and students in leading
edge epigenomic technologies and their application in cancer research. Baylor College of
Medicine commits $1.3M in new matching institutional funds over the next five years to new
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laboratory space, purchase of capital equipment, and subsidization of operational costs to the
CCEC.

RP200572

PI: Ulrich Bickel, M.D.

Title: From Whole-Animal Imaging to Super resolution Microscopy: An Imaging Core for the
TTUHSC Campus at Amarillo

Applicant Organization: Texas Tech University Health Sciences Center

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 3.6
Recommended Total Budget Award and Duration: $2,831,213

CPRIT Priorities Addressed: Investment in core facilities

Description:

This Core Facility Support Award will add three state-of-the-art imaging instruments that will
enable researchers at Texas Tech Health Science Center in Amarillo to image at the subcellular
level (down to 20 nm resolution), observe cell growth and migration, and to perform whole
animal imaging. These are imaging modalities driving advances in cancer and modern
biomedical research. The facility will serve 61 active research programs at the TTHSC Schools
of Pharmacy and Medicine in Amarillo and support growth of new programs on the Amarillo
campus (including a new veterinarian school) with state-of-the-art cancer imaging technology.

8. EARLY CLINICAL INVESTIGATOR AWARDS
(R-20.2 ECI) SLATE

Scientific Review Council Recommendations:
Out of eight Early Clinical Investigator (ECI) grant applications submitted, the SRC
recommended four totaling $5,991,545.

Purpose of Early Clinical Investigator Award:

Solicits applications from institutions to provide cancer physicians early in their academic career
the opportunity to develop clinical research skills and to gain experience in advanced methods
and experimental approaches needed to become clinical investigators. The award is designed to
protect time from clinical responsibilities to allow the early clinical investigator to develop and a
conduct investigator initiated clinical trial and to establish a partnership with a laboratory-based
collaborator in order to conduct correlative studies needed to interpret the outcome of an
interventional trial. The overall goal of this mechanism is to increase the pool of clinical
investigators at Texas academic institutions who are conducting patient-oriented studies,
capitalizing on basic discoveries and translating them through conduct of innovative clinical
trials involving cancer patients or individuals at risk for cancer.

Early Clinical Investigator Award Funding Levels:
Award: Up to $1,500,000 (total costs); Maximum duration: 5 years
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Recommended ECI Institutions: Baylor College of Medicine, The University of Texas
Southwestern Medical Center and The University of Texas Southwestern Medical Center.

RP200584

PI: Premal Lulla, M.D.

Title: CPRIT Early-Career Clinical Investigator Award for Applicant: Premal Lulla, MD
Applicant Organization: Baylor College of Medicine

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.4
Recommended Total Budget Award and Duration: $1,500,000

CPRIT Priorities Addressed: A broad range of innovative, investigator-initiated research
projects; Expand access to innovative clinical trials

Description:

Dr Lulla joined the faculty of Baylor College of Medicine in 2015 as an assistant professor in the
Center for Cell and Gene Therapy. His responsibilities have been primarily clinical as a member
of the stem cell transplantation program, managing patients with hematologic malignancies. He
has demonstrated interest in clinical research and the development of cellular therapies for
hematologic malignancies. He has already become involved in clinical research as the principal
investigator of a novel cell therapy for AML. The CPRIT Early Clinical Investigator award
supports a well-designed career plan to develop his focus on cell therapy for AML that will have
exceptional support from his mentors and institution.

RP200549

PI: David Hsieh, M.D.

Title: Enhancing neoantigen expression and immune checkpoint inhibitor response using
splicing modulators in hepatocellular carcinoma

Applicant Organization: The University of Texas Southwestern Medical Center

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.8
Recommended Total Budget Award and Duration: $1,499,998

CPRIT Priorities Addressed: A broad range of innovative, investigator-initiated research
projects, Expand access to innovative clinical trials; Hepatocellular Carcinoma

Description:

Dr. David Hsieh joined the Division of Hematology and Oncology at UT Southwestern as an
assistant professor in 2019. Dr. Hsieh’s career development plan builds on his recent work
studying a novel approach to augmenting immunotherapy in hepatocellular carcinoma. He will
be mentored by experienced clinical and translational investigators including Dr. David Gerber
(an NCI and CPRIT funded Clinical Investigator) and Dr. Hao Zhu (a CPRIT Scholar). Dr.
Hsieh’s career development plan will include didactic courses on ethics, leadership, advanced
data analysis, and grant writing as he transitions towards a career as an independent clinical
investigator.
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RP200669

PI: Chad Tang, M.D.

Title: CPRIT Early Clinical Investigator Award: Chad Tang

Applicant Organization: The University of Texas M. D. Anderson Cancer Center
Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.8
Recommended Total Budget Award and Duration: $1,499,996

CPRIT Priorities Addressed: A broad range of innovative, investigator-initiated research
projects, Expand access to innovative clinical trials

Description:

Dr. Chad Tang joined the Department of Radiation Oncology at M.D. Anderson following
training at Stanford School of Medicine where he worked with Irving Weissman on stem cell and
cancer immunology research. Dr. Tang currently leads a CPRIT supported clinical research
project to investigate the radiation therapy in low volume metastatic cancer. This award will
allow him to further develop his independence and emerge as a national leader.

RP200670

PI: Nicolas Palaskas, M.D.

Title: Early Clinical Investigator Award- Nicolas Palaskas

Applicant Organization: The University of Texas M. D. Anderson Cancer Center
Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 2.5
Recommended Total Budget Award and Duration: $1,491,551

CPRIT Priorities Addressed: A broad range of innovative, investigator-initiated research
projects, Expand access to innovative clinical trials

Description:

Dr. Palaskas is currently an assistant professor in the Department of Cardiology at M.D.
Anderson. He specializes in the relatively new subspecialty of cardio-oncology which involves
the management of cardiovascular disease in patients with cancer and the diagnosis and
treatment of cancer or cancer therapeutic-related cardiac disease. Since joining M.D. Anderson,
Dr. Palaskas is contributing to the care of patients experiencing cardiotoxicity associated with the
new immune checkpoint inhibitors and is developing research opportunities on this new disease
entity. The proposed career development plan will build a foundation for his development as a
clinical researcher in an important area of cancer care that crosses cardiology and cancer drug
development.

9. RECRUITMENT OF ESTABLISHED INVESTIGATORS SLATE
FY20.10, 20.11 and 20.12

Peer Review Recommendations

The applications were evaluated and scored by the Scientific Review Council (SRC) to
determine the candidates’ potential to make a significant contribution to the cancer research
program of the nominating institution. Review criteria focused on the overall impression of the
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candidate and his/her potential for continued superb performance as a cancer researcher,
scientific merit of the proposed research program, his/her long-term contribution to and impact
on the field of cancer research, and strength of the institutional commitment to the candidate.

Purpose of Recruitment of Established Investigators Awards:
The aim is to recruit outstanding senior research faculty with distinguished professional careers
and established cancer research programs to academic institutions in Texas.

Funding levels for Recruitment of Established Investigators Awards:
Up to $6 million over a period of 5 years.

Recommended Awards:

Ten Recruitment of Established Investigators grant applications was submitted and three were
recommended by the Scientific Review Council for an award. Note one application was
withdrawn prior to PIC.

RR200093

Candidate: Jeffry Pollard, Ph.D.

Funding Mechanism: Recruitment of Established Investigators

Applicant Organization: The Methodist Hospital Research Institute

Original Organization of Nominee: University of Edinburgh

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.0
Recommended Total Budget Award and Duration: $5,997,660

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas

Description:

Jeffrey Pollard, Ph.D., is recommended for an Established Investigator award to support his
recruitment from the University of Edinburgh to the Houston Methodist Research Institute
(HMRI) and the Houston Methodist Cancer Center. Dr. Pollard is a renowned scientist with a
strong track record of high-impact research, focused on the tumor microenvironment and
elucidation of the role of macrophages in tumor growth and invasion; these findings have
significantly altered the understanding of the tumor microenvironment and impacted the global
understanding of cancer immunology. He will lead the HMRI tumor immunology program.

RR200112

Candidate: David Gius, M.D., Ph.D.

Funding Mechanism: Recruitment of Established Investigators

Applicant Organization: The University of Texas Health Science Center at San Antonio
Original Organization of Nominee: Northwestern University Feinberg School of Medicine
Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 2.0
Recommended Total Budget Award and Duration: $6,000,000

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas,
Hepatocellular Carcinoma

Academic Research Award Summary
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Description:

David Gius, M.D., Ph.D. is recommended for an Established Investigator award to support his
recruitment to the University of Texas Health Science Center at San Antonio from the
Northwestern University Feinberg School of Medicine. He is an internationally recognized
leader in radiation oncology and for investigation of the mechanistic connection between aging,
cellular and/or mitochondrial metabolism, and carcinogenesis focusing on the sirtuin gene
family. At UT Health San Antonio he will be appointed as Professor of Radiation Oncology,
Assistant Dean of Translational Research in the Long School of Medicine, and the Associate
Director of Translational Research in the Mays Cancer Center.

10. RECRUITMENT FIRST-TIME TENURE TRACK FACULTY MEMBERS
SLATE FY20.10, 20.11 and 20.12

Peer Review Recommendations

The applications were evaluated and scored by the Scientific Review Council to determine the
candidates’ potential to make a significant contribution to the cancer research program of the
nominating institution. Review criteria focused on the overall impression of the candidate and
his/her potential for continued superb performance as a cancer researcher, his/her scientific merit
of the proposed research program, his/her long-term contribution to and impact on the field of
cancer research, and strength of the institutional commitment to the candidate.

Purpose of First Time Tenure Track Faculty Recruitment

The aim is to recruit and support very promising emerging investigators, pursuing their first
faculty appointment in Texas, who can make outstanding contributions to the field of cancer
research.

Funding levels for First Time Tenure Track Faculty Members Recruitment
Up to $2 million over a period of up to 5 years.

Recommended Projects:
Nineteen Recruitment of First-Time Tenure Track Faculty Members grant applications were
submitted and nine were recommended by the Scientific Review Council for an award.

Below is a listing of the candidates with their associated expertise.

RR200076

Candidate: Monica Pillon, Ph.D.

Funding Mechanism: Recruitment of First Time Tenure Track Faculty Member
Applicant Organization: Baylor College of Medicine

Original Organization of Nominee: National Institute of Environmental Health Sciences
Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.0
Recommended Total Budget Award and Duration: $2,000,000.

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas,
Computational Biology and Analysis

Academic Research Award Summary
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Description:

Monica Pillon, Ph.D., is a structural biologist recommended for a CPRIT First Time Tenure
Track Faculty Member Award to recruit her to the Baylor College of Medicine from the National
Institute of Environmental Health Sciences. She plans a series of novel studies designed to
investigate the roles of RNases in triple negative breast cancer.

RR200079

Candidate: Bruno Di Stefano, Ph.D.

Funding Mechanism: Recruitment of First Time Tenure Track Faculty Member
Applicant Organization: Baylor College of Medicine

Original Organization of Nominee: Massachusetts General Hospital & Harvard Medical
School

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.0
Recommended Total Budget Award and Duration: $2,000,000.

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas

Description:
Bruno Di Stefano, Ph.D., is recommended for a CPRIT First Time Tenure Track Faculty
Member Award to recruit hm to the Baylor College of Medicine from the Massachusetts
General Hospital. The goal of his work is to work out how these post-transcriptional
mechanisms govern self-renewal and differentiation of normal hematopoietic stem cells and
AML.

RR200080

Candidate: Pengxiang Huang, Ph.D.

Funding Mechanism: Recruitment of First Time Tenure Track Faculty Member
Applicant Organization: Baylor College of Medicine

Original Organization of Nominee: Harvard Medical School

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.0
Recommended Total Budget Award and Duration: $2,000,000.

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas

Description:

Pengxiang Huang, Ph.D. is recommended for a CPRIT First Time Tenure Track Faculty Member
Award to recruit hm to the Baylor College of Medicine from Harvard Medical School. At Baylor
he will employ his structural biology and biochemistry expertise to interrogate key oncogenic
pathways.

Academic Research Award Summary
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RR200084

Candidate: Xing Zeng, Ph.D.

Funding Mechanism: Recruitment of First Time Tenure Track Faculty Member

Applicant Organization: The University of Texas Southwestern Medical Center

Original Organization of Nominee: Dana Farber Cancer Institute, Harvard Medical School
Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.0
Recommended Total Budget Award and Duration: $2,000,000.

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas

Description:

Xing Zeng, Ph.D.is recommended for a CPRIT First Time Tenure Track Faculty Member Award
to recruit him to The University of Texas Southwestern Medical Center from the Dana Farber
Cancer Institute. At UT Southwestern he plans to investigate the communication between
neuronal cells and gliomas and brain melanoma metastases building on his expertise and recent
breakthroughs in the field.

RR200095

Candidate: Jin Chen, Ph.D.

Funding Mechanism: Recruitment of First Time Tenure Track Faculty Member
Applicant Organization: The University of Texas Southwestern Medical Center
Original Organization of Nominee: University of California, San Francisco

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.0
Recommended Total Budget Award and Duration: $2,000,000.

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas

Description:

Jin Chen, Ph.D., is recommended for a CPRIT First Time Tenure Track Faculty Member Award
to recruit hm to UT Southwestern from University of California San Francisco. He plans to
investigate mechanisms underlying the deregulation of intestinal stem cells leading to cancer.

RR200090

Candidate: Joshua Gruber, M.D., Ph.D.

Funding Mechanism: Recruitment of First Time Tenure Track Faculty Member
Applicant Organization: The University of Texas Southwestern Medical Center
Original Organization of Nominee: Stanford University

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 1.3
Recommended Total Budget Award and Duration: $2,000,000.

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas

Description:

Academic Research Award Summary
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Joshua Gruber, M.D., Ph.D., is a physician scientist recommended for a CPRIT First Time
Tenure Track Faculty Member Award to recruit hm to UT Southwestern from Stanford. He plans
a research program linking metabolism and epigenetics control of cancer

RR200063

Candidate: Hongjie Li, Ph.D.

Funding Mechanism: Recruitment of First Time Tenure Track Faculty Member
Applicant Organization: Baylor College of Medicine

Original Organization of Nominee: Stanford University

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 2.0
Recommended Total Budget Award and Duration: $2,000,000.

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas

Description:

Hongjie Li, Ph.D., is recommended for a CPRIT First Time Tenure Track Faculty Member
Award to recruit hm to the Baylor College of Medicine from Stanford University. At Baylor he
will use his expertise in aging and epithelial stem cell biology to understand how age-related
changes of intestinal stem cells and their microenvironment drive colorectal cancer pathogenesis.

RR200089

Candidate: Peng Zhao, Ph.D.

Funding Mechanism: Recruitment of First Time Tenure Track Faculty Member
Applicant Organization: The University of Texas Health Science Center at San Antonio
Original Organization of Nominee: University of California San Diego

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 2.0
Recommended Total Budget Award and Duration: $2,000,000.

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas,
Hepatocellular Cancer

Description:

Peng Zhao, Ph.D., is recommended for a CPRIT First Time Tenure Track Faculty Member
Award to recruit hm to UT Health Science Center San Antonio from the University of California
San Diego. He plans to study the mechanisms linking diet and obesity to NASH and
hepatocellular carcinoma.

RR200108

Candidate: Andrew Sandstrom, Ph.D.

Funding Mechanism: Recruitment of First Time Tenure Track Faculty Member
Applicant Organization: The University of Texas Southwestern Medical Center
Original Organization of Nominee: University of California, Berkeley

Overall Evaluation Score [Rating Scale 1.0 (highest merit) to 9.0 (lowest merit)]: 2.0
Recommended Total Budget Award and Duration: $2,000,000.

CPRIT Priorities Addressed: Recruitment of outstanding cancer researchers to Texas
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August 2020 Page 19




Description:

Andrew Sandstrom, Ph.D., is recommended for a CPRIT First Time Tenure Track Faculty
Member Award to recruit him to UT Southwestern from the University of California, Berkeley.
He plans to investigate how the activation of the innate immune system in cancer.
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Attachment #1

*Academic Research Program Priorities Addressed by Recommended Awards

*Some grant awards address more than one program priority and are double counted.)

Scale

Recruitment of
outstanding
cancer
researchers to
Texas

A broad range
of innovative,
investigator-
initiated
research
projects

Investment
in Core
Facilities

Implementation

research to accelerate

the adoption and
deployment of

evidence-based

prevention and

screening interventions

Expanding | Childhood | Hepatocellular | Population
Access to Cancers Cancer Disparities
Innovative

Clinical

Trials

$29,997,660
11 Awards

$39,715,741
37 Awards

$14,821,043
4 Awards

$16,307,801
8 Awards

$7,747,804
3 Awards

$5,991,545
4 Awards

$2,398,659
2 Awards




Attachment #2
RFA Descriptions

Individual Investigator Research Awards (RFA R-20.1 ITRA)

Supports applications for innovative research projects addressing critically important
questions that will significantly advance knowledge of the causes, prevention, and/or
treatment of cancer. Areas of interest include laboratory research, translational studies, and/or
clinical investigations. Competitive renewal applications accepted.

Award: Up to $300,000 per year. Exceptions permitted if extremely well justified; maximum
duration: 3 years.

Individual Investigator Research Awards for Cancer in Children and Adolescents (RFA
R-20.1 ITRACCA)

Supports applications for innovative research projects addressing questions that will advance
knowledge of the causes, prevention, progression, detection, or treatment of cancer in
children and adolescents. Laboratory, clinical, or population-based studies are all acceptable.
CPRIT expects the outcome of the research to reduce the incidence, morbidity, or mortality
from cancer in children and/or adolescents in the near or long term. Competitive renewal
applications accepted.

Award: Up to $300,000 per year. Applicants that plan on conducting a clinical trial as part of
the project may request up to $500,000 in total costs. Exceptions permitted if extremely well
justified; maximum duration: 4 years.

Individual Investigator Research Awards for Clinical Translation (RFA R-20.1
ITRACT)

Supports applications which propose innovative clinical studies that are hypothesis driven
and involve patients enrolled prospectively on a clinical trial or involve analyses of
biospecimens from patients enrolled on a completed trial for which the outcomes are known.
Areas of interest include clinical studies of new or repurposed drugs, hormonal therapies,
immune therapies, surgery, radiation therapy, stem cell transplantation, combinations of
interventions, or therapeutic devices.

Award: Up to $400,000 per year. Maximum duration: 3 years. Applicants that plan on
conducting a clinical trial as part of the project may request up to $600,000 in total costs and
a maximum duration of 4 years. Exceptions permitted if extremely well justified.

Individual Investigator Research Awards for Prevention and Early Detection (RFA R-
20.1 IIRAP)

Supports applications for innovative research projects addressing questions that will advance
knowledge of the causes, prevention, early-stage progression, and/or early detection of
cancer. Research may be laboratory-, clinical-, or population- based, and may include
behavioral/intervention, dissemination, or health services/outcomes research to reduce cancer
incidence or promote early detection. Competitive renewal applications accepted.



Award: Up to of $300,000 per year for laboratory and clinical research; Up to $500,000 per
year for population-based research. Exceptions permitted if extremely well justified,
maximum duration: 3 years.

Collaborative Action Program to reduce liver cancer mortality in Texas: Investigator
Initiated Research Awards (RFA-R-20.2 CAP: RA)

Supports investigator-initiated research projects designed to understand the reasons for the
increased incidence of hepatocellular cancer (HCC) in Texas, to identify risk factors for cirrhosis
and HCC, to identify biomarkers for HCC early detection, and to develop and implement
prevention and early detection strategies.

Award: Up to $500,000 per year (total costs); Maximum duration: 5 years.

Core Facility Support Awards (RFA R-20.2 CFSA)

Solicits applications from institutions to establish or enhance core facilities (laboratory, clinical,
population-based, or computer-based) that will directly support cancer research programs to
advance knowledge of the causes, prevention, and/or treatment of cancer or improve quality of
life for patients with and survivors of cancer.

Award: Up to $4,000,000 (total costs); Maximum duration: 5 years

Early Clinical Investigator Award (RFA-R-20.2 ECI):

Solicits applications from institutions to provide cancer physicians early in their academic career
the opportunity to develop clinical research skills and to gain experience in advanced methods
and experimental approaches needed to become clinical investigators; to provide an opportunity
to establish a partnership with a laboratory-based collaborator in order to design and conduct
correlative studies needed to interpret the outcome of an interventional trial; to provide the
protected time from clinical responsibilities required to develop and conduct investigator
initiated clinical trials; and to increase the pool of clinical investigators at Texas academic
institutions who are conducting patient-oriented studies, capitalizing on basic discoveries and
translating them through conduct of innovative clinical trials involving cancer patients or
individuals at risk for cancer.

Award: Up to $1,500,000 (total costs) Maximum duration: 5 years

High Impact/High Risk Research Awards (RFA R-20.2 HIHR)

Provides short-term funding to explore the feasibility of high-risk projects that, if successful,
would contribute major new insights into the etiology, diagnosis, treatment, or prevention of
cancers.

Award: Up to $250,000 (total costs); Maximum duration: 2 years.

Recruitment of Established Investigators (RFA R-20-1 REI):

Recruits outstanding senior research faculty with distinguished professional careers and
established cancer research programs to academic institutions in Texas.

Award: Up to $6 million over a period of five years.
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Recruitment of Rising Stars (RFA R-20-1 RRS):

Recruits outstanding early-stage investigators to Texas, who have demonstrated the promise
for continued and enhanced contributions to the field of cancer research.

Award: Up to $4 million over a period of five years.

Recruitment of First-Time Tenure Track Faculty Members (RFA R-20-1. RFT):
Supports very promising emerging investigators, pursuing their first faculty appointment in
Texas, who have the ability to make outstanding contributions to the field of cancer research.
Award: Up to $2 million over a period up to five years.
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July 16, 2020

The Honorable Dee Margo

Oversight Committee Presiding Officer

Cancer Prevention and Research Institute of Texas
Via email to dee@deemargo.com

Mr. Wayne R. Roberts

Chief Executive Officer

Cancer Prevention and Research Institute of Texas
Via email to wroberts@cprit.texas.gov

Dear Mr. Margo and Mr. Roberts,

The Scientific Review Council (SRC) is pleased to submit this list of research grant
recommendations for Collaborative Action Plan: Research Awards (CAP:RA), Core
Facility Support Awards (CFSA), Early Clinical Investigator Awards (ECI), High-
Impact/High Risk Awards (HIHR).

The SRC met on July 9, 2020 to consider the applications recommended by the peer
review panels following their meetings that were held April 17, 2020 — April 23, 2020.

Recommended funding amounts and the overall evaluation score are stated for each
grant application. The total amount for the applications recommended is $32,465,430.

These recommendations meet the SRC’s standards for grant award funding. These
standards include selecting innovative research projects addressing critically important
questions that will significantly advance knowledge of the causes, prevention, and/or
treatment of cancer, and exceptional potential for achieving future impact in basic,
translational, population-based, or clinical research.

