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1. EXECUTIVE SUMMARY
Texas created the Cancer Prevention and Research Institute of Texas (CPRIT) to identify and
financially support innovative projects related to the prevention, detection, and treatment of

cancer. CPRIT’s mission includes investing in Texas-based startup and early-stage oncology

companies to narrow the funding gap (sometimes referred to as the “valle ath”) between

discovery and commercial development.

Applicants may request up to s the request is appropriate to the

work proposed. Regardless of IT will analyze and negotiate final

eporting requirements on the use of CPRIT funds and project
mpanies receiving a Product Development Award to contribute

the company toyard the project contemporaneous with CPRIT’s investment.

29 ¢¢

Please note tha§this RFA will use the terms “grant,” “award,” and “investment” interchangeably
to denote the co tual commitment of CPRIT funds to support a company project

recommended by an expert review panel and approved by CPRIT’s Oversight Committee.
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Applying to this RFA indicates that the company will operate in Texas for the
foreseeable future should it receive CPRIT funding. Do not apply if this is not your
intention.

Texas taxpayer-supported general obligation bonds fund all Product Development Awards.
Accordingly, in addition to scientific progress, CPRIT expects every company it funds to
appreciably strengthen the Texas life science ecosystem through its presence in the state. A
company receiving CPRIT funds must meaningfully commit to locating in Texas and
maintaining its business presence within the state.

While CPRIT will work in partnership with your company to advance development of
innovative treatments for cancer, we take your obligation to Texas seriously. Fraud,
deception, or other actions taken in bad faith to evade the obligation to establish and maintain
your status as a Texas company will result in termination, repayment, and any other remedy
available by law or contract.

CPRIT developed criteria that CPRIT-funded companies should use to signal the company’s
commitment to Texas and to developing the state’s life science ecosystem. Prior to submitting
an application, applicants should familiarize themselves with the criteria specified in section
4.1 “Award Recipients Must Be Texas-Based.” If the company receives a CPRIT award, it
must attest at least annually to fulfilling CPRIT’s Texas location criteria.

b4

created CPRIT and constitutionally authorized the state to

2. ABOUT CPRIT

A statewide vote of Texans in
issue $3 billion in
research and deVelS innovative methods to prevent, detect, treat, and cure cancer. A
second statewide vote zed CPRIT and increased the total general obligation

bond issu another $3Willion, for a total of $6 billion.
2.1.
The Texas Leg®lature has charged CPRIT with the following:

e Create and expedite innovation in cancer research and product or service development,
thereby enhancing the potential for a medical or scientific breakthrough in the prevention,
treatment, and possible cures for cancer.

e 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.
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e Continue to develop and implement the Texas Cancer Plan by promoting the
development and coordination of effective and efficient statewide public and private
policies, programs, and services related to cancer and by encouraging cooperative,
comprehensive, and complementary planning among the public, private, and volunteer

sectors involved in cancer prevention, detection, treatment, and research.

2.2.  CPRIT’s Product Development Research Program Prioriti

technologies

¢ Funding projects addressing la

CPRIT provides project funding via a 3-year contract, with the opportunity to extend the contract
duration based upon project progress. Funding is milestone driven, meaning that the company
must fulfill the contractual G&Os associated with one funding tranche before receiving the next

disbursement of funds.
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3.2. Funding Stage for Texas SEED Company Awards

The SEED Award for Product Development Research supports company formation and
preclinical research and development efforts that advance an interesting oncology technology
toward a commercially viable business opportunity, ie, make it more attractive to private funding

agents.

The ideal SEED Award applicant will be a company with compelling precligfigal/discovery stage

data around a novel target, compound, device, etc, that warrants furthegdevelopment efforts to

key issues (clinical util igl plan, intellectual property [IP]
strategy, technical chal a preliminary development plan

abling studies, phase 1 clinical trials, regulatory

SEED Award§ifirovide the funding for the company to begin IND/IDE-enabling studies to
D/IDE (or equivalent). As an example, in the case of drug candidates,

specific technical’activities the SEED Award mechanism can fund may include the following:

e Performing target validation
e Conducting lead optimization
e Performing target and cellular potency studies

e Developing and validating biomarker/pharmacodynamic (PD) marker assays
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e Determining pharmacokinetic (PK) and exposure parameters; determining whether
concentrations that result in significant cell death or tumor growth inhibition in vitro can
be safely achieved in vivo; establishing in vivo PD POC

e Evaluating biopharmaceutical properties (absorption/bioavailability, distribution,
metabolism, and clearance in rodents and nonrodents)

e Optimizing synthetic/bioengineering route

e Developing a prototype clinical formulation

e Expanding preclinical safety characterization in non-GLP st

indication
SEED Awards may be used to carry out compara
such as medical devices or diagnostics.

Specific business activities the SEED A mgay include the following:

e Competitive analysis
e Extent of unmet need
e Target product profile

Description of de g integrated project milestones

3.3.
Companies BRRIT fuhds for expenses associated only with activities directly related to
the specific pt PRIT is funding. Allowable expenses include the following:

e Research supplies

e Equipment

e C(linical trial expenses

e [P acquisition and protection

e External consultants and service providers

e Travel in support of the project
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e Other appropriate research and development costs, subject to certain limitations set forth

by Texas law

Texas Health & Safety Code Section 102.203 limits the amount of awarded funds that a
company may spend on indirect costs to no more than 5% of the total award amount (5.263% of

the direct costs).

facilities that do not already exist in the state.

3.4. Required Matching Funds

e The US headquarters are physically located in Texas.

e The chief executive officer resides in Texas.
e A majority of the company’s personnel, including at least 2 other C-level employees (or
equivalent), reside in Texas.

e Manufacturing activities take place in Texas.

CPRIT RFA C-24.2-SEED SEED Awards for Product Development Research p.11/44



o At least 90% of grant award funds are paid to individuals and entities in Texas, including
salaries and personnel costs for employees and contractors.

e Atleast 1 clinical trial site is in Texas.

e The company collaborates with a medical research organization in Texas, including a

public or private institution of higher education.

If appropriate, the applicant may propose 1 or more alternative location requatements, which the

Oversight Committee may approve by a majority vote in an open meeti

4.3. Relativ€

Awards

CPRIT Awards

The applicant must report whether the company, company representative, or any other individual
who contributes to the execution of the proposed project in a substantive, measurable way,
regardless of whether the individual receives salary or compensation under the grant award, is

ineligible to receive federal grant funds or has had a grant terminated for cause within 5 years
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prior to the submission date of the grant application. If the applicant or any other individual is
ineligible to receive federal grant funds or has had a grant terminated for cause, CPRIT will

contact the applicant to provide more information to determine eligibility for CPRIT awards.

4.5. Resubmission Policy

A preliminary application previously submitted to CPRIT on or after August 24, 2022, but not

IEW PROCESS AND CRITERIA

CPRIT uses a 3Rstep process to review company projects proposed for funding. The steps include
(1) preliminary application, (2) full application and interview, and (3) due diligence review. An
integrated panel of individuals with expertise in a wide variety of scientific fields including
oncology as well as experts with experience in bringing products to market and those familiar
with regulatory approval processes will review the applications. Cancer patient advocates also

participate in the review of full applications.
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Initially, applicants must submit a preliminary application. Based primarily upon a review of the
scientific merit of the project as described in the preliminary application, CPRIT may invite a
company to submit a full application and interview. The review of full applications will consider
the quality of the research project and management team, commercial viability, product

feasibility, scientific merit, project budget, timeline, and goals, the potential suggested by

preclinical results, and the opportunity to address unmet medical need. If the review panel is

below. The pan®l reviewers may meet collectively to discuss the final decision regarding the
preliminary appli@ation and will decide whether to invite the applicant to submit a full
application for award consideration. In January 2024, CPRIT will issue invitations to submit full
applications to companies with the best-ranking preliminary application scores. The review

process ends after preliminary review for those applicants not invited to submit a full application.
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5.3. Review Criteria — Preliminary Applications