Sin rely r,

Richard D. Kolodner, Ph.D.
Chair, CPRIT Scientific Review Council
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Rank ID Award Score | Application Title P Pi Organization | Recommended
Mechanism Budget
1 RP200668 | CFSA 1.1 The Combinatorial Davies, Texas A&M $3,989,892
Drug Discovery Peter University
Program (CDDP) System Health
Science Center
2 RP200554 | CAP-RA 1.2 A Novel Risk Singal, The University $2,499,995
Stratification and Amit of Texas
Early Detection Southwestern
Strategy to Reduce Medical Center
Liver Cancer
Mortality
3 RP200584 | ECI 14 CPRIT Early-Career | Dickinson, | Baylor College $1,500,000
Clinical Investigator | Mary of Medicine
Award for Applicant:
Premal Lulla, MD
4 RP200619 | CFSA 1.8 CPRIT RNA Cooke, The Methodist $3,999,995
Therapeutics Core | John Hospital
Research
Institute
5 RP200549 | ECI 1.8 Enhancing Arteaga, The University $1,499,998
Neoantigen Carlos of Texas
Expression and Southwestern
Immune Checkpoint Medical Center
Inhibitor Response
Using Splicing
Modulators in
Hepatocellular
Carcinoma
6 RP200669 | ECI 1.8 CPRIT Early Draetta, The University $1,499,996
Clinical Investigator | Gulio of Texas M. D.
Award: Chad Tang Anderson
Cancer Center
7 RP200532 | HIHRRA 1.9 Targeted Lissanu The University $249,992
Proteolysis of Deribe, of Texas M. D.
Glucocorticoid Yonathan | Anderson
Receptor (GR) as a Cancer Center
Therapeutic
Strategy to
Enhance Antitumor
Immunity
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8 RP200604 | HIHRRA 2.0 Targeting Plasma Chapkin, | Texas AgriLife $250,000
Membrane Spatial Robert Research
Dynamics to
Suppress Obesity-
Induced Colon
Cancer

9 RP200520 | HIHRRA 2.1 Developing Single- | Peng, University of $250,000
Cell RNAseg-Based | Welyi Houston
Genetic Screens to
Identify Novel
Targets for Cancer
Immunotherapy

10 RP200573 | HIHRRA 22 Low-Cost Jia, Xun The University $250,000
Nonconventional of Texas
Ultralow-Field MRI Southwestern
Scanner for the Medical Center
Next-Generation
MR-Guided
Radiation Therapy

11 RP200504 | CFSA 2.3 Comprehensive Chen, Rui | Baylor College | $3,999,943
Cancer of Medicine
Epigenomics Core
Facility

12 RP200670 | ECI 25 Early Clinical Draetta, The University $1,491,551
Investigator Award: | Gulio of Texas M. D.
Nicolas Palaskas Anderson

Cancer Center

13 RP200614 | HIHRRA 25 Novel Betabody- Pinney, Baylor $250,000
Drug Conjugates Kevin University
Targeting
Phosphatidylserine
for the Selective
Delivery of Potent,
Small-Molecule
Payloads

14 RP200655 | HIHRRA 25 A Novel Organoid Krencik, The Methodist $249,372
Platform to Robert Hospital
Modulate Human Research
Neural Networks Institute
Integrated With
Glioblastoma Stem
Celis




LUDW G

CA CR
RESEARC

ludwigcancerresearch.org

San Diego

15 RP200574 | HIHRRA 2.6 Targeting B Cells to | Wargo, The University $249,755
Enhance Jennifer of Texas M. D.
Responses to Anderson
Immune Checkpoint Cancer Center
Blockade

16 RP200509 | HIHRRA 2.7 Genome-Wide DNA | Tsai, Texas A&M $250,000
Methylation Markers | Robert University
for Predicting the System Health
Risk of Liver Cancer Science Center
in Nonalcoholic
Fatty Livers

17 RP200595 | HIHRRA 2.7 SERBP1, Penalva, | The University $249,968
Epigenetic Luiz of Texas Health
Regulation and Science Center
Glioblastoma at San Antonio
Targeting

18 RP200633 | CAP-RA 2.8 Reducing KANWAL, | Baylor College | $2,434,495
Disparities in the FASIHA of Medicine
Risk of
Hepatocellular
Cancer

19 RP200537 | CAP-RA 29 Genetic Thrift, Baylor College | $2,473,314
Epidemiology of Aaron of Medicine
Hepatocellular
Carcinoma in
Hispanics

20 RP200657 | HIHRRA 29 Screening for Schartl, Texas State $248,458
Melanoma Genes Manfred University - San
Using Natural Marcos
Hybrid
Incompatibilities

21 RP200617 | HIHRRA 29 Pathological Role of | Lee, The University $250,000
Neuronal Cell Cycle | Hyoung- of Texas at San
Reentry in the gon Antonio
Development of
Chemotherapy-
Induced Peripheral
Neuropathy

22 RP200650 | HIHRRA 29 Characterization of | Kenney, The University $250,000
Salmonella Tumor- | Linda of Texas
Targeting Medical Branch
Mechanisms and at Galveston
Oncolytic Potential
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23 RP200612 | HIHRRA 31 Elucidating Giancotti, | The University $249,996
Premetastatic Filippo of Texas M. D.
Niches at Single- Anderson
Cell Resolution Cancer Center

24 RP200620 | HIHRRA 3.2 Targeting Fatty Acid | Dong, Baylor College | $250,000
Synthesis in Bingning | of Medicine
NAFLD-Related
HCC

25 RP200615 | HIHRRA 34 Small RNA Lee, Tae | The University $250,000
Nanovector-Based | Jin of Texas Health
Targeted Science Center
Immunotherapy for at Houston
Glioblastoma

26 RP200572 | CFSA 3.6 From Whole-Animal | Bickel, Texas Tech $2,831,213
Imaging to Ulrich University
Superresolution Health Sciences
Microscopy: An Center
Imaging Core for
the TTUHSC
Campus at Amarillo

27 RP200593 | HIHRRA 3.6 High-Throughput Sheng, Texas A&M $247,703
Nondestructive Jian University -
Enumeration and Corpus Christi
Characterization of
CTCs in Whole
Blood by a Thin
Film "Tactile"
Microfluidics and
Holographic
Interferometry

28 RP200526 | HIHRRA 3.7 Development of Zhu, Jay- | The University $249,794
Artificial Intelligence | Jiguang of Texas Health
Framework for Science Center
Assessment of at Houston
Responses to
Treatment and
Automated Tumor
Volume
Measurement in
Glioblastoma
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July 16, 2020

The Honorable Dee Margo

Oversight Committee Presiding Officer

Cancer Prevention and Research Institute of Texas
Via email to dee@deemargo.com

Mr. Wayne R. Roberts
Chief Executive Officer
Cancer Prevention and Research Institute of Texas

Via email to wroberts@cprit.texas.gov

Dear Mr. Margo and Mr. Roberts,

The Scientific Review Council (SRC) is pleased to submit this list of recruitment grant
recommendations. The SRC met on May 14, 2020 (REC Cycle 20.10), June 11, 2020
(REC Cycle 20.11) and on July 9, 2020 (REC Cycle 20.12) to review the applications
submitted to CPRIT under the Recruitment of Established Investigators, Recruitment of
Rising Stars and Recruitment of First-Time Tenure Track Faculty Members.

The projects on the attached list are numerically ranked in the order the SRC
recommends the applications be funded. Recommended funding amounts and the
overall evaluation scores are stated for each grant applications. There were no
recommended changes to funding amounts, goals, timelines, or project objectives
requested. The total amount for the applications recommended is $29,997,660. Note
that application #RR200081 was withdrawn prior the the Program Intergation
Committee meeting.

These recommendations meet the SRC’s standards for grant award funding. These
standards include selecting candidates at all career levels that have demonstrated
academic excellence, innovation, excellent training, a commitment to cancer research
and exceptional potential for achieving future impact in basic, translational, population
based or clinical research.

Sinc rel yo rs,

7

Richard D. Kolodner, Ph.D.
Chair, CPRIT Scientific Review Council
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Rank ID Award Candidate Organization Recommended | Overall
Mechanism Budget Score
1 RR200079 | RFTFM Di Stefano, | Baylor College of Medicine $2,000,000 1.0
Bruno
2 RR200080 | RFTFM Huang, Baylor College of Medicine $2,000,000 1.0
Pengxiang
3 RR200084 | RFTFM Zeng, Xing | The University of Texas $2,000,000 1.0
Southwestern Medical Center
4 RR200076 | RFTFM Pillon, Baylor College of Medicine $2,000,000 1.0
Monica
5 RR200095 | RFTFM Chen, Jin The University of Texas $2,000,000 1.0
Southwestern Medical Center
6 RR200093 | REI Pollard, The Methodist Hospital $5,997,660 1.0
Jeffrey Research Institute
7 RR200090 | RFTFM Gruber, The University of Texas $2,000,000 1.3
Joshua Southwestern Medical Center
8 RR200063 | RFTFM Li, Hongjie | Baylor College of Medicine $2,000,000 2.0
9 RR200089 | RFTFM Zhao, Peng | The University of Texas Health | $2,000,000 2.0
Science Center at San Antonio
10 RR200108 | RFTFM Sandstrom, | The University of Texas $2,000,000 2.0
Andrew Southwestern Medical Center
11 RR200112 | REI Gius, David | The University of Texas Health | $6,000,000 2.0
Science Center at San Antonio
REI- Recruitment of Established Investigators
RFTFM: Recruitment of First-Time, Tenure Track Faculty Members




MEMORANDUM

TO: CPRIT OVERSIGHT COMMITTEE

FROM: RAMONA MAGID, CHIEF PREVENTION OFFICER

SUBJECT: PREVENTION GRANT RECOMMENDATIONS - FY 2020 CYCLE 2
DATE: AUGUST 4, 2020

Summary and Recommendation:

The Program Integration Committee (PIC) has completed its review of the recommendations forwarded
by the Prevention Review Council (PRC). The PIC recommends awarding 8 projects for FY 2020 Cycle
2 totaling $14,063,633. The grant recommendations are presented in two (2) slates.

Number | Grant Type Amount
1 Tobacco Control and Lung Cancer Screening $ 1,000,000

7 | Expansion of Cancer Prevention Services to Rural and Medically |$ 13,063,633
Underserved Populations

Background:

FY 2020 Cycle 2 (20.2)

CPRIT released three (3) RFAs in November 2019 for the second review cycle of FY 2020. Eighteen
(18) prevention applications requesting $24,183,674 underwent peer review by teleconference on May
12, 2020 and the programmatic review by the PRC was conducted June 15, 2020.

Program Priorities Addressed
All the recommended applications address one or more of the Prevention Program priorities. Some
applications address more than one priority. See the attached chart for additional detail.

Number of Applications Addressing Priorities

5 | Prioritize populations disproportionately affected by cancer $ 8,071,275
incidence, mortality or cancer risk prevalence
7 | Prioritize geographic areas of the state disproportionately affected by | $12,595,905
cancer incidence, mortality or cancer risk prevalence

8 | Prioritize underserved populations $14,063,333




Prevention Program Slates

Tobacco Control and Lung Cancer Screening

Mechanism: This award mechanism seeks to fund programs on tobacco prevention and cessation, as
well as screening for early detection of lung cancer. Through release of this RFA, CPRIT’s goal is to

stimulate more programs across the state, thereby providing greater access for underserved

populations and reducing the incidence and mortality rates of tobacco-related cancers. This RFA

seeks to promote and deliver evidence-based programming designed to significantly increase

tobacco cessation among adults and/or prevent tobacco use by youth.
Award: Maximum of $2M for expansion projects and $1M for new projects; Maximum duration
of 36 months.

Recommended projects (1): $1,000,000

Four (4) applications were submitted in this mechanism. One (1) tobacco control and lung cancer

screening project is recommended.

Project Descriptions

PP200071

TCL

Promoting access to
maternal smoking
cessation and smoke-free
home services among
low-income rural
pregnant women and their|
household smokers

Chen, Lei-
Shih

Texas A&M
University

2.6

$1,000,000

CPRIT Priorities addressed: Prioritize populations disproportionately affected by cancer
incidence, mortality or cancer risk prevalence; prioritize geographic areas of the state
disproportionately affected by cancer incidence, mortality or cancer risk prevalence; prioritize
underserved populations

This project proposes to develop and implement an evidence-based, comprehensive, multi-

component, and bilingual (English and Spanish) program to promote the accessibility of smoking

cessation services and prevention of secondhand smoke exposure among rural, low-income
pregnant women and their families in the Brazos Valley Region. The project will provide
training to 180 health professionals in clinical and community settings to establish a “prenatal
smoking cessation services competent” health professional workforce in the region. The project
plans to collaborate with nine WIC and prenatal care clinics serving rural, low-income, and
uninsured/underinsured pregnant women in the BV Region to implement the Baby & Me
Tobacco Free smoking cessation program. Community health workers will deliver the case
management and personalized navigation services to improve the accessibility of usual care and
smoking cessation resources and services for all participants.




Expansion of Cancer Prevention Services to Rural and Medically Underserved
Populations

Mechanism:

This award mechanism seeks to support the coordination and expansion of evidence-based
services to prevent cancer in underserved populations who do not have adequate access to cancer
prevention interventions and health care, bringing together networks of public health and
community partners to carry out programs tailored for their communities. Projects should
identify cancers that cause the most burden in the community and use evidence-based models
shown to work in similar communities to prevent and control these cancers. Currently funded
CPRIT projects should propose to expand their programs to include additional types of
prevention clinical services and/or an expansion of current clinical services into additional
counties. In either case, the expansion must include delivery of services to nonmetropolitan and
medically underserved counties in the state.

Award: Maximum of $2M; Maximum duration of 36 months.

Recommended projects (7): $13,063,633
Eight (8) applications were submitted in this mechanism. Seven (7) expansion of cancer

prevention services to rural and medically underserved populations projects are recommended.

Project Descriptions

PP200048 [EPS [Expanding a successful Berenson, |The University | 2.0 $1,999,991

postpartum HPV vaccination [Abbey of Texas
Medical Branch

project to women in the Rio
at Galveston

Grande Valley

CPRIT Priorities addressed: Prioritize geographic areas of the state disproportionately affected by
cancer incidence, mortality or cancer risk prevalence; prioritize underserved populations

This project proposes to expand a highly successful, innovative postpartum vaccination program.
This project is designed to reach a large population of women at increased risk of cervical
cancer. The project plans to extend its reach to the Rio Grande Valley. Its focus will be on
patients 11-26 years of age as this represents the highest risk group for future HPV infections.
Those without evidence of prior HPV vaccination will receive personal counseling from patient
navigators. If they agree, they will receive a dose prior to discharge. To assure series completion,
patient navigators will stay in close contact with patients and coordinate follow-up injections
with postpartum visits, send appointment reminders by text and phone, and reschedule missed
appointments as needed. A robust provider education component for physicians, residents, as
well as medical and nursing students, will stress the importance of recommending the vaccine to
eligible patients.




PP200066 [EPS |[Expanding Mailed Stool |Pignone, [The University 2.0 $1,999,227
Test-Based Colorectal ~ [Michael  Jof Texas at
Cancer Screening in Austin
Vulnerable Populations in
Central Texas

CPRIT Priorities addressed: Prioritize geographic areas of the state disproportionately affected
by cancer incidence, mortality or cancer risk prevalence; prioritize underserved populations

This project proposes to expand, in partnership with two local Federally Qualified Health Clinic
networks, the successful, multi-faceted colorectal cancer (CRC) intervention that includes
provider education, mailed FIT, access to patient navigation for improving timely follow-up of
positive FIT, development of a screening and surveillance registry, and enhanced access to
colonoscopy for vulnerable urban and rural patients in Central Texas. A key aspect of the
expanded program will be extension of its work to rural areas of Central Texas that have not
been served by existing mailed FIT programs. Increasing CRC screening in vulnerable patients
in Central Texas will reduce CRC incidence and mortality and decrease overall costs of care
through reduction in treatment costs. Lessons learned from the expanded mailed FIT program
will be used to develop plans for a state-wide program to meet the needs of vulnerable patients
throughout Texas.

PP200064 [EPS |A Regional Expansion of  |Argenbright,|The University of| 2.1 | $1,999,996
Cervical Cancer Screening [Keith Texas

and Patient Navigation in Southwestern
North Texas (E-XSPAN) MedicaliCenter

CPRIT Priorities addressed: Prioritize populations disproportionately affected by cancer
incidence, mortality or cancer risk prevalence; prioritize geographic areas of the state
disproportionately affected by cancer incidence, mortality or cancer risk prevalence; prioritize
underserved populations

The proposed Regional Expansion of Cervical Cancer Screening and Patient Navigation (E-
XSPAN) aims to increase screening rates and access to care among these vulnerable populations
in North Texas. The program will target rural, un/underinsured populations within a 67-county
service area. The region has been identified to include rural counties with the highest incidence
rates and target public health regions where mortality is highest, including regions 2 and

4/5N. The E-XSPAN program will leverage existing framework, including community outreach
and health promotion, comprehensive cervical cancer screening and follow-up care with nurse-
driven clinical navigation through follow-up and treatment where appropriate, and centralized
reimbursement for local providers. In addition to expanding geography, service delivery will also
expand to include HPV vaccination and education.



PP200075 [EPS [Establish a Comprehensive Sun, Light and Salt 2.1 | $1,467,728
Cancer Prevention and Support [Helen  |Association
Program among Asian-
American Communities in
Houston, Dallas/Fort Worth
and Austin Areas of Texas

CPRIT Priorities addressed: Prioritize populations disproportionately affected by cancer
incidence, mortality or cancer risk prevalence; prioritize underserved populations

The proposed project will adopt a multisector collaborative and culturally and linguistically
competent cancer prevention and support program to effectively reduce service gaps, diagnoses
and deaths in different AA populations, including Vietnamese, Chinese, Filipino and Korean
communities. The project will expand the scope of the previous two CPRIT-funded projects to
include Asian Americans (AAs) living in the Texas Gulf Coast area. The project is a joint effort
of seven AA community-based organizations, eight local healthcare providers and one
university. The cancer prevention and screening components address colon, breast, cervical and
liver cancer. The methods of service delivery include seminars, workshops, web-based and in-
person classes, one-on-one education, and local TV and newspaper articles. The
survivorship/navigation program provides group-based interventions and one-on-one peer and
navigation support for patients with abnormal screening results or cancer diagnosis.

PP200057 [EPS |School-based Human Rodriguez, [The University of| 2.2 | $1,993,140
Papillomavirus Vaccination |[Ana Texas Medical
Program in the Rio Grande Branch at
Galveston

Valley: Continuation and
Expansion in Starr, Zapata,
and Jim Hogg County

CPRIT Priorities addressed: Prioritize geographic areas of the state disproportionately affected
by cancer incidence, mortality or cancer risk prevalence; prioritize underserved populations

This project aims to increase HPV vaccination uptake in Starr, Hidalgo, Jim Hogg, and Zapata
Counties to match the 2018 National Immunization Survey (NIS)-Teen rates for Texas by
expanding CPRIT activities. Activities will include the continuation of the successful outreach
and education campaign in Starr, Hidalgo, and Cameron Counties expanding to Jim Hogg and
Zapata Counties; school-based HPV vaccination program in six school districts; and expansion
of program activities and support services including follow-up navigation, data collection,
tracking, and systems improvement. The unique model centers around a strong collaboration
between academic medical institutions, county health departments, and school districts to
employ school-based and community-based education events. The evidence-based intervention
provides the HPV vaccine in an alternative setting (schools) and creates support for HPV
vaccination through education and outreach.



PP200070 [EPS [EXPANSION OF TEXAS |Lichorad, Texas A&M 3.1 | $1,656,478
A&M’S CANCER Anna University
PREVENTION PROGRAM System Health
TO RURAL AND Science Center
MEDICALLY
UNDERSERVED WOMEN

CPRIT Priorities addressed: Prioritize geographic areas of the state disproportionately affected
by cancer incidence, mortality or cancer risk prevalence; prioritize underserved populations

The TX Cancer Screening, Training, Education and Prevention (C-STEP) project proposes to
expand its women’s health program to include direct services for not only breast and cervical
cancers, but also for colorectal, liver and skin cancer. C-STEP will expand its geographic reach —
to include rural northern Harris County, rural coastal plains counties (DeWitt, Karnes, Lavaca),
and Goliad County. The project will provide education, navigation by state-certified community
health workers (CHW), and comprehensive cancer screening and diagnostic services for low-
income rural and medically underserved women in 21 TX counties, while providing expanded
cancer prevention training to family physician residents, nursing and Nurse Practitioner students,
and CHWs. The network of over 450 rural community partners will support outreach and
education activities at events in target counties. Rural mobile mammography, provided by The
Rose, will reduce barriers to breast cancer screening in the 21-county service area.

PP200068 [EPS |[Expanding Colorectal Rustveld, Baylor College of| 3.4 | $1,947,073
Cancer Prevention and Luis Medicine
Education Through

Community-Based Outreach
and Information Technology

CPRIT Priorities addressed: Prioritize populations disproportionately affected by cancer
incidence, mortality or cancer risk prevalence; prioritize geographic areas of the state
disproportionately affected by cancer incidence, mortality or cancer risk prevalence; prioritize
underserved populations

The proposed CPRIT project proposes to develop and implement a culturally and linguistically
appropriate community-based program to coordinate outreach and education about colorectal
cancer (CRC) prevention and screening guidelines for early detection of CRC in age-eligible
community residents. The project plans to expand a successful Electronic Health Record (EHR)
based colorectal cancer (CRC) screening, follow-up and, education program to a geographic area
of the state disproportionately affected by CRC incidence and mortality, Nacogdoches and
Shelby counties. A Rural and Urban Network for Cancer Prevention through Outreach and
Education (RUN-CPOE) collaborative will engage the community around CRC prevention and
screening education guidelines and improve access to CRC screening services for age-eligible
community residents without a current medical home by creating a community-based CRC
screening registry.




Note: Some grant awards address more than one program priority and will be double counted.



Dee Margo

Oversight Committee Presiding Officer

Cancer Prevention and Research Institute of Texas

Via email to dee(@deemargo.com

Via email to Dee Margo assistant, Olivia Zepeda, zepedaox@elpasotexas.gov

Wayne R. Roberts

Chief Executive Officer

Cancer Prevention and Research Institute of Texas
Via email to wroberts@cprit.texas.gov

Dear Mr. Roberts and Mr. Margo,

On behalf of the Prevention Review Council (PRC), I am pleased to provide the PRC's
recommendations for the cycle 20.2 Expansion of Cancer Prevention Services to Rural and
Medically Underserved Populations (EPS) and and Tobacco Control and Lung Cancer Screening
(TCL) awards.

The PRC met on June 15, 2020 to consider the applications recommended by the peer review
panel following their May 12 meeting.

The projects are numerically ranked in the order the PRC recommends the applications be
funded. Recommended funding amounts and the overall evaluation score are stated for each
grant application. The PRC made changes to the goals, project objectives, or timelines on two
applications.

The remaining funding available for fiscal year 2020 is $14,527,312. These recommended
projects total $14,063,633.

Our recommendations meet the PRC’s standards for grant award funding of projects that are
evidence-based, deliver programs or services to underserved populations, and focus on primary,
secondary or tertiary prevention. In making these recommendations the PRC continued to
consider the available funding, the composition of the current portfolio, and the programmatic
priorities in the RFA which include potential for impact and return on investment, geographic
distribution, cancer type and type of program. All the recommended grants address one or more
of the Prevention Program priorities.

Sincerely,
Stephen W. Wyatt, DMD, MPH
Chair, CPRIT Prevention Review Council

Attachment
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Mecha Average | Rank
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Expanding a successful postpartum HPV Berenson, The University of Texas Medical

PP200048 | EPS New vaccination project to women in the Rio Abbey Branch at Galveston $ 1,999,991 2.0 1
Grande Valley
Expanding Mailed Stool Test-Based Pignone, L

PP200066 | EPS New Colorectal Cancer Screening in Vulnerable Michael illllztliimversuy of Texas at $ 1,999,227 2.0 2
Populations in Central Texas
A Regional Expansion of Cervical Cancer Argenbright, [The University of Texas

PP200064 | EPS New Screening and Patient Navigation in North Keith Southwestern Medical Center $ 1,999,996 2.1 3
Texas (E-XSPAN)
Establish a Comprehensive Cancer Prevention |Sun, Helen  |Light and Salt Association

. . _|and Support Program among Asian-American

PP200075 | EPS |Resubmission Communities in Houston, Dallas/Fort Worth $ 1,467,728 2.1 4
and Austin Areas of Texas
School-based Human Papillomavirus Rodriguez, |The University of Texas Medical

PP200057 | EPS New Vaccination ?rogr.am in the Rio C?ragde Ana Branch at Galveston 3 1,993,140 29 5
Valley: Continuation and Expansion in Starr,
Zapata, and Jim Hogg County
Promoting access to maternal smoking Chen, Lei- A&M University

PP200071 | TCL |Resubmission|cCss3tion and smoke-free home services Shih $ 1,000,000 2.6 6
among low-income rural pregnant women and
their household smokers
EXPANSION OF TEXAS A&M’S CANCER |Lichorad, Texas A &M University System

PP200070 | EPS New PREVENTION PROGRAM TORURAL Anna Health Science Center $ 1,656,478 3.1 7
AND MEDICALLY UNDERSERVED
Expanding Colorectal Cancer Prevention and [Rustveld, Baylor College of Medicine

PP200068 | EPS [Resubmission|Education Through Community-Based Luis $ 1,947,073 34 8

Outreach and Information Technology




Product Development Research Priorities Addressed by the Recommended 20.2 Cycle Awards
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Note: Some grant awards address more than one program priority and will be double counted.



MEMORANDUM

To: OVERSIGHT COMMITTEE MEMBERS
From: CINDY WALKERPEACH, PHD
CHIEF PRODUCT DEVELOPMENT OFFICER
Subject: FY 20.2 PRODUCT DEVELOPMENT GRANT RECOMMENDATIONS
Date: AUGUST 5, 2020

Summary of Recommendation:

The Product Development Review Council (PDRC) and the Program Integration Committee
(PIC) recommend that the Product Development Subcommittee and the Oversight Committee
approve product development research grant awards to the following applicants: OncoNano
Medicine, Inc., and ImmunoGenesis, Inc. Table 1 reflects the ranked award recommendations,
including the maximum recommended funding amounts and the evaluation scores for the two
grant applications recommended for awards.