The review panel will evaluate the preliminary applications based on the scientific merit of the
technology underlying the proposed project and whether the company presents a compelling idea

for CPRIT investment.
5.4. Review Process — Full Applications

5.4.1. Product Development and Scientific Review

CPRIT assigns full applications to individual CPRIT product devel

The CPRIT Program Integration Committee (PIC) meets to review the Product Development
Review Council’s final list of applications recommended for funding. The PIC will consider
factors including program priorities set by the Oversight Committee, portfolio balance across
programs, and available funding when creating its comprehensive list of award recommendations

for the Oversight Committee. By law, the PIC’s list of recommended Product Development
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Awards may not include any applications not also recommended by the Product Development

Review Council.
5.4.4. Oversight Committee Approval

CPRIT’s Chief Product Development Officer will present the PIC’s award recommendations at a
public meeting of the Oversight Committee for approval by two-thirds of the Oversight

Committee members present and eligible to vote. By law, the Oversight C ittee may not

approve any Product Development Awards to applicants not also reco the Product

Development Review Council and the PIC.
5.5. Review Criteria — Full Application

Generally, the review panel will assess an application

Anticipated competitive landscape with justification for assumptions of competitive
advantages of product in question

e [P

e Business/commercial aspects

e Relevant experience and accomplishments of management team and key consultants

e Production/manufacturing plan
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e Overview of clinical/regulatory plan
e Adequate budget and project timeline paired with realistic G&Os

e Overall commitment to Texas
See the appendices for more information on review criteria.

5.6. Confidential, Conflict-Free Review

CPRIT conducts each stage of application review confidentially and requig€s alt CPRIT Product

reviewer’s undisclosed €onflict of interest as set forth in CPRIT Administrative Rule 703.9.

5.8. Prohibitpd Communication Between Applicant and Reviewers During Review

Except as noted below, CPRIT prohibits communication regarding any aspect of a pending
preliminary or full application between the applicant or someone on the grant applicant’s behalf
and the following individuals: an Oversight Committee member, a PIC member, a Product

Development Review Panel member, or a Product Development Review Council member.
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Intentional, serious, or frequent violations of this rule may result in the disqualification of the

grant applicant from further consideration for a grant award.

e The communication prohibition begins at the time the applicant submits the preliminary
or full application and extends until it receives notice regarding a final decision on the
application. An applicant invited to submit a full application who has questions about the
application process, or the substance of the application should contact the CPRIT Product

Development Program Manager.

The communication prohibition does not apply when CPRIT

6.1. Online Application Receipt System

Applicants submit preliminary and full applications via the CPRIT Application Receipt System
(CARS) (https://CPRITGrants.org). Only applications submitted through this portal are

eligible for evaluation. Applicants must create a CARS user account to generate and submit the
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application. The Instructions for Applicants associated with this RFA provide information about

establishing a user account.

6.2. Invitations to Submit Full Applications Valid Only for the FY 2024 Review

Process

The invitation to submit a full application is valid only for the FY 2024 review cycle. An

Review Cycle

Companies that received an invitation to submit a

FY 2024 Review Cycle 2

Full Applicatioff Deadline February 13, 2024; 4 PM central time
In-Person Presentation Mid-March 2024

Due Diligence March-April 2024

Oversight Committee Meeting May 15, 2024
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6.5. Submission Deadline Extensions

Review cycle schedules are set in advance and do not accommodate receipt of a preliminary or

full application days after the deadline. Therefore, potential applicants that are unable to meet the
application deadline because of travel, sabbaticals, conferences, prolonged illness, or other leave,
etc, should not request additional time to file an application but should instead consider applying

in the next review cycle.

and Research Institute of Texas.” Indicate the application ID and the name of the submitter on

the check. CPRIT will not accept electronic and credit card payments.

Applicants using the US Postal Service to mail the application review fee should send it to
CPRIT’s PO Box (see address below). DO NOT use CPRIT’s physical address when mailing

checks via the US Postal Service.
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Cancer Prevention and Research Institute of Texas
PO Box 12097

Austin, TX 78711

Contact name: Michelle Huddleston

Phone 1-512-305-8420

For those applicants using a delivery service (eg, FedEx, UPS) to send the ication review

fee, CPRIT’s physical address is as follows:

Cancer Prevention and Research Institute of Texas
Wm B Travis State Office Building
1701 N Congress Ave Ste 6-127
Austin, TX 78701

Contact name: Michelle Huddleston

Phone 1-512-305-8420

7. PRELIMINARY AP

CPRIT strongly advises applic@nts to attend the ffered by CPRIT before applying

(https://cprit.texas.gov/news-¢ s/webinars/).