The PDRC did not make any changes to the proposed goals and objectives, timelines or budgets
for the two projects recommended for funding. However, one of these recommendations is
contingent on the review of items associated with the following:
e Execution of the CPRIT award contract for ImnmunoGenesis, Inc. is contingent on the
company hiring a CMO and CSO and funds must be withheld until the PDRC can review
the pre-IND minutes from the FDA and until the IND is cleared.

The Chief Product Development Officer will notify the Oversight Committee if the awardee is
unable or unwilling to address the contract contingencies outlined above.

The PDRC did not identify any contingencies associated with the award contract to OncoNano
Medicine, Inc.



Table 1: 20.2 Review Cycle PDRC and PIC Award Recommendations

Rank Application Mechanism Company Name Project Maximum

D (Cycle) Budget
Image-guided Surgical
Detection of Metastatic

TXCO OncoNano Disease to the
! DR (20.2) Medicine, Inc. Peritoneum, Lymph o e
Nodes and Pleural

Surfaces

Cytoreductive

. bispecific PD-L1/PD-
2 DP200094 géczc)) Imm“ﬁifenem’ L2 antibodies active = 2.4 | $15.455,860

across immune “hot”
and “cold” cancers

Total  $25,421,133
* average reviewer score from videoconference “in-person” peer review

Background - FY 2020 Review Cycle 2

CPRIT released three RFAs on November 20, 2019, and accepted applications through January
29, 2020. Applicants submitted twenty-eight (28) proposals, all of which passed administrative
review. The initial peer review screening teleconference was held March 23-24, 2020 and eight
(8) applicants were invited by the peer review panel to make presentations at the Peer Review
Meeting held April 21-24, 2020. The April Peer Review applicant presentations were held via
video teleconference instead of the usual in-person format due to health concerns associated with
the coronavirus pandemic. As a result of the Peer Review Meeting, the review panels
recommended four (4) applications for the diligence evaluation phase of peer review.

The PDRC convened on July 6, 2020 for the Diligence Evaluation meeting. After consideration
of the diligence materials, the PDRC recommended two (2) of the 20.2 applications for grant
awards. Dr. Jack Geltosky, Chair PDRC, noted in his letter to the PIC and the Oversight
Committees that the PDRC’s recommendation to fund these two (2) awards reflected 50+ hours
of individual review and panel discussion of each proposal as well as the PDRC’s review of the
diligence materials for each company.

Program Priorities Addressed by the 20.2 Cycle Proposed Awards

The chart below reflects that all recommended applications address one or more of the Product
Development Research Program priorities.

Review Cycle 20.2 Product Development Page 2
Research Grant Recommendations



Applications Award

Addressing Product Development Program Priorities Amount per
Priorities* Priority*
) Funding novel projects that offer therapeutic or diagnostic $25.421.133
benefits not currently available, i.e. disruptive technologies T
) Eg;léismg projects addressing large or challenging unmet medical $25,421,133
) g\;cialsigllg in early stage projects where private capital is least $25,421,133
) Stimulating commercialization of technologies developed at $25.421.133
Texas institutions T
Supporting new company formation in Texas or attracting
) promising companies to Texas that will recruit staff with life $25,421,133

science expertise, especially experienced C-level staff to lead to
seed clusters of life science expertise at various Texas locations
2 Providing appropriate return on taxpayer investment $25,421,133
*Some proposed grant awards address more than one program priority.

Mechanism of Support and Program Objectives

Proposals submitted in the 20.2 review cycle responded to one of three product development
research RFAs.

e Texas Company Product Development Research Award (TXCO)
This award mechanism seeks to support early stage “startup” and established companies in
the development of innovative products and services with significant potential impact on
cancer patient care. The proposed project must further the development of new products or
services for the diagnosis, treatment, or prevention of cancer; must foster a robust
biotechnology industry ecosystem; or must fulfill a critical unmet need in cancer patient care.
Companies must be headquartered in Texas.

Strong candidates for the TXCO award have developed a sufficiently robust data package,
value proposition, regulatory strategy, manufacturing plan, and experienced
business/management team to warrant the amount of funding requested.

Award: Maximum amount $20 million over 36 months

e Relocation Company Product Development Research Award (RELCO)
This award mechanism seeks to support early stage “startup” and established companies in
the development of innovative products and services with significant potential impact on
cancer patient care. The proposed project must further the development of new products or
services for the diagnosis, treatment, or prevention of cancer; must foster a robust

Review Cycle 20.2 Product Development Page 3
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biotechnology industry ecosystem; or must fulfill a critical unmet need in cancer patient care.
Companies must relocate to Texas upon receipt of award.

Strong candidates for the RELCO award have developed a sufficiently robust data package,
value proposition, regulatory strategy, manufacturing plan, and experienced
business/management team to warrant the amount of funding requested.

Award: Maximum amount $20 million over 36 months

o Seed Award for Product Development Research (SEED)
This award mechanism seeks to support early stage “startup” companies in the development
of innovative products and services with significant potential impact on cancer patient care.

The proposed project must further the development of new products or services for the
diagnosis, treatment, or prevention of cancer; must foster a robust biotechnology industry
ecosystem; or must fulfill a critical unmet need in cancer patient care. Company applicants
must be headquartered in Texas or be willing to relocate to Texas upon receipt of award

Strong candidates for the SEED award have developed compelling discovery stage data
and/or developed a working prototype (if applicable) around a novel compound, diagnostic,
device, computational tool, etc. that warrants further development efforts to establish proof
of concept (POC) on the early pathway to commercial product. In addition, strong candidates
have at a minimum developed a strong value proposition, preliminary regulatory strategy,
preliminary manufacturing plan, and early business/management team to warrant the amount
of funding requested.

Award: Maximum amount of $3 million over 36 months.

CPRIT’s Grant Award Contract and Risk Mitigation

Investing in early stage translational cancer research is inherently risky. Products in
development at CPRIT Product Development Research awardees that show promise in the
laboratory and in animal studies may not make a measurable difference in humans or the
treatment’s side effects may be so severe as to not justify the benefits. Along with the increased
risk of technical failure, human studies are more complex and expensive than laboratory and
animal studies.

CPRIT addresses the risk associated with product development research awards by tying
disbursement of grant funds to the grantee achieving specific project goals and objectives. The
grant contract requires the company to report at least annually on its progress. To receive the
next tranche of project funding, the grantee must show that it has accomplished all the goals and
objectives for the previous project year. The company will only receive the entire approved
award amount if it successfully achieves all project goals and objectives. Because contractual
goals are usually associated with project milestones, such as receiving FDA approval for an

Review Cycle 20.2 Product Development Page 4
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Investigational New Drug filing or completing a clinical trial, achieving all agreed-upon goals
also means that the project is making meaningful progress to becoming a treatment option.

Review Cycle 20.2 Product Development Page 5
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Product Development Research Program Awards
Recommended by the PDRC and PIC for FY 2020 Review Cycle 2

OncoNano Medicine, Inc.
Proposed Texas Company Product Development Research Award

Summary of Recommendation

The PDRC and the PIC recommend that the Oversight Committee approve a Texas Company
Product Development Research Award to OncoNano Medicine Inc. for $9,965,273.

OncoNano Medicine, Inc. is a spinout company of the University of Texas Southwestern
Medical School and is headquartered in Southlake, Texas. The company has applied for CPRIT
funding to support the development of a novel imaging agent known as ONM-100 for use in
intraoperative surgical resection of solid tumors. The technology aims to help providers
visualize tumors that they may have otherwise missed and is focused on the identification of
metastatic disease in the peritoneum, lymph nodes and pleural surfaces resulting from gastric,
colorectal, prostate, ovarian, lung, and breast cancers. Currently, there are very few tools or
technologies that allow doctors to visualize small tumors that have metastasized, and therefore
this technology addresses a critical unmet need for cancer patients.

OncoNano Medicine, Inc. was the recipient of a $6,000,000 CPRIT New Company Product
Development Award in 2014 to support the development of ONM-100 for imaging cancer.
ONM-100 was granted a Fast Track designation and is currently in Phase 2 clinical trials for the
detection of cancer in patients with solid tumors undergoing routine surgery. In addition,
OncoNano Medicine, Inc. received a $15,427,699 Texas Company Product Development Award
in 2019 to support the development of a nanovacine known as ONM-500 for human papilloma
virus (HPV) associated cancers.

CPRIT Product Development Research Program Priorities Addressed

OncoNano Medicine Inc.’s proposed project addresses all six Product Development Research

Program Priorities:

e Funding novel projects that offer therapeutic or diagnostic benefits not currently available,
i.e. disruptive technologies;

e Funding projects addressing large or challenging unmet medical needs;

e Investing in early stage projects where private capital is least available;

e Stimulating commercialization of technologies developed at Texas institutions;

e Supporting new company formation in Texas or attracting promising companies to Texas that
will recruit staff with life science expertise, especially experienced C-level staff to lead to
seed clusters of life science expertise at various Texas locations; and

e Providing appropriate return on taxpayer investment.

Review Cycle 20.2 Product Development Page 6
Research Grant Recommendations



Project Summary and Scientific Rationale

The identification of metastatic disease is a major unmet need in oncology. Metastatic disease
represents 45-50% of all cancer diagnoses and is responsible for 90% of patient deaths.
Improvement in visualization of metastatic disease, both preoperatively and during surgery, is
critical for initial diagnosis, accurate staging, therapeutic choice and efficacy — and is closely tied
to patient survival. OncoNano Medicine’s grant proposal aims to extend the use of ONM-100
for identification of metastatic disease in the peritoneum, lymph nodes and pleural surfaces —
areas that comprise 20% of metastatic disease and result from primary tumors originating from
numerous cancer types.

Standard of Care (SOC) for primary tumor detection is primarily preoperative PET, CT and MRI
— none of which are real time — and visualization and palpation during resections. All of these
SOC methods are inadequate for accurate staging, do not enable metastatic detection, and may
necessitate second-look surgeries which are generally ineffective in removing residual disease.
This means added expense for patients and insurers as well as time and pain for patients, with no
guarantee that all metastatic disease is removed. OncoNano Medicine claims that the
combination of a robust and universal biomarker in pH, superior specificity and sensitivity, an
excellent safety record and compatibility with all commercially available clinical cameras
favorably positions ONM-100 over the competition.

The company seeks CPRIT funding to support drug manufacturing activities, nonclinical studies,
and initiation of a Phase 2 clinical trial.

Select Reviewer Comments

o The real-time identification of metastatic disease is a major unmet need in oncology,
specifically the ability to visualize it during surgical dissection in the peritoneum, lymph
nodes, and pleural surfaces.

o The SOC to detect disease preoperatively is oftentimes woefully inadequate. The enhanced
sensitivity and specificity of ONM-100 should be an exciting advance for surgeons.

o Clinical and regulatory plans are realistic, further, the applicant has a proven track record
with CPRIT and has demonstrated that it can deliver successfully and as projected on
preclinical, clinical, and regulatory milestones.

o The management team is strong and has a track record with CPRIT, and the market
opportunity is large.

Review Cycle 20.2 Product Development Page 7
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ImmunoGenesis, Inc.
Proposed Texas Company Product Development Research Award

Summary of Recommendation

The PDRC and the PIC recommend that the Oversight Committee approve a Texas Company
Product Development Research Award to ImmunoGenesis, Inc. for $15,455,860.

ImmunoGenesis, Inc. is a spinout company of MD Anderson Cancer Center (MDACC) and is
based in Houston, TX. In the last decade, checkpoint inhibitor immunotherapy drugs have
revolutionized therapy for many cancers, and new combination therapies continue to evolve.
However, only a minority (~45%) of cancer patients are eligible to receive these drugs and
among those less than 20% achieve a complete or even partial response. ImmunoGenesis’
technology is a new type of immunotherapy that aims to benefit the majority (55%) of patients
ineligible to receive current drugs, and also has the potential to improve responses in existing
indications.

ImmunoGenesis, Inc. proposes to use CPRIT funding to support the development of a first-in-
class immunotherapy drug known as IMGS-001. The CPRIT funding will support drug
manufacturing activities, nonclinical studies and a Phase 1 clinical trial. The technology
addresses all cancer types.

CPRIT Product Development Research Program Priorities Addressed

ImmunoGenesis, Inc.’s proposed project addresses all six Product Development Research
Program Priorities:

e Funding novel projects that offer therapeutic or diagnostic benefits not currently available,
i.e. disruptive technologies;

Funding projects addressing large or challenging unmet medical needs;

Investing in early stage projects where private capital is least available;

Stimulating commercialization of technologies developed at Texas institutions;

will recruit staff with life science expertise, especially experienced C-level staff to lead to
seed clusters of life science expertise at various Texas locations; and
e Providing appropriate return on taxpayer investment.

Project Summary and Scientific Rationale

Antibody drugs which block engagement of the T cell co-inhibitory receptor programmed cell
death-1 (PD-1) or its cognate ligand programmed death-1 ligand 1 (PD-L1) are the cornerstone
of immunotherapy’s emergence as a key pillar of modern oncology. For patients with “hot”,
immune infiltrated, cancers, PD-1 blockade offers moderate to high frequencies of objective
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clinical responses and the chance of durable lifelong cures. The majority of cancer patients,
however, present with “cold” tumors with low frequencies of immune-targetable mutations and
little or no immune infiltration. In this setting, PD-1 blockade benefits less than 5% of patients
and there are no FDA-approved indications excepting the small minority of patients with
underlying mismatch-repair deficiencies. Even across the “hot” and “warm” cancers for which
there are FDA-approved PD-(L)1 indications, the response rate to PD-1 blockade remains under
25%. Thus, a critical need exists for immunotherapies that both provide more consistent benefit
for patients with immune-infiltrated tumors, and also mediate significant clinical responses
against “cold” cancers.

In this CPRIT Product Development grant application, ImmunoGenesis, Inc. proposes to use
CPRIT funding to perform manufacturing activities and nonclinical studies to further
development of their innovative, first-in-class immunotherapy drug, IMGS-001, and to open a
clinical trial at MDACC and other Texas clinics. The company is also developing a biomarker
test to identify the patients most likely to benefit from IMGS-001.

Select Reviewer Comments

o This unique constellation of biologic effects, compellingly demonstrated in preclinical
studies, is plausibly considered to generate not only more profound tumor antigen T-cell
Sfunction but also to reverse TME immunosuppression. Taken together, these properties hold
the promise of an advance in the current state of the art, with the potential for better efficacy
in both immunologically cold and hot tumors.

o This is a strong application by a competent management team for a highly innovative and
promising approach to the challenge of raising the efficacy of immune checkpoint inhibitors
in the treatment of solid tumors.

o This immunoinhibitory pathway is extremely well validated, with a number of highly
successful products on the market aimed at disrupting this inhibition for therapeutic benefit.

o The company has done an excellent job of characterizing the agent biochemically, they know
and understand how this agent works.
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Product Development Research Priorities Addressed by the Recommended 20.2 Cycle Awards
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various Texas
locations
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Note: Some grant awards address more than one program priority and will be double counted.









August 7, 2020
Dear Oversight Committee Members:

I am pleased to present the Program Integration Committee’s (PIC) unanimous recommendations for funding 62
grant applications totaling $114,782,561. The PIC recommendations for 52 academic research grant awards, 8
prevention awards, and 2 product development research awards are attached.

Dr. Jim Willson, CPRIT’s Chief Scientific Officer, Ms. Ramona Magid, CPRIT’s Chief Prevention Officer, and
Dr. Cindy WalkerPeach, CPRIT’s Chief Product Development Officer, have prepared overviews of the academic
research, prevention, and product development research slates to assist your evaluation of the recommended
awards. The overviews are intended to provide a comprehensive summary with enough detail to understand the
substance of the proposal and the reasons endorsing grant funding. In addition to the full overviews, all of the
information considered by the Review Councils is available by clicking on the appropriate link in the portal. This
information includes the application, peer reviewer critiques, and the CEO affidavit for each proposal.

The approval of these grant recommendations is governed by a statutory process that requires two-thirds of the
members present and voting to approve each recommendation. Vince Burgess, CPRIT’s Chief Compliance
Officer, will certify that the review process for the recommended grants followed CPRIT’s award process prior to
any Oversight Committee action.

The award recommendations will not be considered final until the Oversight Committee meeting on August 19,
2020. Consistent with the non-disclosure agreement that all Oversight Committee members have signed, the
recommendations should be kept confidential and not be disclosed to anyone until the award list is publicly
announced at the Oversight Committee meeting. I request that Oversight Committee members not print, email or
save to your computer’s hard drive any material on the portal. I appreciate your assistance in taking all necessary
precautions to protect this information.

If you have any questions or would like more information on the review process or any of the projects
recommended for an award, CPRIT’s staff, including myself, Dr. Willson, Ms. Magid, and Dr. WalkerPeach are
always available. Please feel free to contact us directly should you have any questions. The programs that will be
supported by the CPRIT awards are an important step in our efforts to mitigate the effects of cancer in Texas.
Thank you for being part of this endeavor.

Sincerely,
Wayne R. Roberts, Chief Executive Officer



PIC Recommendation
FY2020 (August)

Academic Research Award Recommendations —

The PIC unanimously recommends approval of 52 academic research grant proposals totaling $75,298,095. The
recommended grant proposals were submitted in response to ten grant mechanisms: Collaborative Action
Program to Reduce Liver Cancer Mortality in Texas: Investigator-Initiated Research Awards, Core Facility
Support Awards, Early Clinical Investigator Award, High-Impact/High-Risk Research Awards; Individual
Investigator Research Awards; Individual Investigator Research Awards for Cancer in Children and Adolescents;
Individual Investigator Research Awards for Clinical Translation, Individual Investigator Research Awards for
Prevention and Early Detection, Recruitment of First-Time, Tenure-Track Faculty Members; Recruitment of
Established Investigators. The PIC’s academic research recommendations include 13 award recommendations
from the Scientific Review Council that the PIC deferred on February 4, 2020. The Scientific Review Council
provided the prioritized list of recommendations for the awards to the presiding officers on July 17, 2020.

The PIC is required to give funding priority, to the extent possible, to applications that meet one or more criteria
set forth in V.T.C.A., TEX. HEALTH & SAFETY CODE § 102.251(a)(2)(C). The PIC determined that these
academic research proposals met the following CPRIT funding priorities:

e could lead to immediate or long-term medical and scientific breakthroughs in the area of cancer
prevention or cures for cancer;

e strengthen and enhance fundamental science in cancer research;

e ensure a comprehensive coordinated approach to cancer research and cancer prevention;

e are interdisciplinary or interinstitutional,

e address federal or other major research sponsors' priorities in emerging scientific or technology fields
in the area of cancer prevention or cures for cancer;

e are matched with funds available by a private or nonprofit entity and institution or institutions of
higher education;

e are collaborative between any combination of private and nonprofit entities, public or private
agencies or institutions in this state, and public or private institutions outside this state;

e have a demonstrable economic development benefit to this state;

e enhance research superiority at institutions of higher education in this state by creating new research
superiority, attracting existing research superiority from institutions not located in this state and other
research entities, or enhancing existing research superiority by attracting from outside this state
additional researchers and resources; and

e address the goals of the Texas Cancer Plan.



PIC Recommendation

FY2020 (August)

Academic Research Grant Award Recommendations

Rank | Application | Mechanism |Score |Application Title | PI PI Recommended
ID Organization | Budget
1 RP200668 CFSA 1.1 The Combinatorial | Davies, Texas $3,989.,892
Drug Discovery Peter A&M
Program (COOP) University
System
Health
Science
Center
2 RP200554 CAP-RA 1.2 A Novel Risk Singal, The $2,499,995
Stratification Amit University of
and Early Texas
Detection Southwestern
Strategy to Medical
Reduce Liver Center
Cancer
Mortality
3 RP200584 ECI 1.4 CPRIT Early- Dickinson, | Baylor $1,500,000
Career Clinical Mary College of
Investigator Medicine
Award for
Applicant:
Premal Lulla, MD
4 RP200619 CFSA 1.8 CPRIT RNA Cooke, The $3,999,995
Therapeutics Core | John Methodist
Hospital
Research
Institute
5 RP200549 ECI 1.8 Enhancing Arteaga, The $1,499,998
Neoantigen Carlos University of
Expression and Texas
Immune Southwestern
Checkpoint Medical
Inhibitor Center
Response Using
Splicing
Modulators in
Hepatocellular
Carcinoma
6 RP200669 ECI 1.8 CPRIT Early Draetta, The $1,499,996
Clinical Gulio University
Investigator of Texas
Award: Chad Tang M. D.
Anderson

Cancer Center




PIC Recommendation

FY2020 (August)
Rank | Application | Mechanism |Score |Application Title | PI PI Recommended
ID Organization | Budget
7 RP200532 HIHRRA 1.9 Targeted Lissanu The $249,992
Proteolysis of Deribe, University of
Glucocorticoid Yonathan Texas M. D.
Receptor (GR) as Anderson
a Therapeutic Cancer Center
Strategy to
Enhance
Antitumor
Immunity
8 RP200604 | HIHRRA  [2.0 Targeting Chapkin, Texas Agrilife | $250,000
Plasma Robert Research
Membrane
Spatial
Dynamics to
Suppress
Obesity-
Induced Colon
Cancer
9 RP200520 HIHRRA 2.1 Developing Peng, University of | $250,000
Single- Cell Weiyi Houston
RNAseq-Based
Genetic Screens to
Identify Novel
Targets for Cancer
Immunotherapy
10 RP200573 HIHRRA 2.2 Low-Cost Jia, Xun The $250,000
Nonconvention University of
al Ultralow- Texas
Field MRI Southwestern
Scanner for the Medical
Next- Center
Generation
MR-Guided
Radiation Therapy
11 RP200504 CFSA 2.3 Comprehensive Chen, Rui Baylor $3,999,943
Cancer College of
Epigenomics Medicine
Core
Facility
12 RP200670 ECI 2.5 Early Clinical Draetta, The $1,491,551
Investigator Gulio University
Award: Nicolas of Texas
Palaskas M. D.
Anderson

Cancer Center




PIC Recommendation

FY2020 (August)
Rank | Application | Mechanism |Score |Application Title | PI PI Recommended
ID Organization | Budget
13 RP200614 HIHRRA |2.5 Novel Pinney, Baylor $250,000
Betabody- Drug Kevin University
Conjugates
Targeting
Phosphatidylseri
ne for the
Selective
Delivery of
Potent, Small-
Molecule
Payloads
14 RP200655 HIHRRA 2.5 A Novel Krencik, The Methodist | $249,372
Organoid Robert Hospital
Platform to Research
Modulate Institute
Human Neural
Networks
Integrated With
Glioblastoma
Stem
Cells
15 RP200574 | HIHRRA (2.6 Targeting B Cells | Wargo, The $249,755
to Enhance Jennifer University of
Responses to Texas M. D.
Immune Anderson
Checkpoint Cancer Center
Blockade
16 RP200509 HIHRRA 2.7 Genome-Wide Tsali, Texas A&M $250,000
DNA Methylation | Robert University
Markers for System Health
Predicting the Science
Risk of Liver Center
Cancer in
Nonalcoholic
Fatty Livers
17 RP200595 HIHRRA 2.7 SERBPI1, Penalva, The $249,968
Epigenetic Luiz University of
Regulation and Texas Health
Glioblastoma Science
Targeting Center at San
Antonio
18 RP200633 CAP-RA 2.8 Reducing KANWAL, | Baylor $2,434,495
Disparities in the FASIHA College of
Risk of Medicine
Hepatocellular
Cancer




PIC Recommendation

FY2020 (August)
Rank | Application | Mechanism |Score |Application Title | PI PI Recommended
ID Organization | Budget
19 RP200537 CAP-RA 2.9 Genetic Thrift, Baylor $2,473,314
Epidemiology of | Aaron College of
Hepatocellular Medicine
Carcinoma in
Hispanics
20 RP200657 HIHRRA 2.9 Screening for Schartl, Texas State $248,458
Melanoma Manfred University-
Genes Using San Marcos
Natural Hybrid
Incompatibilities
21 RP200617 HIHRRA 2.9 Pathological Role | Lee, The $250,000
of Neuronal Cell Hyoung- University of
Cycle Reentry in gon Texas at San
the Development Antonio
of
Chemotherapy-
Induced
Peripheral
Neuropathy
22 RP200650 HIHRRA 2.9 Characterization Kenney, The $250,000
of Salmonella Linda University of
Tumor- Texas Medical
Targeting Branch at
Mechanisms and Galveston
Oncolytic
Potential
23 RP200612 HIHRRA 3.1 Elucidating Giancotti, The $249,996
Premetastatic Filippo University
Niches at of Texas
Single- M. D.
Cell Resolution Anderson
Cancer Center
24 RP200620 | HIHRRA  |3.2 Targeting Fatty Dong, Baylor $250,000
Acid Synthesis in | Bingning College of
NAFLD-Related Medicine
HCC
25 RP200615 HIHRRA 3.4 Small RNA Lee, Tae The $250,000
Nanovector- Jin University of
Based Targeted Texas Health
Immunotherapy Science
for Center at
Glioblastoma Houston
26 RP200572 CFSA 3.6 From Whole- Bickel, Texas Tech $2,831,213
Animal Imaging Ulrich University
to Health
Superresolution Sciences
Microscopy: An Center