The Executive Summary should demonstrate the applicant’s ability to think strategically and to

orchestrate the execution of key operational aspects of cancer drug, device, or diagnostic
development. Listed below are some key elements to address in the Executive Summary. CPRIT

encourages applicants to provide concise responses in bulleted format.

a. Company location and year of incorporation
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b. Brief description of asset/technology

c. Target/mechanism of action

d. Initial target indication(s)/patient populations: tumor type(s), stage, extent of prior
standard-of-care (SOC) therapy

e. Unmet medical need of initial target indications

f. Characteristics of agent/target interaction: potency, reversibility, selectivity, PD

effects

In vitro preclinical efficacy characterization (eg, cell lines

milestones and budget estimates by year; manufacturing/CMC; safety toxicology;
further in vivo efficacy characterization; biomarker exploration; diagnostic test
development; clinical plans

s. Potential competitive advantages together with supporting rationale

t. Senior management team accomplishments in cancer drug development

u. Company financial status/fundraising plans
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7.3. Slide Presentation (maximum 16 slides)

Provide a slide presentation summarizing the proposed project, scientific support, and
management team. The slides should concisely capture all essential elements of the proposed
project and should be sufficiently encompassing to be a standalone document. Submit the

presentation in PDF format, with 1 slide filling each landscape-orientated page.

7.4. Proposed Project Aims and Budget (maximum 1 page)

G&Os and requested budget.

7.5. Resubmission Summary (maximum

and scorg the resubmiss , not solely based on improvement and progress made. The

review pa S8ies’ may differ from the previous review panel.

CPRIT does not ire or request letters of commitment and/or memoranda of understanding
from community organizations, key faculty, etc. Do not submit letters of support as part of your
preliminary or full application package. CPRIT will remove any such information from your
application before review. Applicants should minimize repetition among application components
to the extent possible and use discretion when cross-referencing sections to maximize the amount

of information presented within the page limits.
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8.1. Abstract and Significance (maximum 5,000 characters)

Coherently 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. Address how the proposed project, if
successful, will have a major impact on the care of patients with cancer. Describe the unmet
medical need addressed by the proposed project and detail how this applicatign provides a path

for acquiring proof-of-principle data necessary for next-stage commercigfdevelopment. Clearly

and size; development or implementation plans; regulatory path;
funding needs. Applicants must clearly describe the existi i tructure

and personnel located in Texas for this endeavor.

8.2. Layperson’s Summary (maximum

The Layperson Simmary should describe the following:

a. How the proposed project specifically supports CPRIT’s mission
b. The overall goals of the work
c. The type(s) of cancer addressed

d. The potential significance of the results
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e. The impact of the work on advancing the fields of diagnosis, treatment, or prevention of
cancer
f. How the company’s work, if successful, may have a major impact on the care of patients

with cancer
8.3. Goals and Objectives (G&Os) (maximum of 1,200 characters each)

List specific G&Os for each year of the project. G&Os should be clearly d ated, realistic, and

orchestrate the eRecution of key operational aspects of cancer drug, device, or diagnostic

development. Listed below are some key elements to address in the Executive Summary. CPRIT
encourages applicants to provide concise responses in bulleted format. NOTE: The applicant
may submit the same Executive Summary it provided in its preliminary application or may

update it, as necessary.

a. Company location and year of incorporation

b. Brief description of asset/technology
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8.5.

. Biomarker candidates, if any, fi

Target/mechanism of action

Initial target indication(s)/patient populations: tumor type(s), stage, extent of prior SOC
therapy

Unmet medical need of initial target indications

Characteristics of agent/target interaction: potency, reversibility, selectivity, PD effects

In vitro preclinical efficacy characterization (eg, cell lines tested with corresponding

Safety characterization to date

ary of agency interactions to date, including

agency, US or foreign, and planned, likely

0 be done during the funding period, including key
ates by year; manufacturing/ CMC; safety toxicology; further

Senior management team accomplishments in cancer drug development

Company financial status/fundraising plans

Timeline (maximum 1 page)

Provide a visual depiction of anticipated major milestones tracked in the form of a Gantt chart.