Imaging Core for

6




PIC Recommendation

FY2020 (August)

Rank

Application
ID

Mechanism

Score

Application Title

PI

PI
Organization

Recommended
Budget

the TTUHSC
Campus at
Amarillo

27

RP200593

HIHRRA

3.6

High-
Throughput
Nondestructive
Enumeration and
Characterization
of CTCs in
Whole Blood by
a Thin Film
"Tactile"
Microfluidics
and Holographic
Interferometry

Sheng, Jian

Texas A&M
University -
Corpus Christi

$247,703

28

RP200526

HIHRRA

3.7

Development of
Artificial
Intelligence
Framework for
Assessment of
Responses to
Treatment and
Automated
Tumor Volume
Measurement in
Glioblastoma

Zhu, Jay-
Jiguang

The
University of
Texas Health
Science
Center at
Houston

$249,794

CAP-RA: Collaborative Action Program to Reduce Liver Cancer Mortality in Texas: Investigator-Initiated Research

Awards

CFSA: Core Facility Support Awards

ECI: Early Clinical Investigator Award

HIHRRA: High-Impact/High-Risk Research Awards

Academic Research Recommendations (Previously Deferred on 2/4/2020)

simplex Virus to
"BiTE" Tumor
Cells

Rank | Application | Mechanism |Score | Application Title |PI PI Recommended
ID Organization | Budget

1 RP200472 IIRA 2.8 Rational Yulin Li The Methodist | $899,985
Combination Hospital
Therapy for Research
Aggressive Institute
Double-Hit
Lymohoma

2 RP200464 [IRA 2.8 Arming an Xiaoliu University of | $702,581
Oncolytic Herpes | Zhang Houston




PIC Recommendation

FY2020 (August)
Rank | Application | Mechanism |Score | Application Title |PI PI Recommended
ID Organization | Budget
3 RP200242 IIRA 2.9 Role of HOTTIP | Mingjiang | The $900,000
IncRNA in Xu University of
Leukemogenesis Texas Health
Science
Center at San
Antonio
4 RP200254 IIRA 2.9 Interrogating the | Tanya The $754,398
Senescence- Paull University of
Associated Texas at
Secretory Austin
Phenotype and
Its Dependence
on the ATM
Protein
Kinase
5 RP200392 IIRACT 2.9 Harnessing Jagannadh | The $1,199,997
Aurora Kinase a Sastry University of
Inhibition- Texas M. D.
Induced Cell Anderson
Death to Cancer Center
Enhance
Immunotherapy
in
HPV-Driven
Cancers
6 RP200327 IIRA 3.0 Immune Kathryn The $900,000
Checkpoint O'Donnell | University
Regulation by the of Texas
Integrated Stress Southwester
Response' n Medical
Pathway in Lung Center
Cancer
7 RP200058 IIRACCA 3.0 Enhancing Dmitri The $1,198,659
Cytarabine Ivanov University of
Response Texas Health
Through Science
SAMHDI1 Center at San
Inhibition Antonio
8 RP200383 IIRAP 3.0 Improving Risk Banu Arun | The $896,896
Prediction for University of
Li- Fraumeni Texas M. D.
Syndrome: A Anderson
Practical Tool Cancer Center
for Clinical
Health Care
Providers




PIC Recommendation

FY2020 (August)
Rank | Application | Mechanism |Score | Application Title |PI PI Recommended
ID Organization | Budget
9 RP200135 IIRACCA |3.0 Targeting the Tsz- Baylor $1,200,000
CXCLI 0-CXCR3 | Kwong College of
Axis Man Medicine
in Metastatic
Osteosarcoma
10 RP200385 IIRA 3.0 Predicting Linghua The $899,020
Response and Wang University of
Improving Texas M. D.
Efficacy of CAR Anderson
T-cell Therapy in Cancer Center
DLBCL
11 RP200166 IIRA 3.1 Targeted Steven The $900,000
Inhibition of Millward University
Autophagy for of Texas M.
Treatment of D.
Dormant Ovarian Anderson
Cancer Cancer Center
12 RP200240 IIRA 3.1 A Hippo Randy The $899,999
Pathway- Johnson University of
Sensitized Texas M. D.
Genetic Screen Anderson
for Regulators Cancer Center
of Yap/Taz-
Driven
Hepatocellular
Carcinoma
13 RP200025 IIRAP 3.1 Establishment of | Erich The $1,483,470
a Prospective Sturgis University of
Cohort at Risk for Texas M. D.
HPV-Related Anderson
Cancers: Using Cancer Center
HPV Testing at
Mucosal Sites and
Blood-Based
Assays for Risk
Stratification in
Men

IIRA: Individual Investigator Research Awards

IIRACCA: Individual Investigator Research Awards for Cancer in Children and Adolescents;
IIRACT: Individual Investigator Research Awards for Clinical Translation

IIRAP: Individual Investigator Research Awards for Prevention and Early Detection




PIC Recommendation
FY2020 (August)

Academic Research Recruitment Grant Award Recommendations

Rank | Application | Award Score |Candidate Organization Budget
ID Mechanism
1 RR200079 RFTFM 1.0 Di Stefano, Bruno | Baylor College of $2,000,000
Medicine
2 RR200080 RFTFM 1.0 Huang, Baylor College of $2,000,000
Pengxiang Medicine
3 RR200084 RFTFM 1.0 Zeng, Xing The University of Texas $2,000,000
Southwestern Medical
Center
4 RR200076 RFTFM 1.0 Pillon, Baylor College of $2,000,000
Monica Medicine
5 RR200095 RFTFM 1.0 Chen, Jin The University of Texas $2,000,000
Southwestern Medical
Center
6 RR200093 REI 1.0 Pollard, Jeffrey The Methodist Hospital $5,997,660
Research Institute
7 RR200090 RFTFM 1.3 Gruber, Joshua The University of Texas $2,000,000
Southwestern Medical
Center
8 RR200063 RFTFM 2.0 Li, Hongjie Baylor College of $2,000,000
Medicine
9 RR200089 RFTFM 2.0 Zhao,Peng The University of Texas $2,000,000
Health
Science Center at San
Antonio
10 RR200108 RFTFM 2.0 Sandstrom, The University of Texas $2,000,000
Andrew Southwestern Medical
Center
11 RR200112 REI 2.0 Gius, David The University of Texas $6,000,000
Health
Science Center at San
Antonio

REI: Recruitment of Established Investigators
RFTFM: Recruitment of First-Time, Tenure-Track Faculty Members
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PIC Recommendation
FY2020 (August)

Prevention Award Recommendations —

The PIC unanimously recommends approval of 8 prevention grant proposals totaling $14,063,633. The
recommended grant proposals were submitted in response to the following mechanisms. Tobacco Control and
Lung Cancer Screening; and Expansion of Cancer Prevention Services to Rural and Medically Underserved
Populations. The Prevention Review Council provided its recommendation to the presiding officers on June 30,
2020. The PIC approved the recommended rank order as presented by the Prevention Review Council.

The PIC is required to give funding priority, to the extent possible, to applications that meet one or more criteria
set forth in V.T.C.A., TEX. HEALTH & SAFETY CODE § 102.251(a)(2)(C). The PIC determined that these
prevention proposals met the following CPRIT funding priorities:

e ensure a comprehensive coordinated approach to cancer research and cancer prevention;

e are interdisciplinary or interinstitutional,

e are collaborative between any combination of private and nonprofit entities, public or private
agencies or institutions in this state, and public or private institutions outside this state;

e have a demonstrable economic development benefit to this state; and

e address the goals of the Texas Cancer Plan.

11



PIC Recommendation

FY2020 (August)

Prevention Grant Award Recommendations

Rank | Application |Mechanism |Score Application Title PD Organization |Budget
ID

1 PP200048 [EPS 2.0 Expanding a successful Berenson, The University [$1,999,991
postpartum HPV vaccination |Abbey of Texas
project to women in the Rio Medical Branch
Grande Valley at Galveston

2 PP200066 |EPS 2.0 Expanding Mailed Stool Test- | Pignone, The University [$1,999,227
Based Colorectal Cancer Michael of Texas at
Screening in Vulnerable Austin
Populations in Central Texas

3 PP200064 |EPS 2.1 Regional Expansion of Argenbright, | The University |$1,999,996
Cervical Cancer Screening Keith of Texas
and Patient Navigation in Southwestern
North Texas (E-XSPAN) Medical Center

4 PP200075 |EPS 2.1 Establish a Comprehensive Sun, Helen |Light and Salt $1,467,728
Cancer Prevention and Association
Support Program among
Asian-American
Communities in Houston,
Dallas/Fort Worth and Austin
Areas of Texas

5 PP200057 |[EPS 2.2 Papillomavirus Vaccination |Rodriguez, |The University |$1,993,140
Program in the Rio Grande |Ana of Texas
Valley: Continuation and Medical Branch
Expansion in Starr, Zapata, at Galveston
and Jim Hogg County

6 PP200071 |TCL 2.6 Promoting access to maternal |Chen, Lei- |Texas A&M $1,000,000
smoking cessation and Shih University
smoke-free home services
among low-income rural
pregnant women and their
household smokers

7 PP200070 |EPS 3.1 EXPANSION Lichorad, Texas A&M $1,656,478
OF TEXAS A&M’S Anna University
CANCER PREVENTION System Health
PROGRAM TORURAL Science Center
AND MEDICALLY
UNDERSERVED

8 PP200068 |EPS 34 Expanding Colorectal Cancer |Rustveld, Baylor College |$1,947,073
Prevention and Education Luis of Medicine
Through Community-Based
Outreach and Information
Technology

EPS: Expansion of Cancer Prevention Services to Rural and Medically Underserved Populations
TCL: Tobacco Control and Lung Cancer Screening

12




PIC Recommendation
FY2020 (August)

Product Development Research Award Recommendations —

The PIC unanimously recommends approval of two product development research grant proposals totaling
$25,421,133. The recommended grant proposals were submitted in response to following request for applications:
Texas Company Product Development Awards. The Product Development Review Council provided its
recommendation to the presiding officers on July 22, 2020. The PIC approved the recommended rank order as
presented by the Product Development Review Council.

The PIC is required to give funding priority, to the extent possible, to applications that meet one or more criteria
set forth in V.T.C.A., TEX. HEALTH & SAFETY CODE § 102.251(a)(2)(C). The PIC determined that these product
development research proposals met the following CPRIT funding priorities:

e could lead to immediate or long-term medical and scientific breakthroughs in the area of cancer
prevention or cures for cancer;

e strengthen and enhance fundamental science in cancer research;

e ensure a comprehensive coordinated approach to cancer research and cancer prevention;

e are interdisciplinary or interinstitutional,

e address federal or other major research sponsors’ priorities in emerging scientific or technology fields
in the area of cancer prevention, or cures for cancer;

e are matched with funds available by a private or nonprofit entity and institution or institutions of
higher education;

e are collaborative between any combination of private and nonprofit entities, public or private
agencies or institutions in this state, and public or private institutions outside this state;

e have a demonstrable economic development benefit to this state;

e expedite innovation and commercialization, attract, create, or expand private sector entities that will
drive a substantial increase in high-quality jobs, and increase higher education applied science or
Technology research capabilities; and

e address the goals of the Texas Cancer Plan.

13



PIC Recommendation
FY2020 (August)

Product Development Research Grant Award Recommendations

Rank | Application | Mechanism | Score Company Project Recommended
1D Budget
1 DP200081 TXCO 2.1 OncoNano Image-guided Surgical $9,965,273
Medicine Detection of Metastatic
Disease to the
Peritoneum, Lymph
Nodes and Pleural
Surfaces
2 DP200094 TXCO 2.4 ImmunoGenesis, | Cytoreductive bispecific | $15,455,860
Inc. PD-L1/PD-L2 antibodies
active across immune
“hot” and “cold” cancers

TXCO: Texas Company Product Development Awards
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MEMORANDUM

TO: OVERSIGHT COMMITTEE MEMBERS

FROM: VINCE BURGESS, CHIEF COMPLIANCE OFFICER
SUBJECT: COMPLIANCE CERTIFICATION — AUGUST 2020 AWARDS
DATE: AUGUST 6, 2020

Summary and Recommendation:

As CPRIT’s Chief Compliance Officer, I am responsible for reporting to the Oversight
Committee regarding the agency’s compliance with applicable statutory and administrative rule
requirements during the grant review process. | have reviewed the compliance pedigrees for the
grant applications submitted to CPRIT for the:

e Recruitment of Established Investigators

e Recruitment of First-Time, Tenure-Track Faculty Members

e Collaborative Action Program to Reduce Liver Cancer Mortality in Texas: Investigator-
Initiated Research Awards

e Core Facility Support Awards

e Early Clinical Investigator Awards

e High-Impact/High-Risk Research Awards

e Texas Company Product Development Research Awards

e Tobacco Control and Lung Cancer Screening

e Expansion of Cancer Prevention Services to Rural and Medically Underserved
Populations

The following mechanisms also received applications during this award cycle; however, did not result
in recommendations to the Oversight Committee for its August 19, 2020, meeting: Recruitment of
Rising Stars, Evidence-Based Cancer Prevention Services, Company Relocation Product
Development Awards; and Seed Awards for Product Development Research. I have conferred with
staff at CPRIT and General Dynamics Information Technology (GDIT), CPRIT’s contracted third-
party grants administrator, regarding the academic research, product development research, and
prevention awards and studied the supporting grant review documentation, including third-party
observer reports for the peer review meetings. I am satisfied that the application review process that
resulted in the above mechanisms recommended by the Program Integration Committee (PIC)



followed applicable laws and agency administrative rules. I certify the academic research, product
development research, and prevention award recommendations for the Oversight Committee’s
consideration.

Earlier in fiscal year 2020, the PIC unanimously voted to defer 13 award recommendations made
by the Scientific Review Council to a future meeting date of the PIC. The decision resulted from
the recommendation by the Chief Scientific Officer.

At its August 4, 2020, meeting, the PIC voted to recommend the 13 previously deferred award
recommendations to the Oversight Committee. The mechanisms include 20.1 Individual
Investigator Research Awards, 20.1 Individual Investigator Research Awards for Childhood and
Adolescent Cancers, 20.1 Individual Investigator Research Awards for Clinical Translation, and
20.1 Individual Investigator Research Awards for Prevention and Early Detection. I certified
these four mechanisms for the February 19, 2020, Oversight Committee meeting; therefore, I
will not repeat the certification here but instead will make available copies of those previous
certifications.

Background:

CPRIT’s Chief Compliance Officer must report to the Oversight Committee regarding compliance
with the statute and the agency’s administrative rules. Among the Chief Compliance Officer’s
responsibilities is the obligation “to ensure that all grant proposals comply with this chapter and rules
adopted under this chapter before the proposals are submitted to the oversight committee for
approval.” Texas Health & Safety Code § 102.051(c) and (d).

CPRIT uses a compliance pedigree process to formally document compliance for the grant award
process. The compliance pedigree tracks the grant application as it moves through the review process
and documents compliance with applicable laws and administrative rules. A compliance pedigree is
created for each application; the information related to the procedural steps listed on the pedigree is
entered and attested to by GDIT employees and CPRIT employees. CPRIT relies on GDIT to
accurately record a majority of the information on the pedigree from the pre-receipt stage to final
Review Council recommendation. To the greatest extent possible, information reported in the
compliance pedigree is imported directly from data contained in CPRIT’s Application Receipt
System (CARS), the grant application database managed by GDIT. This is done to minimize the
opportunity for error caused by manual data entry.

No Prohibited Donations:

Although CPRIT is statutorily authorized to accept gifts and grants pursuant to Texas Health &
Safety Code § 102.054, the statute prohibits CPRIT from awarding a grant to an applicant who
has made a gift or grant to CPRIT or a nonprofit organization established to provide support to
CPRIT. Inote that Texas Health & Safety Code § 102.251(a)(3) specifically addresses “donors
from any nonprofit organization established to provide support to the institute compiled from
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information made available under § 102.262(c).” To the best of my knowledge, there are no
nonprofit organizations that have been established to provide support to CPRIT on or after June
14, 2013, the effective date of this statutory change. The only nonprofit organization established
to provide support to the Institute was the CPRIT Foundation; however, the CPRIT Foundation
ceased operations and changed its name and its purpose prior to June 14, 2013. The institute has
received no donations from the CPRIT Foundation made on or after June 14, 2013.

I have reviewed the list of donors to CPRIT maintained by CPRIT (and listed on CPRIT’s
website) and compared the donors to the list of applicants. No donors to CPRIT have submitted
applications for grant awards during the award cycles that are the subject of this report.

Pre-Receipt Compliance:

The activities listed on a compliance pedigree in the pre-receipt stage cover the period beginning
with CPRIT’s approval and issuance of the Request for Applications (RFA) through the
submission of grant applications. For the period covering these RFAs, CPRIT published the
RFAs on the Texas.gov eGrants website. The RFA specifies a deadline and mandates that only
those applications submitted electronically through CPRIT’s Application Receipt System
(CARS) are eligible for consideration. CARS blocks an application from being submitted once
the deadline passes. Occasionally, an applicant may have technical difficulties that prevent the
applicant from completing the application submission. When this occurs, the applicant may
appeal to CPRIT (through the CPRIT Helpdesk that is managed by GDIT) to allow for a
submission after the deadline. The program officer considers any requests for extension and may
approve an extension for good cause. When a late filing request is approved, the applicant is
notified, and CARS is reopened for a brief period — usually two to three hours — the next
business day.

Academic Research:

For Recruitment Cycles 20.10, 20.11 and 20.12, nine applications were received for the
Recruitment of Established Investigators RFA, two applications were received in response to the
Recruitment of Rising Stars RFA, and 18 applications were received in response to the
Recruitment of First-Time, Tenure Track Faculty members RFA. One academic research
recruitment application was administratively withdrawn prior to peer review. Two academic
research recruitment applications were voluntarily withdrawn by the applicant; one application
was withdrawn before the SRC meetings and one application was withdrawn after the SRC
meetings.

In response to the academic, non-recruitment RFAs for Cycle 20.2, CPRIT received 149

applications. Four applications were administratively withdrawn prior to peer review and one
application was voluntarily withdrawn by the applicant prior to peer review.
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All academic research RFAs were posted on the Texas.gov eGrants website and all applications
were submitted through CARS. Three applicants requested an extension to submit an application
after the deadline. The program officer determined that there was good cause for the three requests
and the deadline was extended.

Product Development Research:

For Cycle 20.2, seven applications were received for the Texas Company Product Development
Awards RFA, 12 applications were received for the Company Relocation Product Development
Research Awards RFA, and nine applications were received for the Seed Awards for Product
Development Research RFA.

All product development research RFAs were posted on the Texas.gov eGrants website and all
applications were submitted through CARS. Six applicants requested an extension to submit an
application after the deadline. The program officer determined that there was good cause for four
of the requests and the deadline was extended for those four applications.

Prevention:

For Cycle 20.2, six applications were received for the Evidence-Based Cancer Prevention Services
RFA, four applications were received for the Tobacco Control and Lung Cancer Screening RFA,
and eight applications were received for the Expansion of Cancer Prevention Services to Rural and
Medically Underserved Populations RFA.

All prevention RFAs were posted on the Texas.gov eGrants website and all applications were
submitted through CARS.

Receipt, Referral, and Assignment Compliance:

Once applications have been submitted through CARS, GDIT staff reviews the applications for
compliance with RFA directions. If an applicant does not comply with the directions, GDIT notifies
the program officer and the program officer makes the final decision whether to administratively
withdraw the application. Recruitment grant applications are assigned to the Scientific Review
Council members for peer review. All other academic research, product development research, and
prevention applications are assigned by the peer review panel chair to their respective peer review
panels. Prior to distribution of the applications, reviewers are given summary information about the
applicant, including the Project Director and collaborators. Reviewers must sign a conflict of interest
agreement and confirm that they do not have a conflict of interest with the application before they are
provided with the full application.

The pedigrees attest that a conflict of interest statement was signed by each primary reviewer for
each Grant Application.
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Academic Research:

As stated earlier, one academic research recruitment application was administratively withdrawn
prior to peer review. Two academic research recruitment applications were voluntarily withdrawn by
the applicant; one application was withdrawn before the SRC meetings and one application was
withdrawn after the SRC meetings. Four academic, non-recruitment applications were
administratively withdrawn prior to peer review and one application was voluntarily withdrawn by
the applicant prior to peer review.

Product Development Research:

No applications were withdrawn during this cycle.
Prevention:

No applications were withdrawn during this cycle.
Peer Review:

Primary reviewers (typically three) must submit written critiques for each of their assigned
applications prior to the peer review meeting. Sign out sheets are used to document when a reviewer
with a conflict of interest associated with a particular application leaves the room (or disengages from
the conference call) during the discussion and scoring of the application.

Following the peer review meeting, each participating peer reviewer must sign a post-review peer
review statement certifying that the reviewer knew of and understood CPRIT’s conflict of interest
policy and followed the policy for this review process. After the peer review meetings, a final score
report from the review committee is delivered to the Review Council for additional review.

Academic Research:

For the Recruitment Awards, the applications are reviewed by the Scientific Review Council (SRC),
which assigns two members of the SRC to be primary reviewers. I reviewed the supporting
documentation, such as the sign-out sheets, third-party observer reports, and post-review peer
reviewer statements. Sign out sheets are used to document when a reviewer with a conflict of
interest associated with a particular application leaves the room (or disengages from the conference
call) during the discussion and scoring of the application. One conflict of interest was declared by
the SRC for Recruitment Cycle 20.10. For Recruitment Cycles 20.11 and 20.12, no conflicts of
interest were declared.

I reviewed and confirmed that the post review conflict of interest statements were signed by the six
SRC members that attended the 20.10 Recruitment Review Panel meeting on May 14, 2020, the
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seven SRC members that attended the 20.11 Recruitment Review Panel on June 11, 2020, the seven
SRC members that attended the 20.12 Recruitment Review Panel on July 9, 2020.

Academic research applications (non-recruitment) are reviewed by peer review panels and
recommended to the SRC. As documented by GDIT, reviewers with conflicts of interest did not
participate in review of those applications. I reviewed supporting documentation, such as conflict of
interest statements (COIs), third-party observer reports, and sign out sheets. All declared COls left
the room or disengaged from the conference call and did not participate in the discussion of relevant
applications.

1 also reviewed and confirmed that the post review conflict of interest statements were signed by
peer review members for each review panel as well as the seven SRC members that attended the
Review Council meeting on July 9, 2020.

Product Development Research:

Product Development Research awards go through a peer review teleconference screening call to
determine which applications will be invited to in-person (or video teleconference) review. Those
applicants that attend in-person review are once again evaluated by peer reviewers. Applicants
recommended after in-person review must then go through operations and management due
diligence review, which is conducted by outside contractors and outside intellectual property
counsel. The Product Development Review Council (PDRC) recommends awards after due diligence
to the PIC. I have verified from GDIT documentation and the third-party observer reports that those
reviewers with conflicts did not participate in review of applications for which they indicated a
conflict of interest. All declared COls left the room or disengaged from the conference call and did
not participate in the discussion of relevant applications.

1 also reviewed and confirmed that the post review conflict of interest statements were signed by
peer review members for each panel as well as the seven PDRC members and three expert reviewers
that attended the Due Diligence meeting on July 6, 2020.

Prevention:

Prevention applications are reviewed by peer review panels and then sent to the Prevention Review
Council (PRC).

I reviewed the supporting documentation, such as the sign-out sheets, third-party observer reports,
and post-review peer reviewer statements. As documented by GDIT and verified by third-party
observer reports, reviewers with conflicts of interest did not participate in review of those
applications. All declared COls left the room or disengaged from the conference call and did not
participate in the discussion of relevant applications.
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I reviewed and confirmed that the post review conflict of interest statements were signed by 13 peer
review members for Prevention Panel 1 on May 12, 2020 and the three PRC members that attended
the PRC meeting on June 15, 2020.

Programmatic Review:

Programmatic review is conducted by the Scientific Review Council, Prevention Review Council,
and Product Development Review Council for their respective awards. Each review council creates a
final list of grant applications it will recommend to the PIC for grant award slates.

To the extent that any Review Council member identified a conflict of interest, I reviewed
documentation confirming that the review council member did not participate in the discussion or
vote on the application(s).

1 also reviewed the third-party observer reports for each Review Council meeting. The third-party
observer reports document that the Review Council discussions were limited to the merits of the
applications and established evaluation criteria and that conflicted reviewers, if applicable, exited
the room or the conference call when the application was discussed.

For the Academic Research, Product Development Research and Prevention awards, I reviewed and
confirmed that the Review Council recommendations corresponded to RFAs that had been released.
1 also confirmed that the pedigrees reflect the date of the Review Council meeting and that the
applications were recommended by the Review Council.

Academic Research:

I note that some applications that were not recommended for grant awards have scores that are
equal to or more favorable than some applications that were recommended for grant awards. Each
of CPRIT’s scientific research review panels individually determines the applications that the panel
forwards to the Scientific Review Council for grant award consideration. The panel’s decision is
based upon a number of factors, including the final score.

An application’s score establishes its position relative to other applications reviewed by its assigned
panel, but not relative to other panels. CPRIT has no policy that specifies a score that guarantees an
application will or will not be recommended for funding. In this round, within each panel, no grant
application with a less favorable score was recommended ahead of an application with a more
favorable score. I am satisfied that the individual panels followed CPRIT’s review policies in
creating the panel’s list of recommended awards.

The SRC met on July 9, 2020 to consider 28 applications recommended by the peer review panels
following their meetings held on April 17-April 23, 2020. After review of these applications, the SRC
recommended all 28 applications to the Program Integration Committee (PIC) for consideration.

Grant Award Compliance Certification — August 2020 Page 7



I note that on July 7, 2020, Wayne Robert’s, CPRIT’s Chief Executive Officer, granted Dr. Jim
Willson, CPRIT’s Chief Scientific Officer, a waiver from the general prohibition against
communicating with grant applicants, pursuant to Texas Administrative Code § 702.19(e). The
waiver is applicable to communications regarding application RR200081.

Product Development Research:

For Cycle 20.2, four applications went through due diligence. The PDRC met on July 6, 2020, and
after review and discussion recommended two applications to the PIC for consideration.

I note that on May 11, 2020, Mr. Roberts, CPRIT’s Chief Executive Officer, granted members of the
PDRC a waiver from the general prohibition against communicating with grant applicants, pursuant
to Texas Administrative Code § 702.19(e). A copy of the waiver is included in the “CEO Affidavit-
Supporting Information” Texas Company Product Development Awards packet.

Prevention:

Twelve applications were recommended by the peer review panel following their meeting on
May 12, 2020; however, the PRC Chair determined that as a result of score cutoff and available
funding, the Prevention Review Council (PRC) would only consider eight application at the PRC
meeting on June 15, 2020. After review and discussion of these applications, the PRC
recommended all eight applications to the PIC for consideration.

I note that on February 25, 2020, Mr. Roberts granted the Chief Prevention Officer, Ramona
Magid, a waiver from the general prohibition against communicating with grant applicants,
pursuant to Texas Administrative Code § 702.19(e). A copy of the waiver is included in the
“CEO Affidavit-Supporting Information” packet for each of the prevention mechanisms
recommended by the PIC.

Program Integration Committee (PIC) Review:

Texas Health & Safety Code § 102.051(d) requires the Chief Compliance Officer to attend and
observe the PIC meetings to ensure compliance with CPRIT’s statute and administrative rules.
CPRIT’s statute requires that, at the time the PIC’s final Grant Award recommendations are formally
submitted to the Oversight Committee, the Chief Executive Officer shall prepare a written affidavit
for each Grant Application recommended by the PIC containing relevant information related to the
Grant Application recommendations.

1 attended the August 4, 2020 PIC meeting as an observer and confirm that the PIC review process
complied with CPRIT’s statute and administrative rules. Four of the five PIC members were present
for the meeting, Dr. John Hellerstedt, Commissioner of the Texas Department of State Health
Services, was unable to attend the meeting.
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The PIC considered 62 applications that were recommended by the three review councils; 13 of
these applications were deferred by the PIC at the February 4, 2020, meeting. The PIC voted to
recommend all 62 applications to move forward to the Oversight Committee. The PIC’s
recommendation of DP200081 includes a contingency. The Oversight Committee approved a
previous grant award (DP190066) for this applicant, OncoNano Medicine, on August 21, 2019. As
of August 4, 2020, the date of the PIC meeting, the DP190066 grant contract has not yet been
executed. Therefore, the PIC recommended this current grant application, DP200081, contingent on
the successful execution of the prior award contract.

A review of the CEO affidavits confirms that such affidavits were executed and provided for each
Grant Application recommendation.
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MEMORANDUM

TO: OVERSIGHT COMMITTEE MEMBERS

FROM: VINCE BURGESS, CHIEF COMPLIANCE OFFICER

SUBJECT: COMPLIANCE CERTIFICATION — FEBRUARY 2020 AWARDS
DATE: FEBRUARY 6, 2020

Summary and Recommendation:

As CPRIT’s Chief Compliance Officer, I am responsible for reporting to the Oversight
Committee regarding the agency’s compliance with applicable statutory and administrative rule
requirements during the grant review process. | have reviewed the compliance pedigrees for the
grant applications submitted to CPRIT for the:

e Recruitment of Established Investigators

e Recruitment of Rising Stars

e Recruitment of First-Time, Tenure-Track Faculty Members

e Individual Investigator Research Awards

e Individual Investigator Research Awards for Childhood and Adolescent Cancers

e Individual Investigator Research Awards for Prevention and Early Detection

e Individual Investigator Research Awards for Clinical Translation

e Seed Awards for Product Development Research

e Tobacco Control and Lung Cancer Screening

e Expansion of Cancer Prevention Services to Rural and Medically Underserved
Populations

e Evidence-Based Cancer Prevention Services

e Dissemination of CPRIT-Funded Cancer Control Interventions

I have conferred with staff at CPRIT and General Dynamics Information Technology (GDIT),
CPRIT’s contracted third-party grants administrator, regarding the academic research, product
development research, and prevention awards and studied the supporting grant review documentation,
including third-party observer reports for the peer review meetings. I am satisfied that the application
review process that resulted in the above mechanisms recommended by the Program Integration
Committee (PIC) followed applicable laws and agency administrative rules. I certify the academic



research, product development research, and prevention award recommendations for the Oversight
Committee’s consideration.

Background:

CPRIT’s Chief Compliance Officer must report to the Oversight Committee regarding compliance
with the statute and the agency’s administrative rules. Among the Chief Compliance Officer’s
responsibilities is the obligation “to ensure that all grant proposals comply with this chapter and rules
adopted under this chapter before the proposals are submitted to the oversight committee for
approval.” Texas Health & Safety Code § 102.051(c) and (d).

CPRIT uses a compliance pedigree process to formally document compliance for the grant award
process. The compliance pedigree tracks the grant application as it moves through the review process
and documents compliance with applicable laws and administrative rules. A compliance pedigree is
created for each application; the information related to the procedural steps listed on the pedigree is
entered and attested to by GDIT employees and CPRIT employees. CPRIT relies on GDIT to
accurately record a majority of the information on the pedigree from the pre-receipt stage to final
Review Council recommendation. To the greatest extent possible, information reported in the
compliance pedigree is imported directly from data contained in CPRIT’s Application Receipt
System (CARS), the grant application database managed by GDIT. This is done to minimize the
opportunity for error caused by manual data entry.

No Prohibited Donations:

Although CPRIT is statutorily authorized to accept gifts and grants pursuant to Texas Health &
Safety Code § 102.054, the statute prohibits CPRIT from awarding a grant to an applicant who
has made a gift or grant to CPRIT or a nonprofit organization established to provide support to
CPRIT. Inote that Texas Health & Safety Code § 102.251(a)(3) specifically addresses “donors
from any nonprofit organization established to provide support to the institute compiled from
information made available under § 102.262(c).” To the best of my knowledge, there are no
nonprofit organizations that have been established to provide support to CPRIT on or after June
14, 2013, the effective date of this statutory change. The only nonprofit organization established
to provide support to the Institute was the CPRIT Foundation; however, the CPRIT Foundation
ceased operations and changed its name and its purpose prior to June 14, 2013. The institute has
received no donations from the CPRIT Foundation made on or after June 14, 2013.

I have reviewed the list of donors to CPRIT maintained by CPRIT (and listed on CPRIT’s
website) and compared the donors to the list of applicants. No donors to CPRIT have submitted
applications for grant awards during the award cycles that are the subject of this report.

Pre-Receipt Compliance:
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The activities listed on a compliance pedigree in the pre-receipt stage cover the period beginning
with CPRIT’s approval and issuance of the Request for Applications (RFA) through the
submission of grant applications. For the period covering these RFAs, CPRIT published the
RFAs on the Texas.gov eGrants website. The RFA specifies a deadline and mandates that only
those applications submitted electronically through CPRIT’s Application Receipt System
(CARS) are eligible for consideration. CARS blocks an application from being submitted once
the deadline passes. Occasionally, an applicant may have technical difficulties that prevent the
applicant from completing the application submission. When this occurs, the applicant may
appeal to CPRIT (through the CPRIT Helpdesk that is managed by GDIT) to allow for a
submission after the deadline. The program officer considers any requests for extension and may
approve an extension for good cause. When a late filing request is approved, the applicant is
notified, and CARS is reopened for a brief period — usually two to three hours — the next
business day.

Academic Research:

For Recruitment Cycles 20.4-5 and 20.6, one application was received for the Recruitment of
Established Investigators RFA, three applications were received in response to the Recruitment of
Rising Stars RFA, and seven applications were received in response to the Recruitment of First-
Time, Tenure Track Faculty members RFA.

In response to the academic, non-recruitment RFAs for Cycle 20.1, CPRIT received 387
applications. Ten applications were administratively withdrawn prior to panel assignment and one
application was administratively withdrawn after panel assignment but prior to peer review. In
addition, nine applications were withdrawn by the applicant prior to Peer Review and one
application was withdrawn by the applicant after Peer Review but prior to the Scientific Review
Council (SRC) meeting.

All academic research RFAs were posted on the Texas.gov eGrants website and all applications
were submitted through CARS. Three applicants requested an extension to submit an application
after the deadline. The program officer determined that there was good cause for two of the
requests and the deadline was extended for those two applicants.

Product Development Research:

For Cycle 20.1, eight applications were received for the Texas Company Product Development
Awards RFA, 16 applications were received for the Company Relocation Product Development
Research Awards RFA, and 18 applications were received for the Seed Awards for Product
Development Research RFA. Two applications were administratively withdrawn and one application
was withdrawn by the applicant.
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All product development research RFAs were posted on the Texas.gov eGrants website and all
applications were submitted through CARS. One applicant requested an extension to submit an
application after the deadline. The program officer determined that there was good cause for the
request and the deadline was extended.

Prevention:

For Cycle 20.1, 14 applications were received for the Evidence-Based Cancer Prevention Services
RFA, five applications were received for the Tobacco Control and Lung Cancer Screening RFA, 11
applications were received for the Expansion of Cancer Prevention Services to Rural and Medically
Underserved Populations RFA, and five applications were received for the Dissemination of CPRIT-
Funded Cancer Control Interventions RFA. Two applications was administratively withdrawn prior
to peer review.

All prevention RFAs were posted on the Texas.gov eGrants website and all applications were
submitted through CARS. One applicant requested an extension to submit an application after the
deadline. The program officer determined that there was good cause for the request and the
deadline was extended.

Receipt, Referral, and Assignment Compliance:

Once applications have been submitted through CARS, GDIT staff reviews the applications for
compliance with RFA directions. If an applicant does not comply with the directions, GDIT notifies
the program officer and the program officer makes the final decision whether to administratively
withdraw the application. Recruitment grant applications are assigned to the Scientific Review
Council members for peer review. All other academic research, product development research, and
prevention applications are assigned by the peer review panel chair to their respective peer review
panels. Prior to distribution of the applications, reviewers are given summary information about the
applicant, including the Project Director and collaborators. Reviewers must sign a conflict of interest
agreement and confirm that they do not have a conflict of interest with the application before they are
provided with the full application.

The pedigrees attest that a conflict of interest statement was signed by each primary reviewer for
each Grant Application.

Academic Research:

Ten applications were administratively withdrawn prior to panel assignment and one application was
administratively withdrawn after panel assignment but prior to peer review. In addition, nine
applications were withdrawn by the applicant prior to Peer Review and one application was
withdrawn by the applicant after Peer Review but prior to the Scientific Review Council (SRC)
meeting.
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The four non-recruitment mechanisms went through a preliminary evaluation process as allowed by
T.A.C. § 703.6(e)(1). Based on the scores of the preliminary evaluation, 149 academic, non-
recruitment applications did not move forward to the full review phase. The remaining 220
academic research, non-recruitment applications were recommended for full review.

Product Development Research:

Three applications were withdrawn prior to peer review, two applications were administratively
withdrawn and one application was withdrawn by the applicant.

Prevention:
Two applications was administratively withdrawn prior to peer review.
Peer Review:

Primary reviewers (typically three) must submit written critiques for each of their assigned
applications prior to the peer review meeting. Sign out sheets are used to document when a reviewer
with a conflict of interest associated with a particular application leaves the room (or disengages from
the conference call) during the discussion and scoring of the application.

Following the peer review meeting, each participating peer reviewer must sign a post-review peer
review statement certifying that the reviewer knew of and understood CPRIT’s conflict of interest
policy and followed the policy for this review process. After the peer review meetings, a final score
report from the review committee is delivered to the Review Council for additional review.

Academic Research:

For the Recruitment Awards, the applications are reviewed by the Scientific Review Council (SRC),
which assigns two members of the SRC to be primary reviewers. I reviewed the supporting
documentation, such as the sign-out sheets, third-party observer reports, and post-review peer
reviewer statements. Sign out sheets are used to document when a reviewer with a conflict of
interest associated with a particular application leaves the room (or disengages from the conference
call) during the discussion and scoring of the application. One conflict of interest was declared for
Cycle 20.4-5 and one conflict of interest was declared for Cycle 20.6.

I reviewed and confirmed that the post review conflict of interest statements were signed by the six
SRC members that attended the 20.4-5 Recruitment Review Panel meeting on December 12, 2019,
the five SRC members that attended the 20.6 Recruitment Review Panel on January 16, 2020.

Academic research applications (non-recruitment) are reviewed by peer review panels and
recommended to the Scientific Review Council. As documented by GDIT, reviewers with conflicts of
interest did not participate in review of those applications. I reviewed supporting documentation,
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such as conflict of interest statements (COls), third-party observer reports, and sign out sheets. All
declared COls left the room or disengaged from the conference call and did not participate in the
discussion of relevant applications.

1 also reviewed and confirmed that the post review conflict of interest statements were signed by
peer review members for each review panel as well as the six SRC members that attended the
Review Council meeting on December 12, 2019.

Product Development Research:

Product Development Research awards go through a peer review teleconference screening call to
determine which applications will be invited to in-person review. Those applicants that attend in-
person review are once again evaluated by peer reviewers. Applicants recommended after in-person
review must then go through operations and management due diligence review, which is conducted
by outside contractors and outside intellectual property counsel. The Product Development Review
Council (PDRC) recommends awards after due diligence to the PIC. I have verified from GDIT
documentation and the third-party observer reports that those reviewers with conflicts did not
participate in review of applications for which they indicated a conflict of interest. All declared
COls left the room or disengaged from the conference call and did not participate in the discussion
of relevant applications.

1 also reviewed and confirmed that the post review conflict of interest statements were signed by
peer review members for each panel as well as the six PDRC members and eight expert reviewers
that attended the Due Diligence meeting on January 13, 2020.

Prevention:

For the Dissemination of CPRIT-Funded Cancer Control Interventions RFA, the applications are
reviewed by the Prevention Review Council (PRC), which assigns two members of the PRC to be
primary reviewers. All other Prevention applications are reviewed by peer review panels and then
sent to the Prevention Review Council (PRC).

I reviewed the supporting documentation, such as the sign-out sheets, third-party observer reports,
and post-review peer reviewer statements. As documented by GDIT and verified by third-party
observer reports, reviewers with conflicts of interest did not participate in review of those
applications. All declared COls left the room or disengaged from the conference call and did not
participate in the discussion of relevant applications.

I reviewed and confirmed that the post review conflict of interest statements were signed by peer
review members for Prevention Panel 1 on December 10-11, 2019, and the Dissemination of CPRIT-
Funded Cancer Control Interventions Panel on January 17, 2020, as well as the three PRC members
that attended the PRC meeting on January 17, 2020.
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Programmatic Review:

Programmatic review is conducted by the Scientific Review Council, Prevention Review Council,
and Product Development Review Council for their respective awards. Each review council creates a
final list of grant applications it will recommend to the PIC for grant award slates.

To the extent that any Review Council member identified a conflict of interest, I reviewed
documentation confirming that the review council member did not participate in the discussion or
vote on the application(s).

1 also reviewed the third-party observer reports for each Review Council meeting. The third-party
observer reports document that the Review Council discussions were limited to the merits of the
applications and established evaluation criteria and that conflicted reviewers, if applicable, exited
the room or the conference call when the application was discussed.

For the Academic Research, Product Development Research and Prevention awards, I reviewed and
confirmed that the Review Council recommendations corresponded to RFAs that had been released.
I also confirmed that the pedigrees reflect the date of the Review Council meeting and that the
applications were recommended by the Review Council.

Academic Research:

I note that some applications that were not recommended for grant awards have scores that are
equal to or more favorable than some applications that were recommended for grant awards or
deferred by the PIC. Each of CPRIT’s scientific research review panels individually determines the
applications that the panel forwards to the Scientific Review Council for grant award consideration.
The panel’s decision is based upon a number of factors, including the final score.

An application’s score establishes its position relative to other applications reviewed by its assigned
panel, but not relative to other panels. No individual panel was aware of the scores assigned by the
other review panels. While one panel may determine that certain factors justify recommending an
application for a grant award that has a score greater than 3.1 for example, another panel may
decide based on the totality of factors that an application with a score greater than 3.1 should not be
recommended. I am satisfied that the individual panels followed CPRIT’s review policies in
creating the panel’s list of recommended awards.

The SRC met on December 12, 2019, to consider 49 applications recommended by the peer review
panels following their meetings held between October 17-24, 2019. After review and discussion of
these applications, the SRC recommended all 49 applications to the Program Integration Committee
(PIC) for consideration.

Product Development Research:
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For Cycle 20.1, seven applications went through due diligence and four of those applications were
recommended by the PDRC to the PIC at the Due Diligence Meeting on January 13, 2020. It should
be noted that the PDRC took no action on one application from the Company Relocation
mechanism. The decision reflects the PDRC'’s need for additional information form the applicant
prior to making a final award recommendation. The PDRC is anticipated to provide an award
recommendation, if any, regarding this pending application for either the May or August 2020
Oversight Committee meeting.

In the Product Development Review Council (PDRC) recommendation letter sent to the PIC and
Oversight Committee chairs on January 24, 2020, two applications recommended by the PDRC
were ranked ahead of applications with a more favorable score. As allowed in 25 T.A.C.
§703.6(d)(1), the PDRC’s numerical rank order is substantially based on the final overall
evaluation score, but also takes into consideration how well the grant application achieves program
priorities and the overall program portfolio.

I note that on November 18, 2019, Mr. Roberts, CPRIT’s Chief Executive Officer, granted members
of the PDRC a waiver from the general prohibition against communicating with grant applicants,
pursuant to Texas Administrative Code § 702.19(e). A copy of the waiver is included in the “CEO
Affidavit-Supporting Information” Seed Awards for Product Development Research packet.

Prevention:

The Prevention Review Council (PRC) met on January 17, 2020 to consider 10 applications
recommended by the peer review panels following their meetings held on December 10-11, 2019,
and the Dissemination of CPRIT-Funded Cancer Control Interventions Panel on January 17,
2020. After review and discussion of these applications, the PRC recommended 10 applications
to the Program Integration Committee (PIC) for consideration.

I note that on June 11, 2019, Mr. Roberts granted the Chief Prevention Officer, Ramona Magid,
a waiver from the general prohibition against communicating with grant applicants, pursuant to
Texas Administrative Code § 702.19(e). A copy of the waiver is included in the “CEQ Affidavit-

Supporting Information” packet for each of the prevention mechanisms recommended by the
PIC.

Program Integration Committee (PIC) Review:

Texas Health & Safety Code § 102.051(d) requires the Chief Compliance Officer to attend and
observe the PIC meetings to ensure compliance with CPRIT’s statute and administrative rules.
CPRIT’s statute requires that, at the time the PIC’s final Grant Award recommendations are formally
submitted to the Oversight Committee, the Chief Executive Officer shall prepare a written affidavit
for each Grant Application recommended by the PIC containing relevant information related to the
Grant Application recommendations.
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1 attended the February 4, 2020, PIC meeting as an observer and confirm that the PIC review
process complied with CPRIT’s statute and administrative rules. Four of the five PIC members were
present for the meeting; Dr. John Hellerstedt, Commissioner of the Texas Department of State
Health Services, was unable to attend the meeting.

The PIC considered 68 applications that were recommended by the three review councils. The Chief
Scientific Officer recommended that action be deferred on 13 academic research until a later PIC
meeting in FY20. The PIC unanimously voted to defer those 13 award recommendations: therefore,
55 applications were recommended to move forward to the Oversight Committee.

Dr. Willson declared a conflict of interest for two proposed awards to the University of Texas at
Dallas, RP200021 and RP200233. Pursuant to the Texas Health & Safety Code Section 102.1062
conflict of interest waiver approved by the Oversight Committee at the November 2019 meeting, Dr.
Willson presented the Individual Investigator Research Awards slate that included these two award
recommendations but Dr. Willson abstained from voting on RP200021 and RP200233.

A review of the CEO affidavits confirms that such affidavits were executed and provided for each
Grant Application recommendation.
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August 13, 2020
Oversight Committee Members,

Pursuant to 25 T.A.C. § 703.7(j), I request that the Oversight Committee approve
authority for CPRIT to advance grant funds upon execution of grant contracts for the two
companies that the Oversight Committee will consider for product development grant
awards at its August 19, 2020, meeting. The Program Integration Committee has
recommended these companies for grant awards.

Although CPRIT disburses most grant funds pursuant to requests for reimbursement,
CPRIT may disburse grant funds in advance payments consistent with the General
Appropriations Act, Article IX, § 4.03(a). Typically, the grant amount to be paid in
advance is based upon the project year budget or tranche amount. All grant recipients,
including those that receive advance payment of grant funds, are required to submit
quarterly financial status reports that are reviewed and approved by CPRIT's financial
staff. The product development grant recipients must also certify that they have matching
funds available to invest in the project prior to any disbursement of funds. Failure to
submit the financial status reports on a timely basis or to certify matching funds will
result in forfeiture of reimbursement for expenses for the quarter and may result in grant
termination and repayment of grant funds.

Advance payment of grant funds is necessary because the projects proposed for grant
awards involve preclinical work and/or clinical trials. The cost structure for this type of
work is highly front loaded and service providers require substantial upfront payments.
Advancing grant funds allows these projects to begin work as quickly as possible.

Sincerely,

Wayne Roberts
CPRIT Chief Executive Officer
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1.

ABOUT CPRIT

The State of Texas has established the Cancer Prevention and Research Institute of Texas

(CPRIT), which may issue up to $3 billion in general obligation bonds to fund grants for cancer

research and prevention.

CPRIT is charged by the Texas Legislature to do the following:

1.1.

Create and expedite innovation in the area of cancer research and in enhancing the
potential for a medical or scientific breakthrough in the prevention of or cures for cancer.
Attract, create, or expand research capabilities of public or private institutions of higher
education and other public or private entities that will promote a substantial increase in
cancer research and in the creation of high-quality new jobs in the State of Texas.

Develop and implement the Texas Cancer Plan.

Academic Research Program Priorities

The Texas Legislature has charged the CPRIT Oversight Committee with establishing program

priorities on an annual basis. These priorities are intended to provide transparency with regard to

how the Oversight Committee directs the orientation of the agency’s funding portfolio.

Established Principles:

Scientific excellence and impact on cancer
Targeting underfunded areas

Increasing the life sciences infrastructure

The program priorities for academic research adopted by the Oversight Committee include

funding projects that address the following:

Recruitment of outstanding cancer researchers to Texas

Investment in core facilities

A broad range of innovative, investigator-initiated research projects

Implementation research to accelerate the adoption and deployment of evidence-based
prevention and screening interventions

Computational biology and analytic methods

Childhood cancers

Hepatocellular cancer

Expand access to innovative clinical trials



2. PROGRAM DESCRIPTION

The goal of the Collaborative Action Program to Reduce Liver Cancer Mortality in Texas is

to position Texas as a national leader in reversing the trajectory of liver cancer incidence.

Liver cancer, also known as hepatocellular cancer (HCC), is the fastest increasing lethal cancer
in the United States, with an annual incidence that has tripled during the past 2 decades. The
incidence of HCC is 3 times higher in men than women, and there are significant racial and

ethnic differences in liver cancer occurrence.