Identify time-specific references as follows: Y1QI1, Y1Q2, etc, as opposed to naming specific
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months and years. CPRIT will include the timeline in the executed contract. An applicant should

avoid including information that it considers confidential or proprietary in this section.

If the development plan (see section 8.8) incorporates or depends on results from parallel studies
or development programs that CPRIT is not funding, the Gantt chart/timeline should reference

these studies, their timelines and the contingencies they create or resolve with the studies and

G&Os funded by CPRIT.

CPRIT will review timelines for reasonableness. Applicants should progfde realigtic timelines

continued support of successful applications.

8.6. Slide Presentation (maximum 10 slides

document.

8.7. Resubmission Sum

review panel for the resubmission may differ from the previous review panel.

8.8. Development Plan (maximum 12 pages)

Present the rationale behind the proposed product or service, emphasizing the pressing problem
in cancer care that it will address. Summarize the evidence gathered to date in support of the

company’s ideas. Describe the label claims that the company ultimately hopes to make and
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describe the plan to gather evidence to support these claims. Outline the steps to be taken during
the proposed period of the award, including the design of the translational and/or clinical
research, methods, and anticipated results. Describe potential problems or pitfalls and alternative
approaches to these risks. If clinical research is proposed, present a realistic plan to accrue a

sufficient number of human subjects meeting the inclusion criteria within the proposed time.

The development plan should include a defined product profile (PP). The format for the PP

should be a TPP in the case of a therapeutic or analogous document for ggffiedical device, in vitro

diagnostic, or service that projects a clear path to full commercializa

serve as a snapshot in time of he program, but it additionally serves as

an aspirational target upon eve

The PP should ing

identificaf@on of potential developmental candidates based on a set of in vitro tests
followed by selection of a lead candidate based on considerations (as appropriate for the
candidate) of PD parameters and the results of preclinical, in vivo, proof-of-principle
studies in relevant animal models of disease?

c. Description of a high-level clinical development plan detailing each of the clinical studies

supporting marketing approval (phase 1, 2, and 3) the preclinical work is meant to
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support. Designing the preclinical program requires an understanding of the duration of
the clinical studies required by regulatory authorities. Consequently, a brief outline of
each of the phase 1, phase 2, and phase 3 studies necessary to obtain regulatory approval
and reimbursement funding must be sketched out prior to deciding which toxicology
studies would be required.

d. If the company has developed a regulatory plan or has a strategy for interactions with

regulatory bodies, provide a summary and a timeline of the plann actions with

regulatory authorities.

final decision on the application, the applicant

® section 10.1) for assistance on filing the additional

Optimization o the lead‘compound to ensure desired characteristics, including, but not limited

to, the following

a. Indication of the threshold of both the safety and efficacy necessary to be a competitive
product when the product is introduced

b. ADME, including, but not limited to, relevant studies based on route of administration

c. Safety (studies as mandated by ICH guidelines)

d. Biomarkers (assays) that potentially target specific patient populations for clinical trials
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e. Biomarkers (assays) that can serve as potential PD markers of clinical activity during
early clinical trials designed to demonstrate POC

f. Proposed current good manufacturing practice (including estimated costs) that can be
scalable from phase 1 through phase 2. Include information on whether there are plans

for possible formulation.

References for the Development Plan section should be provided as a standalone document that

will be separately uploaded into CARS. In the interests of brevity includgfonly the most pertinent

Investors seek fancial returns on their investment. An applicant should convince CPRIT that

this project has igWestment return potential based on its risk profile sufficient to raise external

capital.

CPRIT review typically focuses on size of market opportunity, development path, and key risk
issues. The reviewers will evaluate company applicants based not only on the status of the
components of the business plan but also on whether the company acknowledges current

weaknesses and gaps and outlines a plan to address them.
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The business plan consists of the business rationale overview and summaries of the following
key development issues listed below. The Business Plan section may request some of the
information that the applicant has included in the development plan. To the extent possible,
avoid duplication, redundancy or references to the development plan in favor of summarizing the

information in the business plan.

CPRIT recognizes much of this information is not available at this stage of dgvelopment.

However, we encourage applicants to be as complete as possible in desc@bing their current stage

of development.
8.9.1. Business Rationale (maximum 1 page)

Provide a succinct explanation of why this program is a riate iflyestment O

private funds.

8.9.2. Product and Market (maximu

regulatory plan shoyld include regulatory communications (including all interactions to date with

the FDA) and strategy, with clarity provided on regulatory matters and current regulatory

strategies.
8.9.5. Commercial Strategy (maximum 1 page)

Provide an overview of your anticipated commercial market with a brief assessment of current

competition.
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8.9.6. Risk Analysis (maximum 1 page)

Describe the specific risks inherent to the product plan and how they would be mitigated. Key
risk issues typically include efficacy versus competitors, toxicity, clinical trials, FDA approval,

dosage and delivery, CMC synthesis, changing competitive environment, etc.

8.9.7. Funding to Date (This section may exceed 1 page, if necessary)

company’s finances.
8.9.9. Intellectual Prop

Provide a concise di i ed to the project. List any relevant issued
the titles and dates the patents were

ing agreements that the company has signed that are

anagerient team should be composed of individuals who have the appropriate

level of experiengegdn developing and commercializing products.

For each member of the senior management and scientific team, provide a paragraph
summarizing his or her present title and position, prior industry experience, education, and any
other information considered essential for evaluation of qualifications. Also indicate the
percentage of the person’s time devoted to the project. The time indicated by the company is an

obligatory commitment, regardless of whether they request salaries or compensation. “Zero

CPRIT RFA C-24.2-SEED SEED Awards for Product Development Research p.32/44



percent” effort or “TBD” or “as needed” are not acceptable levels of involvement for those

designated as key personnel.

Provide the same information for other key personnel who contribute to the development or the
execution of the project in a substantive, measurable way. (“Substantive” means they have a
critical role in the overall success of the project and that their absence from the project would

have a significant impact on executing the approved scope of the project. “

that they devote a specified percentage of time to the project.) NOTE: Witle the applicant should

Thisis a 3
expend aw.
million. All reqiested funds must be well justified; CPRIT will award financial support based
upon the breadth\@d nature of the project proposed, the transparency of the budget, and the
extent to which the company will spend funds in Texas. The total budget included in the full
application must not vary significantly from the anticipated budget request included in the
applicant’s preliminary application. For purposes of this section, “vary significantly” means that

the total budget in the full application must not exceed the anticipated budget request in the

preliminary application by more than 5%.
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The budget must align with the proposed G&Os. CPRIT will disburse funds in tranches tied
to the company’s achievement of the contractual G&Os.

When preparing the requested budget, applicants should consider the following:

a. Identify the specific equipment that the company proposes to purchase with grant funds.
Items that the company includes in the “equipment” budget line should have a useful life
of more than 1 year and an acquisition cost of $5,000 or more per unit.

b. Texas Health & Safety Code Section 102.203(d) law limits the a

unt of grant funds that

(5.263% of the direct costs). CPRIT’s Administrative Ru
indirect cost recovery.

c. The total amount of CPRIT funds allowed for a

¥c for a role that the company has not yet filled at the time

ant should note “new hire” as name.

Contract@al (Subaward/Services Contracts), or Other. This section should include only
the amoufit requested from CPRIT. DO NOT include the amount of the matching funds
or the budget for the entire proposed period of performance.

c. Budget for Entire Proposed Period of Performance: Provide the amount requested

from CPRIT for direct costs for all subsequent years. CARS will automatically populate

the amounts for Budget Year 1 based on the information provided in the previous subtabs.