Risk factors for liver cancer include viral hepatitis (hepatitis B virus and hepatitis C virus),
nonalcoholic steatohepatitis (NASH), and alcoholic liver disease. Approximately 80% to 90% of
HCCs occur in patients with underlying cirrhosis, making individuals with advanced cirrhosis at

particularly high risk for developing HCC.

Texas is among states with the highest incidence of HCC with an annual incidence that is nearly
double the national average. The rise is particularly virulent among Texans of Hispanic ethnicity
living along the US-Mexican border where HCC incidence and related mortality is the highest in
the nation. While the reasons for the increase in HCC among regional and/or racial and ethnic
populations are not fully understood, HCC development has been linked to multiple risk factors
including genetic predisposition and socioeconomic factors, but significant gaps remain in
knowledge about the relationship between HCC in high-risk populations compared to non-

Hispanic whites.

To address this challenge, CPRIT has funded a Collaborative Action Program Center, Texas
Collaborative Center for Hepatocellular Cancer (TeCH), at Baylor College of Medicine to
promote interactions and collaboration among Texas hepatocellular cancer investigators and is
reissuing an RFA for applications to support investigator-initiated research projects designed to
understand the reasons for the increased incidence of HCC in Texas, to identify risk factors for
cirrhosis and HCC, to identify biomarkers for HCC early detection, and to develop and

implement prevention and early detection strategies.



3. AGREEMENT TO PARTICIPATE IN THE CPRIT TEXAS
COLLABORATIVE CENTER FOR HEPATOCELLULAR CANCER (TECH)

CAP Research Awardees (under this RFA) must agree to participate in the Texas Collaborative
Center for Hepatocellular Cancer (TeCH) Steering Committee’s meetings and initiatives and the

TeCH program outreach and educational mission.

CPRIT encourages applicants to seek interaction with the TeCH to explore opportunities to build
interactions. Please contact CPRIT’s Academic Program Manager (see section 13.2) for contact

information.

4. RESEARCH OBJECTIVES

This RFA solicits applications for investigator-initiated research projects targeting research in
areas identified as a significant priority in reducing liver cancer mortality in Texas, which
include the following:
e To understand the increased incidence of HCC in Texas.
e To discover and validate biomarkers including imaging modalities of high risk for
developing cirrhosis and its progress to HCC.
e To develop and implement prevention and early detection strategies for populations at

risk for HCC.

Applications that propose research collaborations among multiple institutions, particularly those
that involve different regions of Texas and/or access to different populations, are highly
encouraged. As described in section 9.4.1, CPRIT will look with special favor upon responses

that include multiple Texas institutions with substantive roles.

Examples of research projects that would be responsive to this RFA include projects to do

the following:

(1) Identify risk factors for HCC in Texas populations and predictors of high risk for progression
of cirrhosis to HCC, including environmental and behavioral factors, genetic markers, and health

disparities.

(2) Identify and validate biomarkers and/or imaging methods that will enhance the surveillance

and better stratify patients with cirrhosis leading to detection of HCC at an early stage.



(3) Increase implementation of evidence-based interventions for the prevention and/or early

detection of HCC among populations at high risk.

(4) Conduct health services research in populations at highest risk for developing cirrhosis and
HCC designed to identify most effective ways to address the disparities (eg, through systems

change, outreach, access) and delivery of early detection and preventive care.
Examples of research projects that would not be considered responsive to this RFA include
the following:

(1) Basic research using laboratory and/or animal models designed to identify underlying

mechanisms causing HCC are not responsive to this RFA and should be directed to other CPRIT

mechanisms supporting basic discovery research.

(2) Basic and clinical research to discover or to evaluate HCC treatment are not responsive to

this RFA and should be directed to other CPRIT mechanisms supporting basic discovery

research or clinical translational research.

S. FUNDING INFORMATION

CPRIT plans to make multiple awards in response to this RFA. Applicants may request a
maximum of $500,000 in total costs per year for 5 years. Exceptions to these limits may be
requested if extremely well justified. Funds may be used for salary and fringe benefits, research
supplies, equipment, subject participation costs including diagnostic or interventional procedures
associated with participation in a clinical trial and not considered routine patient care, and travel

to scientific/technical meetings or collaborating institutions.

State law limits the amount of award funding that may be spent on indirect costs to no more than

5% of the total award amount.

6. ELIGIBILITY

e The applicant must be a Texas-based entity. Any not-for-profit institution or organization
that conducts research is eligible to apply for funding under this award mechanism.

e The Principal Investigator (PI) must have a doctoral degree, including MD, PhD, DDS,
DMD, DrPH, DO, DVM, or equivalent, and must reside in Texas during the time the

research that is the subject of the grant application is conducted.



A PI may submit only 1 application under this RFA.

A Co-Pl is allowed and CPRIT is particularly interested in and will look with special
favor upon responses to this RFA that include multiple Texas institutions with
substantive roles.

A PI may participate as a Co-PI on 1 or more applications as long as the applications are
submitted by another Texas institution. A Co-PI may participate in only 1 application
under this RFA except when the Co-PI is located at a separate Texas institution from the
PL

An individual may serve as a PI on no more than 3 active CPRIT Academic Research
grants. Recruitment Grants and Research Training Awards do not count toward the 3-
grant maximum; however, CPRIT considers MIRA Project Co-Pls equivalent to a PI. For
the purpose of calculating the number of active grants, CPRIT will consider the number
of active grants at the time of the award contract effective date (for this cycle expected to
be August 31, 2020).

Collaborations are permitted and encouraged. Collaborating organizations may include
public, not-for-profit, and for-profit entities. Such entities may be located outside of the
State of Texas, but non—Texas-based organizations are not eligible to receive CPRIT
funds.

An applicant is eligible to receive a grant award only if the applicant certifies that the
applicant institution or organization, including the PI, any senior member or key
personnel listed on the grant application, and any officer or director of the grant
applicant’s institution or organization (or any person related to 1 or more of these
individuals within the second degree of consanguinity or affinity) has not made and will
not make a contribution to CPRIT or to any foundation specifically created to benefit
CPRIT.

An applicant is not eligible to receive a CPRIT grant award if the applicant PI, any senior
member or key personnel listed on the grant application, or any officer or director of the
grant applicant’s organization or institution is related to a CPRIT Oversight Committee
member.

The applicant must report whether the applicant institution or organization, the PI, or
other individuals who contribute to the execution of the proposed project in a substantive,

measurable way, whether or not those individuals are slated to receive salary or



compensation under the grant award, are currently ineligible to receive federal grant
funds or have had a grant terminated for cause within 5 years prior to the submission date
of the grant application.

e CPRIT grants will be awarded by contract to successful applicants. Certain contractual
requirements are mandated by Texas law or by administrative rules. Although applicants
need not demonstrate the ability to comply with these contractual requirements at the
time the application is submitted, applicants should make themselves aware of these
standards before submitting a grant application. Significant issues addressed by the

CPRIT contract are listed in section 11 and section 12. All statutory provisions and

relevant administrative rules can be found at www.cprit.texas.gov.

7. RESUBMISSION POLICY

An application previously submitted to CPRIT but not funded may be resubmitted once and
must follow all resubmission guidelines. More than 1 resubmission per application is not

permitted.

8. RESPONDING TO THIS RFA

8.1. Application Submission Guidelines

Applications must be submitted via the CPRIT Application Receipt System (CARS)
(https://CPRITGrants.org). Only applications submitted through this portal will be

considered eligible for evaluation. The applicant is eligible solely for the grant mechanism
specified by the RFA under which the grant application was submitted. The PI must create a user
account in the system to start and submit an application. The Co-PI, if applicable, must also
create a user account to participate in the application. Furthermore, the Application Signing
Official (a person authorized to sign and submit the application for the organization) and the
Grants Contract/Office of Sponsored Projects Official (the individual who will manage the grant
contract if an award is made) also must create a user account in CARS. Applications will be
accepted beginning at 7 AM central time on October 16, 2019 and must be submitted by 4 pMm
central time on January 15, 2020. Submission of an application is considered an acceptance of

the terms and conditions of the RFA.


http://www.cprit.texas.gov/
https://cpritgrants.org/

8.1.1. Submission Deadline Extension

The submission deadline may be extended upon a showing of extenuating circumstances. A
request for a deadline extension based on the need to complete multiple CPRIT or other grant
applications will be denied. All requests for extension of the submission deadline must be
submitted via email to the CPRIT Helpdesk, within 24 hours of the submission deadline.
Submission deadline extensions, including the reason for the extension, will be documented as
part of the grant review process records. Please note that deadline extension requests are very

rarely approved.
8.2. Application Components

Applicants are advised to follow all instructions to ensure accurate and complete submission of
all components of the application. Please refer to the Instructions for Applicants document for
details that will be available when the application receipt system opens. Submissions that are
missing 1 or more components or do not meet the eligibility requirements listed in section 6 will

be administratively withdrawn without review.
8.2.1. Abstract and Significance (5,000 characters)

It is the responsibility of the applicant to capture CPRIT’s attention primarily with the Abstract
and Significance statement alone. Therefore, applicants are advised to prepare this section
wisely. Based on this statement (and the Budget and Justification and Biographical
Sketches), applications that are judged to offer only modest contributions to the CAP
program or that do not sufficiently capture the reviewers’ interest may be excluded from

further peer review (see section 9.1).

Clearly explain the question or problem to be addressed and the approach to its answer or
solution. The specific aims of the application must be obvious from the abstract although they
need not be restated verbatim from the research plan. Clearly address how the proposed project,
if successful, will have a major impact on the trajectory of HCC in Texas. Highlight any

collaborations that will involve multiple Texas institutions and/or diverse populations.
8.2.2. Layperson’s Summary (2,000 characters)

Provide a layperson’s summary of the proposed work. Describe, in simple, nontechnical terms,
the overall goals of the proposed work, the potential significance of the results, and the impact of

the work on advancing the field of HCC research, early diagnosis, prevention, or treatment. The



information provided in this summary will be made publicly available by CPRIT, particularly if
the application is recommended for funding. Do not include any proprietary information in the
layperson’s summary. The layperson’s summary will also be used by advocate reviewers

(section 9.2) in evaluating the significance and impact of the proposed work.
8.2.3. Goals and Objectives

List specific goals and objectives for each year of the project. These goals and objectives will
also be used during the submission and evaluation of progress reports and assessment of project

success if the award is made.
8.2.4. Timeline (1 page)

Provide an outline of anticipated major milestones to be tracked. Timelines will be reviewed for
reasonableness, and adherence to timelines will be a criterion for continued support of successful
applications. If the application is approved for funding, this section will be included in the award
contract. Applicants are advised not to include information that they consider confidential or

proprietary when preparing this section.

8.2.5. Resubmission Summary (2 pages)

An application previously submitted to CPRIT but not funded may be resubmitted once after
careful consideration of the reasons for lack of prior success. Applicants preparing a resubmission
must describe the approach to the resubmission. If a summary statement was prepared for the

original application review, applicants are advised to address all noted concerns.
8.2.6. Research Plan (10 pages)

Background: Present the rationale behind the proposed project, emphasizing the pressing
problem in HCC research that will be addressed. Discuss special resources and expertise that are
available in support of the application. Describe interaction with PI of the Collaborative Action
Center and impact on research plan.

Hypothesis and Specific Aims: Concisely state the hypothesis and/or specific aims to be tested
or addressed by the research described in the application.

Research Strategy: Describe the experimental design, including methods, anticipated results,
potential problems or pitfalls, and alternative approaches. Preliminary data that support the

proposed hypothesis are encouraged but not required.



8.2.7. Agreement to Participate in the Collaborative Action Program and Center (2
pages)

State the intent to participate fully in the Collaborative Action Program and Center activities as

defined in section 3. In addition, describe any special resources (eg, access to special populations

or geographic regions of the state) or expertise that the project and its key personnel will make

available to the other research projects participating in the CAP program.
8.2.8. Human Subjects (2 pages)

If human subjects or human biological samples will be used, provide a detailed plan for
recruitment of subjects or acquisition of samples that will meet the time constraints of this award
mechanism. If human subjects are included in the proposed research, reference biostatistical
input for sample selection and evaluation. In addition, certification of approval by the

institutional IRB, as appropriate, will be required before funding can occur.
8.2.9. Publications/References

Provide a concise and relevant list of publications/references cited for the application.

8.2.10. Budget and Justification

Provide a compelling and detailed justification of the budget for the entire proposed period of
support, including salaries and benefits, supplies, equipment, subject participation costs
including diagnostic or interventional procedures associated with participation in a clinical trial
and not considered routine patient care, and other expenses. Applicants are advised not to
interpret the maximum allowable request under this award as a suggestion that they should
expand their anticipated budget to this level. Reasonable budgets clearly work in favor of the

applicant.

However, if there is a highly specific and defensible need to request more than the maximum
amount in any year(s) of the proposed budget, include a special and clearly labeled section in the
budget justification that explains the request. Poorly justified requests of this type will likely

have a negative impact on the overall evaluation of the application.



In preparing the requested budget, applicants should be aware of the following:

e Equipment having a useful life of more than 1 year and an acquisition cost of $5,000 or
more per unit must be specifically approved by CPRIT. An applicant does not need to
seek this approval prior to submitting the application.

e Texas law limits the amount of grant funds that may be spent on indirect costs to no more
than 5% of the total award amount (5.263% of the direct costs). Guidance regarding
indirect cost recovery can be found in CPRIT’s Administrative Rules, which are available

at www.cprit.texas.gov. So-called grants management and facilities fees (eg, sponsored

programs fees; grants and contracts fees; electricity, gas, and water; custodial fees;
maintenance fees) may not be requested. Applications that include such budgetary items
will be rejected administratively and returned without review.

e The annual salary (also referred to as direct salary or institutional base salary) that an
individual may be reimbursed from a CPRIT award is limited to a maximum of $200,000.
In other words, an individual may request salary proportional to the percent of effort up
to a maximum of $200,000. Salary does not include fringe benefits and/or facilities and
administrative costs, also referred to as indirect costs. An individual’s institutional base
salary is the annual compensation that the applicant organization pays for an individual’s
appointment, whether that individual’s time is spent on research, teaching, patient care, or
other activities. Base salary excludes any income that an individual may be permitted to
earn outside of his or her duties to the applicant organization.

e The Principal Investigator is expected to attend CPRIT’s Conference. CPRIT funds may

be used to send up to 2 people to the conference.

8.2.11. Biographical Sketches (5 pages each)

Applicants should provide a biographical sketch that describes their education and training,
professional experience, awards and honors, and publications relevant to cancer research.
A biographical sketch must be provided for the PI and the Co-PI (as required by the online
application receipt system). In addition, up to 3 additional biographical sketches for key
personnel may be provided. Each biographical sketch must not exceed 5 pages. The NIH

biosketch format is appropriate.


http://www.cprit.texas.gov/

8.2.12. Current and Pending Support

State the funding source and duration of all current and pending support for all personnel who
have included a biographical sketch with the application. For each award, provide the title, a 2-
line summary of the goal of the project, and, if relevant, a statement of overlap with the current
application. At a minimum, current and pending support of the PI and the Co-PI must be

provided. Refer to the sample current and pending support document located in Current Funding

Opportunities for Academic Research in CARS.
8.2.13. Institutional/Collaborator Support and/or Other Certification (4 pages)

Applicants may provide letters of institutional support, collaborator support, and/or other
certification documentation relevant to the proposed project. A maximum of 4 pages may be

provided.
8.2.14. Previous Summary Statement

If the application is being resubmitted, the summary statement of the original application review,
if previously prepared, will be automatically appended to the resubmission. The applicant is not

responsible for providing this document.

Applications that are missing 1 or more of these components; exceed the specified page,
word, or budget limits; or that do not meet the eligibility requirements listed above will be

administratively withdrawn.
8.3. Formatting Instructions

Formatting guidelines for all submitted CPRIT applications are as follows:
e Language: English
e Document Format: PDF only
e Font Type/Size: Arial (11 point), Calibri (11 point), or Times New Roman (12 point)
e Line Spacing: Single
e Page Size: 8.5 x 11 inches
e Margins: 0.75 inch, all directions
e Color and High-Resolution Images: Images, graphs, figures, and other illustrations

must be submitted as part of the appropriate submitted document. Applicants should


https://cpritgrants.org/Current_Funding_Opportunities/
https://cpritgrants.org/Current_Funding_Opportunities/

9.

9.1.

include text to explain illustrations that may be difficult to interpret when printed in black
and white.
Scanning Resolution: Images and figures must be of lowest reasonable resolution that
permits clarity and readability. Unnecessarily large files will NOT be accepted, especially
those that include only text.
References: Applicants should use a citation style that includes the full name of the
article and that lists at least the first 3 authors. Official journal abbreviations may be used.
An example is included below; however, other citation styles meeting these parameters
are also acceptable as long as the journal information is stated. Include URLs of
publications referenced in the application.

Smith, P.T., Doe, J., White, J.M., et al (2006). Elaborating on a novel mechanism for

cancer progression. Journal of Cancer Research, 135: 45-67.

Internet URLs: Applicants are encouraged to provide the URLs of publications
referenced in the application; however, applicants should not include URLs directing
reviewers to websites containing additional information about the proposed research.
Headers and Footers: These should not be used unless they are part of a provided
template. Page numbers may be included in the footer (see following point).

Page Numbering: Pages should be numbered at the bottom right corner of each page.
All attachments that require signatures must be filled out, printed, signed, scanned, and

then uploaded in PDF format.

APPLICATION REVIEW

Preliminary Evaluation

To ensure the timely and thorough review of only the most innovative and cutting-edge research

with the greatest potential for advancement of cancer research, all eligible applications may be

preliminarily evaluated by CPRIT Scientific Research Program panel members for scientific

merit and impact.

This preliminary evaluation will be based on a subset of material presented in the

application—namely Abstract and Significance, Budget and Justification, and Biographical

Sketches. Applications that do not sufficiently capture the reviewers’ interest at this stage

will not be considered for further review. Such applications will have been judged to offer



only modest contributions to the field of HCC research and will be excluded from further

peer review.

Due to the volume of applications to be reviewed, comments made by reviewers at the
preliminary evaluation stage may not be provided to applicants. The preliminary evaluation
process will be used only when the number of applications exceeds the capacity of the review

panels to conduct a full peer review of all received applications.
9.2.  Full Peer Review Process

Applications that pass preliminary evaluation will undergo further review using a 2-stage peer
review process: (1) Full peer review and (2) prioritization of grant applications by the CPRIT
Scientific Review Council (SRC). In the first stage, applications will be evaluated by an
independent peer review panel consisting of scientific experts as well as advocate reviewers
using the criteria listed in section 9.4. Applicants will be notified of peer review panel
assignments prior to the peer review meeting dates. Peer review panel membership can be found
on the CPRIT website. In the second stage, applications judged to be most meritorious by the
peer review panels will be evaluated and recommended for funding by the CPRIT SRC based on
comparisons with applications from all the peer review panels and programmatic priorities.
Applications approved by SRC will be forwarded to the CPRIT Program Integration Committee
(PIC) for review. The PIC will consider factors including program priorities set by the Oversight

Committee, portfolio balance across programs, and available funding.

The CPRIT Oversight Committee will vote to approve each grant award recommendation made
by the PIC. The grant award recommendations will be presented at an open meeting of the
Oversight Committee and must be approved by two-thirds of the Oversight Committee members
present and eligible to vote. The review process is described more fully in CPRIT’s

Administrative Rules, Texas Administrative Code, Title 25, Chapters 701 to 703.

9.3. Confidentiality of Review

Each stage of application review is conducted confidentially, and all CPRIT Scientific Peer
Review Panel members, SRC members, PIC members, CPRIT employees, and Oversight
Committee members with access to grant application information are required to sign

nondisclosure statements regarding the contents of the applications. All technological and


https://texreg.sos.state.tx.us/public/readtac$ext.ViewTAC?tac_view=4&ti=25&pt=11&ch=703&rl=Y

scientific information included in the application is protected from public disclosure pursuant to

Health and Safety Code §102.262(b).

Individuals directly involved with the review process operate under strict conflict-of-interest
prohibitions. All CPRIT Scientific Peer Review Panel members and SRC members are non-

Texas residents.

By submitting a grant application, the applicant agrees and understands that the only basis

for reconsideration of a grant application is limited to an undisclosed Conflict of Interest as

set forth in CPRIT’s Administrative Rules, Texas Administrative Code, Title 25, Chapters
701 to 703.

Communication regarding the substance of a pending application is prohibited between the grant
applicant (or someone on the grant applicant’s behalf) and the following individuals: an
Oversight Committee Member, a PIC Member, a Scientific Review Panel member, or a SRC
member. Applicants should note that the CPRIT PIC comprises the CPRIT Chief Executive
Officer, the Chief Scientific Officer, the Chief Prevention Officer, the Chief Product
Development Research Officer, and the Commissioner of State Health Services. The prohibition
on communication begins on the first day that grant applications for the particular grant
mechanism are accepted by CPRIT and extends until the grant applicant receives notice

regarding a final decision on the grant application.

The prohibition on communication does not apply to the time period when preapplications or
letters of interest are accepted. Intentional, serious, or frequent violations of this rule may result

in the disqualification of the grant application from further consideration for a grant award.
9.4. Review Criteria

Peer review of applications will be based on primary scored criteria and secondary unscored
criteria, listed below. Review panels will evaluate and score each project and core individually
according to the primary criteria and subsequently assign a global score that reflects an overall
assessment of the application. The overall assessment will not be an average of the scores of
individual criteria; rather, it will reflect the reviewers’ overall impression of the
application. Evaluation of the scientific merit of each application is within the sole

discretion of the peer reviewers.
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9.4.1. Primary Criteria

Primary criteria will evaluate the scientific merit and potential impact of the proposed work
contained in the application. Projects that propose collaborations that include multiple
(separate) Texas institutions with substantive roles and those that provide access to unique
populations are particularly responsive to this RFA. Concerns with any of these criteria
potentially indicate a major flaw in the significance and/or design of the proposed study. Primary

criteria include the following:

Significance and Impact: Will the results of this research, if successful, significantly change the
research of others or the opportunities for better HCC prevention or diagnosis? Is the application
innovative? Does the applicant propose new paradigms or challenge existing ones? Does the
project develop state-of-the-art technologies, methods, tools, or resources for cancer research or
address important underexplored or unexplored areas? If the research project is successful, will it

lead to truly substantial advances in the field rather than add modest increments of insight?

Research Plan: Is the proposed work presented as a self-contained research project? Does the
proposed research have a clearly defined hypothesis or goal that is supported by sufficient
preliminary data and/or scientific rationale? Are the methods appropriate, and are potential

experimental obstacles and unexpected results discussed?

Applicant Investigator: Does the applicant investigator demonstrate the required creativity and
expertise to make a significant contribution to the research? Applicants’ credentials will be
evaluated in a career stage—specific fashion. Have early-career—stage investigators received
excellent training, and do their accomplishments to date offer great promise for a successful
career? Has the applicant devoted a sufficient amount of his or her time (percent effort) to this

project?

Relevance: Does the proposed research have a high degree of relevance to HCC research? This

is a critical criterion for evaluation of projects for CPRIT support.

9.4.2. Secondary Criteria

Secondary criteria contribute to the global score assigned to the application. Concerns with these

criteria potentially question the feasibility of the proposed research.

Secondary criteria include the following:



Research Environment: Does the research team have the needed expertise, facilities, and
resources to accomplish all aspects of the proposed research? Are the levels of effort of the key
personnel appropriate? Is there evidence of institutional support of the research team and the

project?

Human Subjects: If human biological samples are included in the proposed research, is the
human subjects plan adequate and sufficiently detailed? Note that certification of approval by the

institutional IRB will be required before funding can occur.
Budget: Is the budget appropriate for the proposed work?

Duration: Is the stated duration appropriate for the proposed work?

10. KEY DATES

RFA

RFA release August 26, 2019

Application

Online application opens October 16, 2019, 7 AM central time
Application due January 15, 2020, 4 PM central time
Application review January 2020 to August 2020
Award

Award notification August 19, 2020

Anticipated start date August 31, 2020

11. AWARD ADMINISTRATION

Texas law requires that CPRIT grant awards be made by contract between the applicant and
CPRIT. CPRIT grant awards are made to institutions or organizations, not to individuals. Award
contract negotiation and execution will commence once the CPRIT Oversight Committee has
approved an application for a grant award. CPRIT may require, as a condition of receiving a
grant award, that the grant recipient use CPRIT’s electronic Grant Management System to
exchange, execute, and verify legally binding grant contract documents and grant award reports.
Such use shall be in accordance with CPRIT’s electronic signature policy as set forth in Texas

Administrative Code, Title 25, Chapters 701 to 703.
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Texas law specifies several components that must be addressed by the award contract, including
needed compliance and assurance documentation, budgetary review, progress and fiscal
monitoring, and terms relating to revenue sharing and intellectual property rights. These contract
provisions are specified in CPRIT’s Administrative Rules, which are available at

www.cprit.texas.gov. Applicants are advised to review CPRIT’s Administrative Rules related to

contractual requirements associated with CPRIT grant awards and limitations related to the use

of CPRIT grant awards as set forth in Texas Administrative Code, Title 25, Chapters 701 to 703.