CPRIT RFA C-24.2-SEED SEED Awards for Product Development Research p.34/44


https://texreg.sos.state.tx.us/public/readtac$ext.TacPage?sl=R&app=9&p_dir=&p_rloc=&p_tloc=&p_ploc=&pg=1&p_tac=&ti=25&pt=11&ch=703&rl=26

This section should include only the amount requested from CPRIT. DO NOT include the
amount of the matching funds.

d. Budget Justification: The budget should align with the proposed G&Os. Provide a
compelling justification for the budget for each line item of the entire proposed period of
support, including salaries and benefits, supplies, equipment, patient care costs, animal

care costs, and other expenses. If travel costs will include out-of-state or international

travel, make that clear here. This section should include CPRIT-regfested funds and

other amounts that will comprise the total budget for the proj

matching funds.

9. AWARD CONTRACTS

9.1. Overview

CPRIT

9.2.

The contract wiljinclude a revenue-sharing agreement. CPRIT publishes its standard revenue-

sharing terms on#fs website at https://cprit.texas.gov/our-programs/product-development-

research. CPRIT will include these standard revenue-sharing terms in the award contract unless
parties negotiate different revenue-sharing terms that are in the interest of the state and the

company.
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9.3. Matching Funds

CPRIT requires a company receiving a CPRIT Product Development Research Award to pay a
portion of the overall project expenses using money under the company’s control. The
company’s expenditure of these “matching funds” must take place at the same time the company
is drawing down CPRIT funds; there is no credit toward the CPRIT matching funds requirement

for in-kind expenses or expenditures made prior to the CPRIT award. The company may fulfill

its matching funds commitment on a year-by-year basis.

at least $1 for every $1
The increased
r example, a company receives 3 product

illion, $15 million, and $8 million (in that order) over

by CPRIT. The increased matching fund obligation applies to the grant award that caused
the grantee to exceed the $30 million threshold.
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10. CONTACT INFORMATION

10.1. Helpdesk

The Helpdesk will answer queries submitted via email within 1 business day. Helpdesk support

is available for questions regarding user registration and online submission of applications;

Helpdesk staff cannot answer questions regarding scientific and product development aspects of

Technical Questions,’

Hours of operation:

Tel:

Email:

10.2. Programmatic Questions

> please go here.

866-941-7146 (toll free in the Unj

should use the email address W)

Help@CPRITGrants.or

The CPRIT Product Development Progra sweglquestions regarding CPRIT’s

Tel:
Email:

Website:
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11. APPENDIX
11.1. Primary Review Criteria - Therapeutics (Scored)

The following criteria will be used by the Reviewer Panel to assess and score applications. Due
to the early-stage nature of SEED projects, CPRIT reviewers are aware that not all criteria listed

below will be relevant to a particular SEED application, as some development milestones will

remain to be completed.

11.1.1. Unmet Medical Need

11.1.2.

confirmed?

g. Are there known mechanisms of resistance to the modulation of this target? If so, has the
company proposed possible mitigation/preemptive approaches, such as combination

therapies?
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11.1.3. Preclinical Characterization: Pharmacodynamic (PD) Proof of Concept

a. Considering in vivo preclinical PD characterization and the patient populations or
subpopulation(s) representing the initial clinical indication(s) for the drug, what is the
clinical relevance of the preclinical models? To elaborate, were in vivo/xenograft studies
carried out in cell line-based models or PDX-derived models? In how many such models
have studies been carried out? To what extent do these models reflecaSOC for refractory

versus drug-naive tumors? At the time of treatment initiation, wea€ tumors established

on-target deleterious effects?

c. Overall, &ggesults of safety characterization carried out so far such that the agent can be
considered reasonably derisked from a safety perspective, or are there red flags?
Alternatively, is the extent of preclinical safety characterization carried out so far

insufficient to address this question?
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11.1.5. Pharmaceutical Properties/Chemistry and Pharmacy

a. In the case of agents intended for oral absorption, are there any issues with water
solubility? Do formulation studies indicate the feasibility of oral administration?

b. Were Lipinski-type criteria applied during the lead optimization process such that the
lead compound has demonstrated properties that make it likely to be an orally active drug

in humans?

Have stability studies been initiated?
d. Is there scope for further lead optimization through structur
e. In the case of biologicals, have efforts to develop a high-

Any data on yields and scalability?

11.1.6.

11.1.7. Competitive Analysis

a. Has the applicant identified likely competitive products on the market and in

development?
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11.1.8.

a.

11.1.9.

11.1.10. Business/Commercial Aspec

b.