Prior to disbursement of grant award funds, the grant recipient organization must demonstrate
that it has adopted and enforces a tobacco-free workplace policy consistent with the requirements
set forth in CPRIT’s Administrative Rules, Texas Administrative Code, Title 25, Chapters 701 to
703.

CPRIT requires award recipients to submit an annual progress report. These reports summarize
the progress made toward the research goals documented in the grant award contract and address
plans for the upcoming year. In addition, fiscal reporting and human studies reporting will be

required as appropriate.

CPRIT will review annual progress reports and continuation of funding is contingent upon the
timely receipt of these reports and documentation of sufficient progress toward completing
project goals. Failure to provide timely and complete reports may waive reimbursement of grant
award costs and may result in the termination of award contract. Forms and instructions will be

made available at www.cprit.texas.gov.

12. REQUIREMENT TO DEMONSTRATE AVAILABLE FUNDS

Texas law requires that prior to disbursement of CPRIT grant funds, the award recipient must
demonstrate that it has an amount of funds equal to one-half of the CPRIT funding dedicated to
the research that is the subject of the award. A grant recipient that is a public or private
institution of higher education, as defined by §61.003, Texas Education Code, may credit toward
the Grant Recipient’s Matching Funds obligation the dollar amount equivalent to the difference
between the indirect cost rate authorized by the federal government for research grants awarded
to the grant recipient and the 5% indirect cost limit imposed by §102.203(c), Texas Health and
Safety Code. Grant applicants are advised to consult CPRIT’s Administrative Rules, Texas

Administrative Code, Title 25, Chapters 701 to 703 for specific requirements regarding
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demonstration of available funding. The demonstration of available matching funds must be
made at the time the award contract is executed, and annually thereafter, not when the

application is submitted.

13. CONTACT INFORMATION
13.1. Helpdesk
Helpdesk support is available for questions regarding user registration and online submission of

applications. Queries submitted via email will be answered within 1 business day. Helpdesk staff

are not in a position to answer questions regarding scientific aspects of applications.

Hours of operation: Monday through Friday, 8 AM to 6 PM central time.
Tel: 866-941-7146
Email: Help@CPRITGrants.org

13.2. Scientific and Programmatic Questions

Questions regarding the CPRIT program, including questions regarding this or any other funding
opportunity, should be directed to the CPRIT Senior Manager for Academic Research.

Tel: 512-305-8491
Email: Help@CPRITGrants.org

Website: WWW.cprit.texas.gov.
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Third Party Observer Reports




Cancer Prevention and Research Institute of Texas (CPRIT)
20.2 Academic Research Council Basic Cancer Research - 2
(20.2 ARC BCR-2)

Observation Report

Report No. 2020-04-17 20.2_ARC BCR-2

Program Name: Academic Research

Panel Name: 20.2 Academic Research Council Basic Cancer Research - 2
(20.2_ARC_BCR-2)

Panel Date: 04-17-2020

Report Date: 05-21-2020

BACKGROUND

As part of CPRIT’s ongoing emphasis on continuous improvement in its grants
review/management processes and to ensure panel discussions are limited to the
merits of the applications and focused on established evaluation criteria, CPRIT
continues to engage a third-party independent observer at all in-person and telephone
conference peer review meetings. CPRIT has authorized an independent party to
function as a neutral third-party observer and has engaged Business and Financial
Management Solutions, LLC (BFS) for that purpose.

INTRODUCTION
The subject of this report is the 20.2 Academic Research Council Basic Cancer

Research - 2 (20.2_ARC_BCR-2) meeting. The meeting was chaired by Carol Prives
and conducted via teleconference on April 17, 2020.

PANEL OBSERVATION OBJECTIVES AND SCOPE
The third-party observation engagement was limited to observation of the following
objectives:

e CPRIT’s established procedure for panelists who have declared a conflict of
interest is followed during the meeting (e.g., reviewers hang up from the
teleconference or leave the room when an application with which there is a
conflict is discussed);

e CPRIT program staff participation at meetings is limited to offering general points
of information;

e CPRIT program staff do not engage in the panel’s discussion on the merits of
applications; and
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e The panel focused on the established scoring criteria and/or making
recommendations.

SUMMARY OF OBSERVATION RESULTS
Two (2) BFS independent observer(s) participated in observing the meeting. GDIT,
CPRIT’s contracted third-party grant application administrator, facilitated the meeting.

The independent observers noted the following during the meeting:

e Number (#) of applications: Ten (10) applications were discussed and twenty-one
(21) were not discussed

e Panelists: One (1) panel chair, fourteen (14) expert reviewers, and two (2)
advocate reviewers

e Panelists’ discussions were limited to the application evaluation criteria

e GDIT staff employees: Eight (8)

e GDIT staff did not participate in discussions concerning the merits of applications

e CPRIT staff employees: Five (5)

e CPRIT program staff participation was limited to reviewing and clarifying policies,
and answering procedural questions

e CPRIT Oversight Committee Members: Two (2)

e CPRIT Oversight Committee Members did not actively participate in the meeting

There was one (1) Conflict of Interest (COl) identified prior to and/or during the meeting.
The application with the COI was not discussed.

A list of all attendees, a sign-in log and informational materials were provided by GDIT
to aid in the observation of the COIl procedures and objectives. A completed
attendance sheet and sign-in log was provided following the meeting to confirm all
attendees and COls.

CONCLUSION

In conclusion, we observed that the activities of the meeting identified herein were
limited to the identified objectives noted earlier in this report. Our observations are
limited to the information available.

BFS’s third-party observation services did not include an evaluation of the
appropriateness or rigor of the review panel’s discussions of scientific, technical, or
programmatic aspects of the applications. We were not engaged to perform an audit,
the objective of which would be the expression of an opinion on the accuracy of voting
and scoring. Accordingly, we will not express such an opinion. Had we performed
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additional procedures; other matters might have come to our attention that would have
been reported to you.

This report is intended solely for the information and use of CPRIT, its management and
its Oversight Committee members. This report is not intended to be and should not be
used by anyone other than these specified parties.

With best redgards,

Mara Ash, CIA, CGAP, CGFM, CMRA
Senior Partner
Business & Financial Management Solutions, LLC

cc:  Vince Burgess, Chief Compliance Officer
Cameron Eckel, Attorney



Cancer Prevention and Research Institute of Texas (CPRIT)
20.2 Academic Research Council Cancer Prevention
Research (20.2 ARC CPR)

Observation Report

Report No. 2020-04-20 20.2_ARC_CPR

Program Name: Academic Research

Panel Name: 20.2 Academic Research Council Cancer Prevention Research
(20.2_ARC_CPR)

Panel Date: 04-20-2020

Report Date: 05-21-2020

BACKGROUND

As part of CPRIT’s ongoing emphasis on continuous improvement in its grants
review/management processes and to ensure panel discussions are limited to the
merits of the applications and focused on established evaluation criteria, CPRIT
continues to engage a third-party independent observer at all in-person and telephone
conference peer review meetings. CPRIT has authorized an independent party to
function as a neutral third-party observer and has engaged Business and Financial
Management Solutions, LLC (BFS) for that purpose.

INTRODUCTION

The subject of this report is the 20.2 Academic Research Council Cancer Prevention
Research (20.2_ARC_CPR) meeting. The meeting was chaired by Nagi Kumar and
Electra Paskett and conducted via teleconference on April 20, 2020. Reviewer William
Barlow acted as Chair for one application.

PANEL OBSERVATION OBJECTIVES AND SCOPE
The third-party observation engagement was limited to observation of the following

objectives:

e CPRIT’s established procedure for panelists who have declared a conflict of
interest is followed during the meeting (e.g., reviewers hang up from the
teleconference or leave the room when an application with which there is a
conflict is discussed);

e CPRIT program staff participation at meetings is limited to offering general points
of information;
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e CPRIT program staff do not engage in the panel’s discussion on the merits of
applications; and

e The panel focused on the established scoring criteria and/or making
recommendations.

SUMMARY OF OBSERVATION RESULTS
Two (2) BFS independent observer(s) participated in observing the meeting. GDIT,
CPRIT’s contracted third-party grant application administrator, facilitated the meeting.

The independent observers noted the following during the meeting:

e Number (#) of applications: Nine (9) applications were discussed and ten (10)
were not discussed

e Panelists: Two (2) panel chairs, twelve (12) expert reviewers, and two (2)
advocate reviewers. One expert reviewer acted as panel chair for one
application.

e Panelists’ discussions were limited to the application evaluation criteria

e GDIT staff employees: Six (6)

e GDIT staff did not participate in discussions concerning the merits of applications

e CPRIT staff employees: Three (3)

e CPRIT program staff participation was limited to reviewing and clarifying policies,
and answering procedural questions

e CPRIT Oversight Committee Members: One (1)

e CPRIT Oversight Committee Members did not actively participate in the meeting

There were two (2) Conflicts of Interest (COIl) identified prior to and/or during the
meeting. One COIl was excluded from discussions concerning applications for which
there was a conflict. One application with a COIl was not discussed.

A list of all attendees, a sign-in log and informational materials were provided by GDIT
to aid in the observation of the COIl procedures and objectives. A completed
attendance sheet and sign-in log was provided following the meeting to confirm all
attendees and COils.

CONCLUSION

In conclusion, we observed that the activities of the meeting identified herein were
limited to the identified objectives noted earlier in this report. Our observations are
limited to the information available.

BFS’s third-party observation services did not include an evaluation of the
appropriateness or rigor of the review panel’'s discussions of scientific, technical, or
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programmatic aspects of the applications. We were not engaged to perform an audit,
the objective of which would be the expression of an opinion on the accuracy of voting
and scoring. Accordingly, we will not express such an opinion. Had we performed
additional procedures; other matters might have come to our attention that would have
been reported to you.

This report is intended solely for the information and use of CPRIT, its management and
its Oversight Committee members. This report is not intended to be and should not be
used by anyone other than these specified parties.

With best regfards,

Mara Ash, CIA, CGAP, CGFM, CMRA
Senior Partner
Business & Financial Management Solutions, LLC

cc:  Vince Burgess, Chief Compliance Officer
Cameron Eckel, Attorney



Cancer Prevention and Research Institute of Texas (CPRIT)
20.2 Academic Research Council Imaging Technology and
Informatics (20.2 ARC ITI)

Observation Report

Report No. 2020-04-21 20.2_ARC_ITI

Program Name: Academic Research

Panel Name: 20.2 Academic Research Council Imaging Technology and
Informatics (20.2_ARC_ITI)

Panel Date: 04-21-2020

Report Date: 05-21-2020

BACKGROUND

As part of CPRIT’s ongoing emphasis on continuous improvement in its grants
review/management processes and to ensure panel discussions are limited to the
merits of the applications and focused on established evaluation criteria, CPRIT
continues to engage a third-party independent observer at all in-person and telephone
conference peer review meetings. CPRIT has authorized an independent party to
function as a neutral third-party observer and has engaged Business and Financial
Management Solutions, LLC (BFS) for that purpose.

INTRODUCTION
The subject of this report is the 20.2 Academic Research Council Imaging Technology

and Informatics (20.2_ARC_ITIl) meeting. The meeting was chaired by Martin Pomper
and Anna Wu and conducted via teleconference on April 21, 2020.

PANEL OBSERVATION OBJECTIVES AND SCOPE
The third-party observation engagement was limited to observation of the following

objectives:

e CPRIT’s established procedure for panelists who have declared a conflict of
interest is followed during the meeting (e.g., reviewers hang up from the
teleconference or leave the room when an application with which there is a
conflict is discussed);

e CPRIT program staff participation at meetings is limited to offering general points
of information;

e CPRIT program staff do not engage in the panel’s discussion on the merits of
applications; and



20.2 Academic Research Council Imaging Technology and Informatics (20.2_ARC_ITI) Page 2

e The panel focused on the established scoring criteria and/or making
recommendations.

SUMMARY OF OBSERVATION RESULTS
Two (2) BFS independent observer(s) participated in observing the meeting. GDIT,
CPRIT’s contracted third-party grant application administrator, facilitated the meeting.

The independent observers noted the following during the meeting:

e Number (#) of applications: Fourteen (14) applications were discussed and
fourteen (14) were not discussed

e Panelists: Two (2) panel chairs, fourteen (14) expert reviewers, and two (2)
advocate reviewers

e Panelists’ discussions were limited to the application evaluation criteria

e GDIT staff employees: Five (5)

e GDIT staff did not participate in discussions concerning the merits of applications

e CPRIT staff employees: Two (2)

e CPRIT program staff participation was limited to reviewing and clarifying policies,
and answering procedural questions

e CPRIT Oversight Committee Members: One (1)

e CPRIT Oversight Committee Members did not actively participate in the meeting

There were four (4) Conflicts of Interest (COIl) identified prior to and/or during the
meeting. Three COls were excluded from discussions concerning applications for which
there was a conflict. One application with a COIl was not discussed.

A list of all attendees, a sign-in log and informational materials were provided by GDIT
to aid in the observation of the COIl procedures and objectives. A completed
attendance sheet and sign-in log was provided following the meeting to confirm all
attendees and COls.

CONCLUSION

In conclusion, we observed that the activities of the meeting identified herein were
limited to the identified objectives noted earlier in this report. Our observations are
limited to the information available.

BFS’s third-party observation services did not include an evaluation of the
appropriateness or rigor of the review panel’'s discussions of scientific, technical, or
programmatic aspects of the applications. We were not engaged to perform an audit,
the objective of which would be the expression of an opinion on the accuracy of voting
and scoring. Accordingly, we will not express such an opinion. Had we performed



20.2 Academic Research Council Imaging Technology and Informatics (20.2_ARC_ITI) Page 3

additional procedures; other matters might have come to our attention that would have
been reported to you.

This report is intended solely for the information and use of CPRIT, its management and
its Oversight Committee members. This report is not intended to be and should not be
used by anyone other than these specified parties.

With best redgards,

Mara Ash, CIA, CGAP, CGFM, CMRA
Senior Partner
Business & Financial Management Solutions, LLC

cc:  Vince Burgess, Chief Compliance Officer
Cameron Eckel, Attorney



Cancer Prevention and Research Institute of Texas (CPRIT)
20.2 Academic Research Council Cancer Biology
(20.2 ARC CB)

Observation Report

Report No. 2020-04-22 20.2_ARC_CB

Program Name: Academic Research

Panel Name: 20.2 Academic Research Council Cancer Biology (20.2_ARC_CB)
Panel Date: 04-22-2020

Report Date: 05-21-2020

BACKGROUND

As part of CPRIT’s ongoing emphasis on continuous improvement in its grants
review/management processes and to ensure panel discussions are limited to the
merits of the applications and focused on established evaluation criteria, CPRIT
continues to engage a third-party independent observer at all in-person and telephone
conference peer review meetings. CPRIT has authorized an independent party to
function as a neutral third-party observer and has engaged Business and Financial
Management Solutions, LLC (BFS) for that purpose.

INTRODUCTION
The subject of this report is the 20.2 Academic Research Council Cancer Biology

(20.2_ARC_CB) meeting. The meeting was chaired by Peter Jones and conducted via
teleconference on April 22, 2020.

PANEL OBSERVATION OBJECTIVES AND SCOPE
The third-party observation engagement was limited to observation of the following

objectives:

e CPRIT’s established procedure for panelists who have declared a conflict of
interest is followed during the meeting (e.g., reviewers hang up from the
teleconference or leave the room when an application with which there is a
conflict is discussed);

e CPRIT program staff participation at meetings is limited to offering general points
of information;

e CPRIT program staff do not engage in the panel’s discussion on the merits of
applications; and
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e The panel focused on the established scoring criteria and/or making
recommendations.

SUMMARY OF OBSERVATION RESULTS
Two (2) BFS independent observer(s) participated in observing the meeting. GDIT,
CPRIT’s contracted third-party grant application administrator, facilitated the meeting.

The independent observers noted the following during the meeting:

e Number (#) of applications: Fourteen (14) applications were discussed and
twenty-two (22) were not discussed

e Panelists: One (1) panel chair, sixteen (16) expert reviewers, and two (2)
advocate reviewers

e Panelists’ discussions were limited to the application evaluation criteria

e GDIT staff employees: Six (6)

e GDIT staff did not participate in discussions concerning the merits of applications

e CPRIT staff employees: Two (2)

e CPRIT program staff participation was limited to reviewing and clarifying policies,
and answering procedural questions

e CPRIT Oversight Committee Members: One (1)

e CPRIT Oversight Committee Members did not actively participate in the meeting

There was one (1) Conflicts of Interest (COIl) identified prior to and/or during the
meeting. The COI was excluded from discussions concerning the application for which
there was a conflict.

A list of all attendees, a sign-in log and informational materials were provided by GDIT
to aid in the observation of the COIl procedures and objectives. A completed
attendance sheet and sign-in log was provided following the meeting to confirm all
attendees and COls.

CONCLUSION

In conclusion, we observed that the activities of the meeting identified herein were
limited to the identified objectives noted earlier in this report. Our observations are
limited to the information available.

BFS’s third-party observation services did not include an evaluation of the
appropriateness or rigor of the review panel’'s discussions of scientific, technical, or
programmatic aspects of the applications. We were not engaged to perform an audit,
the objective of which would be the expression of an opinion on the accuracy of voting
and scoring. Accordingly, we will not express such an opinion. Had we performed
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additional procedures; other matters might have come to our attention that would have
been reported to you.

This report is intended solely for the information and use of CPRIT, its management and
its Oversight Committee members. This report is not intended to be and should not be
used by anyone other than these specified parties.

With best redgards,

Mara Ash, CIA, CGAP, CGFM, CMRA
Senior Partner
Business & Financial Management Solutions, LLC

cc:  Vince Burgess, Chief Compliance Officer
Cameron Eckel, Attorney



Cancer Prevention and Research Institute of Texas (CPRIT)
20.2 Academic Research Council Clinical and Translational
Cancer Research (20.2 ARC CTCR)
Observation Report

Report No. 2020-04-23 20.2_ ARC_CTCR

Program Name: Academic Research

Panel Name: 20.2 Academic Research Council Clinical and Translational Cancer
Research (20.2_ARC_CTCR)

Panel Date: 04-23-2020

Report Date: 05-22-2020

BACKGROUND

As part of CPRIT’s ongoing emphasis on continuous improvement in its grants
review/management processes and to ensure panel discussions are limited to the
merits of the applications and focused on established evaluation criteria, CPRIT
continues to engage a third-party independent observer at all in-person and telephone
conference peer review meetings. CPRIT has authorized an independent party to
function as a neutral third-party observer and has engaged Business and Financial
Management Solutions, LLC (BFS) for that purpose.

INTRODUCTION

The subject of this report is the 20.2 Academic Research Council Clinical and
Translational Cancer Research (20.2_ARC_CTCR) meeting. The meeting was chaired
by Margaret Tempero and conducted via teleconference on April 23, 2020.

PANEL OBSERVATION OBJECTIVES AND SCOPE
The third-party observation engagement was limited to observation of the following

objectives:

e CPRIT’s established procedure for panelists who have declared a conflict of
interest is followed during the meeting (e.g., reviewers hang up from the
teleconference or leave the room when an application with which there is a
conflict is discussed);

e CPRIT program staff participation at meetings is limited to offering general points
of information;

e CPRIT program staff do not engage in the panel’s discussion on the merits of
applications; and
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e The panel focused on the established scoring criteria and/or making
recommendations.

SUMMARY OF OBSERVATION RESULTS
Two (2) BFS independent observer(s) participated in observing the meeting. GDIT,
CPRIT’s contracted third-party grant application administrator, facilitated the meeting.

The independent observers noted the following during the meeting:

e Number (#) of applications: Sixteen (16) applications were discussed and fifteen
(15) were not discussed

e Panelists: One (1) panel chair, seventeen (17) expert reviewers, and three (3)
advocate reviewers

e Panelists’ discussions were limited to the application evaluation criteria

e GDIT staff employees: Five (5)

e GDIT staff did not participate in discussions concerning the merits of applications

e CPRIT staff employees: Three (3)

e CPRIT program staff participation was limited to reviewing and clarifying policies,
and answering procedural questions

e CPRIT Oversight Committee Members: One (1)

e CPRIT Oversight Committee Members did not actively participate in the meeting

There was one (1) Conflict of Interest (COl) identified prior to and/or during the meeting.
The application with a COI was not discussed.

A list of all attendees, a sign-in log and informational materials were provided by GDIT
to aid in the observation of the COIl procedures and objectives. A completed
attendance sheet and sign-in log was provided following the meeting to confirm all
attendees and COls.

CONCLUSION

In conclusion, we observed that the activities of the meeting identified herein were
limited to the identified objectives noted earlier in this report. Our observations are
limited to the information available.

BFS’s third-party observation services did not include an evaluation of the
appropriateness or rigor of the review panel’s discussions of scientific, technical, or
programmatic aspects of the applications. We were not engaged to perform an audit,
the objective of which would be the expression of an opinion on the accuracy of voting
and scoring. Accordingly, we will not express such an opinion. Had we performed
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additional procedures; other matters might have come to our attention that would have
been reported to you.

This report is intended solely for the information and use of CPRIT, its management and
its Oversight Committee members. This report is not intended to be and should not be
used by anyone other than these specified parties.

With best redgards,

Mara Ash, CIA, CGAP, CGFM, CMRA
Senior Partner
Business & Financial Management Solutions, LLC

cc:  Vince Burgess, Chief Compliance Officer
Cameron Eckel, Attorney



Cancer Prevention and Research Institute of Texas (CPRIT)
Scientific Review Council 20.2 (SRC 20.2) Observation Report

Report No. 2020-07-09 SRC 20.2

Program Name: Academic Research

Panel Name: Scientific Review Council 20.2 (SRC_20.2)
Panel Date: 07-09-2020

Report Date: 07-15-2020

BACKGROUND

As part of CPRIT’s ongoing emphasis on continuous improvement in its grants
review/management processes and to ensure panel discussions are limited to the merits
of the applications and focused on established evaluation criteria, CPRIT continues to
engage a third-party independent observer at all in-person and telephone conference
peer review meetings. CPRIT has authorized an independent party to function as a
neutral third-party observer and has engaged Business and Financial Management
Solutions, LLC (BFS) for that purpose.

INTRODUCTION

The subject of this report is the Scientific Review Council 20.2 (SRC_20.2) meeting.
The meeting was chaired by Richard Kolodner and conducted via teleconference on
July 9, 2020.

PANEL OBSERVATION OBJECTIVES AND SCOPE
The third-party observation engagement was limited to observation of the following

objectives:

e CPRIT’s established procedure for panelists who have declared a conflict of
interest is followed during the meeting (e.g., reviewers hang up from the
teleconference or leave the room when an application with which there is a conflict
is discussed);

e CPRIT program staff participation at meetings is limited to offering general points
of information;

e CPRIT program staff do not engage in the panel’s discussion on the merits of
applications; and

e The panel focused on the established scoring criteria and/or making
recommendations.
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SUMMARY OF OBSERVATION RESULTS
Two (2) BFS independent observer(s) participated in observing the meeting. GDIT,
CPRIT’s contracted third-party grant application administrator, facilitated the meeting.

The independent observers noted the following during the meeting:

e Number (#) of applications: Twenty-eight (28) applications were reviewed

e Panelists: One (1) panel chair, five (5) expert reviewers and one additional
reviewer was present but did not participate

e Panelists’ discussions were limited to the application evaluation criteria

e GDIT staff employees: Two (2)

e GDIT staff did not participate in discussions concerning the merits of applications

o CPRIT staff employees: Two (2)

e CPRIT program staff participation was limited to reviewing and clarifying policies,
and answering procedural questions

There were zero (0) Conflicts of Interests (COls) identified prior to and/or during the
meeting.

A list of all attendees and a sign-in log were provided by GDIT to aid in the observation
of the COI procedures and objectives. BFS complied informational materials from
previous meetings to determine applications reviewed. A completed attendance sheet
and sign-in log was provided following the meeting to confirm all attendees and COls.

CONCLUSION
In conclusion, we observed that the activities of the meeting identified herein were limited

to the identified objectives noted earlier in this report. Our observations are limited to the
information available.

BFS’s third-party observation services did not include an evaluation of the
appropriateness or rigor of the review panel’'s discussions of scientific, technical, or
programmatic aspects of the applications. We were not engaged to perform an audit, the
objective of which would be the expression of an opinion on the accuracy of voting and
scoring. Accordingly, we will not express such an opinion. Had we performed additional
procedures; other matters might have come to our attention that would have been
reported to you.

This report is intended solely for the information and use of CPRIT, its management and
its Oversight Committee members. This report is not intended to be and should not be
used by anyone other than these specified parties.
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With best regfards,

Mara Ash, CIA, CGAP, CGFM, CMRA
Senior Partner
Business & Financial Management Solutions, LLC

cc:  Vince Burgess, Chief Compliance Officer
Cameron Eckel, Attorney
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Contflicts of Interest Disclosure
CPRIT Academic Research 20.2 Applications

Academic Research Cycle 20.2 Awards Announced at August 19, 2020, Oversight
Committee Meeting

The table below lists the conflicts of interest (COls) identified by peer reviewers, Program Integration
Committee (PIC) members, and Oversight Committee members on an application-by-application basis.
Applications reviewed in Academic Research Cycle 20.2 include Collaborative Action Program to
Reduce Liver Cancer Mortality in Texas: Investigator-Initiated Research Awards,; Early Clinical
Investigator Award,; Core Facility Support Awards; and High-Impact/High-Risk Research Awards. All
applications with at least one identified COI are listed below; applications with no COlIs are not included.
It should be noted that an individual is asked to identify COlIs for only those applications that are to be
considered by the individual at that particular stage in the review process. For example, Oversight
Committee members identify COls, if any, with only those applications that have been recommended for
the grant awards by the PIC. COI information used for this table was collected by General Dynamics
Information Technology, CPRIT’s third party grant administrator, and by CPRIT.

Application ID Applicant/PI Institution Conflict Noted
Applications considered by the PIC and Oversight Committee:
RP200604 Robert Chapkin Texas AgriLife Research | Eric Fearon
RP200614 Kevin Pinney Baylor University Martin Pomper
Applications not considered by the PIC or Oversight Committee:
RP200570* Gerardo Cisneros University of North Texas | Matthew Weitzman
RP200524* Manal Hassan The University of Texas Alexander Parker
M. D. Anderson Cancer
Center
RP200537 Aaron Thrift Baylor College of Christopher Haiman
Medicine
RP200628* Hasan Zaki The University of Texas Victor Engelhard
Southwestern Medical
Center
RP200538* Kenneth Hoyt The University of Texas at  Kurt Zinn
Dallas
RP200607 Han Xiao Rice University Jason Lewis
RP200634 Georgios Alexandrakis = The University of Texas at = Arion- Xenofon
Arlington Chatziioannou

* Not discussed CPRIT Academic Research Cycle 20.2



De-Identified Overall Evaluation Scores




Collaborative Action Program to Reduce Liver Cancer Mortality in Texas:

Investigator-Initiated Research Awards
Academic Research Cycle 20.2

Application ID Final Overall
Evaluation Score

RP200554* 1.2

RP200633* 2.8

RP200537* 2.9

fa 3.4

fb 3.8

fc 3.8

fd 4.3

fe 4.3

ff 4.5

fg 4.6

fh 4.7

fi 4.7

fj 5.0

fk 6.3

fl 6.3
* Recommended for CPRIT award 20.2 Collaborative Action Program to Reduce Liver Cancer

Mortality in Texas: Investigator-Initiated Research Awards



Final Overall Evaluation Scores
and Rank Order Scores
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Head, Laboratory of
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July 16, 2020

The Honorable Dee Margo

Oversight Committee Presiding Officer

Cancer Prevention and Research Institute of Texas
Via email to dee@deemargo.com

Mr. Wayne R. Roberts

Chief Executive Officer

Cancer Prevention and Research Institute of Texas
Via email to wroberts@cprit.texas.gov

Dear Mr. Margo and Mr. Roberts,

The Scientific Review Council (SRC) is pleased to submit this list of research grant
recommendations for Collaborative Action Plan: Research Awards (CAP:RA), Core
Facility Support Awards (CFSA), Early Clinical Investigator Awards (ECI), High-
Impact/High Risk Awards (HIHR).

The SRC met on July 9, 2020 to consider the applications recommended by the peer
review panels following their meetings that were held April 17, 2020 — April 23, 2020.

Recommended funding amounts and the overall evaluation score are stated for each
grant application. The total amount for the applications recommended is $32,465,430.

These recommendations meet the SRC’s standards for grant award funding. These
standards include selecting innovative research projects addressing critically important
questions that will significantly advance knowledge of the causes, prevention, and/or
treatment of cancer, and exceptional potential for achieving future impact in basic,
translational, population-based, or clinical research.

Sin rely r,

Richard D. Kolodner, Ph.D.
Chair, CPRIT Scientific Review Council
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Rank ID Award Score | Application Title P Pi Organization | Recommended
Mechanism Budget
1 RP200668 | CFSA 1.1 The Combinatorial Davies, Texas A&M $3,989,892
Drug Discovery Peter University
Program (CDDP) System Health
Science Center
2 RP200554 | CAP-RA 1.2 A Novel Risk Singal, The University $2,499,995
Stratification and Amit of Texas
Early Detection Southwestern
Strategy to Reduce Medical Center
Liver Cancer
Mortality
3 RP200584 | ECI 14 CPRIT Early-Career | Dickinson, | Baylor College $1,500,000
Clinical Investigator | Mary of Medicine
Award for Applicant:
Premal Lulla, MD
4 RP200619 | CFSA 1.8 CPRIT RNA Cooke, The Methodist $3,999,995
Therapeutics Core | John Hospital
Research
Institute
5 RP200549 | ECI 1.8 Enhancing Arteaga, The University $1,499,998
Neoantigen Carlos of Texas
Expression and Southwestern
Immune Checkpoint Medical Center
Inhibitor Response
Using Splicing
Modulators in
Hepatocellular
Carcinoma
6 RP200669 | ECI 1.8 CPRIT Early Draetta, The University $1,499,996
Clinical Investigator | Gulio of Texas M. D.
Award: Chad Tang Anderson
Cancer Center
7 RP200532 | HIHRRA 1.9 Targeted Lissanu The University $249,992
Proteolysis of Deribe, of Texas M. D.
Glucocorticoid Yonathan | Anderson
Receptor (GR) as a Cancer Center
Therapeutic
Strategy to
Enhance Antitumor
Immunity




L DWG

CANC R

RE EAR

ludwigcancerresearch.org

San Diego

8 RP200604 | HIHRRA 2.0 Targeting Plasma Chapkin, | Texas AgriLife $250,000
Membrane Spatial Robert Research
Dynamics to
Suppress Obesity-
Induced Colon
Cancer

9 RP200520 | HIHRRA 2.1 Developing Single- | Peng, University of $250,000
Cell RNAseg-Based | Welyi Houston
Genetic Screens to
Identify Novel
Targets for Cancer
Immunotherapy

10 RP200573 | HIHRRA 22 Low-Cost Jia, Xun The University $250,000
Nonconventional of Texas
Ultralow-Field MRI Southwestern
Scanner for the Medical Center
Next-Generation
MR-Guided
Radiation Therapy

11 RP200504 | CFSA 2.3 Comprehensive Chen, Rui | Baylor College | $3,999,943
Cancer of Medicine
Epigenomics Core
Facility

12 RP200670 | ECI 25 Early Clinical Draetta, The University $1,491,551
Investigator Award: | Gulio of Texas M. D.
Nicolas Palaskas Anderson

Cancer Center

13 RP200614 | HIHRRA 25 Novel Betabody- Pinney, Baylor $250,000
Drug Conjugates Kevin University
Targeting
Phosphatidylserine
for the Selective
Delivery of Potent,
Small-Molecule
Payloads

14 RP200655 | HIHRRA 25 A Novel Organoid Krencik, The Methodist $249,372
Platform to Robert Hospital
Modulate Human Research
Neural Networks Institute
Integrated With
Glioblastoma Stem
Celis
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15 RP200574 | HIHRRA 2.6 Targeting B Cells to | Wargo, The University $249,755
Enhance Jennifer of Texas M. D.
Responses to Anderson
Immune Checkpoint Cancer Center
Blockade

16 RP200509 | HIHRRA 2.7 Genome-Wide DNA | Tsai, Texas A&M $250,000
Methylation Markers | Robert University
for Predicting the System Health
Risk of Liver Cancer Science Center
in Nonalcoholic
Fatty Livers

17 RP200595 | HIHRRA 2.7 SERBP1, Penalva, | The University $249,968
Epigenetic Luiz of Texas Health
Regulation and Science Center
Glioblastoma at San Antonio
Targeting

18 RP200633 | CAP-RA 2.8 Reducing KANWAL, | Baylor College | $2,434,495
Disparities in the FASIHA of Medicine
Risk of
Hepatocellular
Cancer

19 RP200537 | CAP-RA 29 Genetic Thrift, Baylor College | $2,473,314
Epidemiology of Aaron of Medicine
Hepatocellular
Carcinoma in
Hispanics

20 RP200657 | HIHRRA 29 Screening for Schartl, Texas State $248,458
Melanoma Genes Manfred University - San
Using Natural Marcos
Hybrid
Incompatibilities

21 RP200617 | HIHRRA 29 Pathological Role of | Lee, The University $250,000
Neuronal Cell Cycle | Hyoung- of Texas at San
Reentry in the gon Antonio
Development of
Chemotherapy-
Induced Peripheral
Neuropathy

22 RP200650 | HIHRRA 29 Characterization of | Kenney, The University $250,000
Salmonella Tumor- | Linda of Texas
Targeting Medical Branch
Mechanisms and at Galveston
Oncolytic Potential
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23 RP200612 | HIHRRA 31 Elucidating Giancotti, | The University $249,996
Premetastatic Filippo of Texas M. D.
Niches at Single- Anderson
Cell Resolution Cancer Center

24 RP200620 | HIHRRA 3.2 Targeting Fatty Acid | Dong, Baylor College | $250,000
Synthesis in Bingning | of Medicine
NAFLD-Related
HCC

25 RP200615 | HIHRRA 34 Small RNA Lee, Tae | The University $250,000
Nanovector-Based | Jin of Texas Health
Targeted Science Center
Immunotherapy for at Houston
Glioblastoma

26 RP200572 | CFSA 3.6 From Whole-Animal | Bickel, Texas Tech $2,831,213
Imaging to Ulrich University
Superresolution Health Sciences
Microscopy: An Center
Imaging Core for
the TTUHSC
Campus at Amarillo

27 RP200593 | HIHRRA 3.6 High-Throughput Sheng, Texas A&M $247,703
Nondestructive Jian University -
Enumeration and Corpus Christi
Characterization of
CTCs in Whole
Blood by a Thin
Film "Tactile"
Microfluidics and
Holographic
Interferometry

28 RP200526 | HIHRRA 3.7 Development of Zhu, Jay- | The University $249,794
Artificial Intelligence | Jiguang of Texas Health
Framework for Science Center
Assessment of at Houston
Responses to
Treatment and
Automated Tumor
Volume
Measurement in
Glioblastoma
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CANCER PREVENTION & RESEARCH
INSTITUTE OF TEXAS

REQUEST FOR APPLICATIONS
RFA R-20.2-CFSA

Core Facility Support Awards

Please also refer to the Instructions for Applicants document,

which will be posted on October 16,2019

Applications for this award mechanism are subject to institutional limits.

Applicants are advised to consult with their institution’s

Office of Research and Sponsored Programs (or equivalent).

Application Receipt Opening Date: October 16, 2019
Application Receipt Closing Date: January 15, 2020

FY2020
Fiscal Year Award Period
September 1, 2019-August 31, 2020
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1.

ABOUT CPRIT

The State of Texas has established the Cancer Prevention and Research Institute of Texas

(CPRIT), which may issue up to $3 billion in general obligation bonds to fund grants for cancer

research and prevention.

CPRIT is charged by the Texas Legislature to do the following:

1.1.

Create and expedite innovation in the area of cancer research and in enhancing the
potential for a medical or scientific breakthrough in the prevention of or cures for cancer.
Attract, create, or expand research capabilities of public or private institutions of higher
education and other public or private entities that will promote a substantial increase in
cancer research and in the creation of high-quality new jobs in the State of Texas.
Develop and implement the Texas Cancer Plan.

Academic Research Program Priorities

The Texas Legislature has charged the CPRIT Oversight Committee with establishing program

priorities on an annual basis. These priorities are intended to provide transparency with regard to

how the Oversight Committee directs the orientation of the agency’s funding portfolio.

Established Principles:

Scientific excellence and impact on cancer
Targeting underfunded areas

Increasing the life sciences infrastructure

The program priorities for academic research adopted by the Oversight Committee include

funding projects that address the following:

Recruitment of outstanding cancer researchers to Texas

Investment in core facilities

A broad range of innovative, investigator-initiated research projects

Implementation research to accelerate the adoption and deployment of evidence-based
prevention and screening interventions.

Computational biology and analytic methods

Childhood cancers

Hepatocellular cancer

Expand access to innovative clinical trials



2. RATIONALE

Core Facility Support Awards seek to facilitate the development or improvement of core
facilities that will provide valuable services to support and enhance scientifically meritorious
cancer research projects. A user group of Texas-based investigators must be identified, each of
whom should have supported cancer research projects that will make use of the requested
facility. This requirement is not intended to exclude early-career—stage investigators who have
not yet secured peer-reviewed grant support. Successful applicants should be working in a
research environment capable of supporting potentially high-impact cancer studies. CPRIT is
particularly interested in supporting core facilities that provide enabling services to cancer

investigators from multiple Texas institutions and that address CPRIT Program Priorities.

3. RESEARCH OBJECTIVES

CPRIT will foster cancer research in Texas by providing financial support for a wide variety of
projects relevant to cancer research. This RFA solicits applications from institutions to establish
or enhance core facilities (laboratory, clinical, population-based, or computer-based) that will
directly support cancer research programs to advance knowledge of the causes, prevention,

and/or treatment of cancer or improve quality of life for patients with and survivors of cancer.

CPRIT expects outcomes of supported activities to directly and indirectly benefit subsequent
cancer research efforts, cancer public health policy, or the continuum of cancer care—from
prevention to survivorship. To fulfill this vision, applications may address any topic or issue
related to cancer biology, causation, prevention, detection or screening, treatment, cure, or
quality of life. This award provides cancer researchers access to appropriate research
infrastructure, instrumentation, and technical expertise necessary to achieve their research
objectives. A wide variety of facilities can be supported, including, but not limited to, chemistry,
high-throughput screening, biomedical imaging, proteomics, protein structure, molecular
biology, genomics, metabolomics, animal physiology/metabolism, cell sorting, bioengineering,
clinical research support, bioinformatics, and the like. Funds may be requested to develop a new
facility or to enhance the capabilities of an existing facility that will directly support and impact
cancer research programs at the institution and in the region. CPRIT will look with special favor
on applications that demonstrate on the development of core facilities that serve multi-

institutions.



4. FUNDING INFORMATION

The maximum duration for this award mechanism is 5 years. Applicants may request a
maximum of $4,000,000 in total costs. Exceptions to these limits may be granted, but only if
exceptionally well justified. Allowable expenses include the cost of instruments (must be
expended in the first 2 years), installation and/or necessary renovation expenses in the first year
(installation/renovation expenses not to exceed 10% of the total first-year request), and

maintenance/service contracts.

Installation/renovation expenses can be requested in the first year only. Equipment must be
purchased within the first 2 years. In addition, applicants may request salary support and fringe
benefits for the facility director, data analysts, and technical staff; travel to scientific/technical
meetings or collaborating institutions is also an allowable expense for these individuals. Note all

international travel must receive prior approval by CPRIT. A/l of these costs and expenses must

be prorated for direct use in cancer research efforts. Also allowable are funds to support the use

of the facility by qualified cancer research investigators for relevant projects (research supplies
and services, clinical research costs, etc). Institutions must describe and justify the process to be
used to disburse funds to support use of the facility by cancer investigators. Finally, some
fraction of available funds may be used by the facility director for development of new or
improved approaches to technical challenges. State law limits the amount of award funding that

may be spent on indirect costs to no more than 5% of the total award amount.

S. ELIGIBILITY

e The applicant must be a Texas-based entity. Any not-for-profit institution or organization
that conducts research is eligible to apply for funding under this award mechanism.

e A public or private company is not eligible for funding under this award mechanism;
these entities must use the appropriate award mechanism(s) under CPRIT’s Product
Development Research Program.

e The Principal Investigator (PI) must be the director of the facility and must have a
doctoral degree, including MD, PhD, DDS, DMD, DrPH, DO, DVM, or equivalent, and
must reside in Texas during the time the research that is the subject of the grant is
conducted. The PI should also hold a faculty position, preferably at the level of associate

or full professor or the equivalent.



This award must be directed by the PI. Co-Pls are not permitted.

Collaborations are permitted and encouraged, and collaborators may or may not reside in
Texas. However, collaborators who do not reside in Texas are not eligible to receive
CPRIT funds. Collaborators should have specific and well-defined roles. Subcontracting
and collaborating organizations may include public, not-for-profit, and for-profit entities.
Such entities may be located outside of the State of Texas, but non—Texas-based
organizations are not eligible to receive CPRIT funds. In no event shall equipment
purchased under this award leave the State of Texas.

An institution may submit only 1 application (1 new, 1 renewal, or 1 resubmission)
under this RFA during this funding cycle.

For purposes of this RFA, an institution is defined as that component of a university
system that has a geographically distinct campus.

Academic institutions and health science centers that are components of the same
university system and share a contiguous or near-contiguous campus are eligible to
submit a single application.

A PI may only resubmit an application that was previously not funded once (see section
6).

Support for only 1 facility may be requested per application. Collaborative applications
among institutions are permitted and encouraged. However, such collaboration must not
be used as a pretext for supporting more than 1 facility at a given institution. Further,
applicants must not attempt to assemble illogical technical combinations and capabilities
under one roof. Examples of illogical combinations would include protein mass
spectrometry with DNA sequencing or light microscopy with magnetic resonance
imaging.

The coherence of the facility and the ability of the Pl/facility director to oversee all of the
facility’s operations will be critical components of the review process. If support is
requested for an existing facility, applicants must make it clear how CPRIT support will
enhance its capabilities and improve access for cancer investigators rather than simply
replace ongoing institutional support.

An individual may serve as a PI on no more than 3 active Academic Research grants.

Recruitment Grants and Research Training Awards do not count toward the 3-grant



6.

maximum; however, CPRIT considers project leaders on a MIRA award equivalent to a
PI. For the purpose of calculating the number of active grants, CPRIT will consider the
number of active grants at the time of the award contract effective date (for this cycle
expected to be 8/31/20).

An applicant is eligible to receive a grant award only if the applicant certifies that the
applicant institution or organization, including the PI, any senior member or key
personnel listed on the grant application, or any officer or director of the grant applicant’s
institution or organization (or any person related to 1 or more of these individuals within
the second degree of consanguinity or affinity), has not made and will not make a
contribution to CPRIT or to any foundation specifically created to benefit CPRIT.

An applicant is not eligible to receive a CPRIT grant award if the applicant PI, any senior
member or key personnel listed on the grant application, or any officer or director of the
grant applicant’s organization or institution is related to a CPRIT Oversight Committee
member.

The applicant must report whether the applicant institution or organization, the PI, or
other individuals who contribute to the execution of the proposed project in a substantive,
measurable way, whether or not those individuals are slated to receive salary or
compensation under the grant award, are currently ineligible to receive federal grant
funds because of scientific misconduct or fraud or have had a grant terminated for cause
within 5 years prior to the submission date of the grant application.

CPRIT grants will be awarded by contract to successful applicants. Certain contractual
requirements are mandated by Texas law or by administrative rules. Although applicants
need not demonstrate the ability to comply with these contractual requirements at the
time the application is submitted, applicants should make themselves aware of these
standards before submitting a grant application. Significant issues addressed by the

CPRIT contract are listed in section 11 and section 12. All statutory provisions and

relevant administrative rules can be found at www.cprit.texas.gov.

RESUBMISSION POLICY

An application previously submitted to CPRIT but not funded may be resubmitted once and must

follow all resubmission guidelines. More than 1 resubmission per application is not permitted.


http://www.cprit.texas.gov/

7. RENEWAL POLICY
Renewal applications for existing Core Facility Support Awards that are scheduled to end in FY
2020 will be accepted in response to this RFA.

8. RESPONDING TO THIS RFA

8.1. Application Submission Guidelines

Applications must be submitted via the CPRIT Application Receipt System (CARS)
(https://CPRITGrants.org). Only applications submitted through this portal will be

considered eligible for evaluation. The applicant is eligible solely for the grant mechanism
specified by the RFA under which the grant application was submitted. The PI must create a user
account in the system to start and submit an application. Furthermore, the Application Signing
Official (a person authorized to sign and submit the application for the organization) and the
Grants Contract/Office of Sponsored Projects Official (the individual who will manage the grant

contract if an award is made) also must create a user account in CARS.

Applications will be accepted beginning at 7 AM central time on October 16, 2019 and must be
submitted by 4 PM central time on January 15, 2020. Submission of an application is

considered an acceptance of the terms and conditions of the RFA.
8.1.1. Submission Deadline Extension

The submission deadline may be extended upon a showing of extenuating circumstances. A
request for a deadline extension based on the need to complete multiple CPRIT or other grants
applications will be denied. All requests for extension of the submission deadline must be
submitted via email to the CPRIT Helpdesk within 24 hours of the submission deadline.
Submission deadline extensions, including the reason for the extension, will be documented as
part of the grant review process records. Please note that deadline extension requests are very

rarely approved.
8.2. Application Components

Applicants are advised to follow all instructions to ensure accurate and complete submission of
all components of the application. Please refer to the /F’4 document for details that will be

available when the application receipt system opens. Submissions that are missing 1 or more


https://cpritgrants.org/

components or do not meet the eligibility requirements listed in section 5 will be administratively

rejected without review.
8.2.1. Abstract and Significance (5,000 characters)

Clearly explain the proposed program, including a summary of the facility to be developed, an
outline of the goals of the research projects that will be supported, and an overview of
institutional infrastructure and commitment. The specific aims of the application must be
obvious from the abstract although they need not be restated verbatim from the core facility plan.

Clearly address how the proposed project, if successful, will have a major impact on cancer.

Note: It is the responsibility of the applicant to capture CPRIT’s attention primarily with the
Abstract and Significance statement alone. Therefore, applicants are advised to prepare this
section wisely. Applicants should not waste this valuable space by stating obvious facts (eg, that
cancer is a significant problem, that better diagnostic and therapeutic approaches are needed

urgently, or that the type of cancer of interest to the PI is important, vexing, or deadly).

8.2.2. Layperson’s Summary (2,000 characters)

Provide a layperson’s summary of the proposed work. Describe, in simple, nontechnical terms,
the overall goals of the proposed work, the type(s) of cancer addressed, the potential significance
of the results, and the impact of the work on advancing the field of cancer research, early
diagnosis, prevention, or treatment. The information provided in this summary will be made

publicly available by CPRIT, particularly if the application is recommended for funding.

Do not include any proprietary information in the layperson’s summary. The layperson’s
summary will also be used by advocate reviewers (section 9.1) in evaluating the significance and

impact of the proposed work.
8.2.3. Goals and Objectives

List specific goals and objectives for each year of the project. These goals and objectives will
also be used during the submission and evaluation of progress reports and assessment of project

success if the award is made.



8.2.4. Timeline (1 page)

Provide an outline of anticipated major milestones to be tracked. Timelines will be reviewed for
reasonableness, and adherence to timelines will be a criterion for continued support of successful
applications. If the application is approved for funding, this section will be included in the award
contract. Applicants are advised not to include information that they consider confidential or

proprietary when preparing this section.
8.2.5. Institutional Support (2 pages)

Each application must be accompanied by a strong letter of institutional support from the
president or provost or equivalent indicating commitment to the program and certifying that this
is the sole application submitted by this institution in response to this RFA. Furthermore, the
letter should indicate any support of the facility for activities not related to cancer research. The
letter should address the intuitional oversight ensuring that the facility will be operated in a

superior fashion and discussing how this will be ascertained.
8.2.6. Resubmission Summary (1 page)

An application previously submitted to CPRIT but not funded may be resubmitted once after
careful consideration of the reasons for lack of prior success. Applicants preparing a
resubmission must describe the approach to the resubmission. If a summary statement was

prepared for the original application review, applicants are advised to address all noted concerns.
8.2.7. Renewal Summary (2 pages)

Applicants preparing a renewal of a CPRIT-funded core facility must describe and demonstrate
that appropriate/adequate progress has been made on the current funded award to warrant further
funding. Peer-reviewed grants, publications, and manuscripts in press that have resulted from

work performed during the initial funded period should be listed in the renewal summary.
8.2.8. Core Facility Plan (5 pages)

Background: Present the rationale and need for the facility, emphasizing the pressing proble