11.1.11. Managg

11.2.

Intellectual Property (IP)/Freedom to Operate

Considering patent type (Composition of Matter/Formulation/Manufacturing
Process/Use) and duration of patent life, how strong is the IP?
Are there opportunities for meaningful patent life extension?

Has the applicant secured appropriate licenses conferring freedom to operate?
Chemistry, Manufacturing, and Controls (CMC)

How advanced is CMC and manufacturing development?

Are there any sourcing issues?
Has the applicant demonstrated the likelihood that the produd§can be fact at
commercial scale and with a reasonable cost of
Do any members of the company have this ¢ consultants being

exclusively relied upon?

this case, how realistic
campaign?

Does the applicant hav sucCess in raising development funding?

through, for example, a scientific advisory board, individual consultantships, and

regulatory authority interactions?
Secondary Review Criteria (Unscored) Budget and Duration of Support

Are the budget and duration of support appropriate for the program of studies described

in the application?
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b. Is there sufficient clarity in the budget proposal as to how funds will be expended?
c. Is there sufficient clarity in the budget proposal as to the spending of funds in Texas?
d. Do plans reflect a substantial commitment to Texas? Is it clear that no CPRIT funds will

be sent out of Texas to a corporate headquarters?
11.3. Primary Review Criteria for Medical Devices and Diagnostics (Scored)

lications. Due

The following criteria will be used by the Reviewer Panel to assess and sc

criteria listed

remain to be completed.

11.3.1. Unmet Medical Need

a. Assuming successful accomplishment of d j ill the intended

b or subpopulations intended to
the extent of the unmet need?

11.3.2.

a e product ofitechnology been successfully validated, ie,

b principle and product mechanism of action been demonstrated?

c ety in aff accepted in vitro or animal model been demonstrated?

d nical trials required to demonstrate product performance? If so,

e Vhat are the risks to the patients, eg, toxicology, biological, interactions

11.3.3. Production/Manufacturing

a. Has the applicant demonstrated the likelihood that the product can be manufactured at
commercial scale and with a reasonable cost of goods?
b. How advanced is manufacturing development?

c. Are there any sourcing issues?
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11.3.4. Intellectual Property (IP)/Freedom to Operate

a. Have barriers to entry been identified? Has a route to patentability been mapped out, eg,
independent patent, first-mover advantage, unique knowhow, etc?

b. Considering patent type (Composition of Matter/Formulation/Manufacturing
Process/Use), and duration of patent life, how strong is the IP?

c. Are there opportunities for meaningful patent life extension?

d. Has applicant secured appropriate licenses conferring freedom t

11.3.5. Market Opportunity

compreRensive considering development efforts and results to date?
b. Has dete ation of FDA-defined device classification been completed? Is the clinical

and regulatory pathway well understood and feasible?
11.3.8. Management Team

a. Does the management team have the appropriate level of experience and track record of

relevant accomplishments to execute the development and commercialization strategy?
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b. Does the company have experienced and appropriately accomplished in-house personnel
in such key areas as product engineering, clinical development, regulatory affairs,
manufacturing, etc? If not, are there plans to address such deficiencies?

c. Has applicant demonstrated appropriate engagement of outside development expertise
through, eg, a scientific advisory board, individual consultantships, and regulatory

authority interactions?

11.3.9. Business/Commercial Aspects

11.4. Secondary Review Criteria Budgetgnd

in the application?
b. Is there sufficient clarity j
Is there sufficient clari
d. Do plans reflect a subs

understandin

CPRIT RFA C-24.2-SEED SEED Awards for Product Development Research p.44/44



	TABLE OF CONTENTS
	RFA VERSION HISTORY
	1. EXECUTIVE SUMMARY
	2. ABOUT CPRIT
	2.1. CPRIT’s Statutory Mission
	2.2. CPRIT’s Product Development Research Program Priorities
	3. FUNDING INFORMATION AND MATCHING FUNDS REQUIREMENT
	3.1. Overview
	3.2. Funding Stage for Texas SEED Company Awards
	3.3. Allowable Expenses
	3.4. Required Matching Funds
	4. ELIGIBILITY AND RESUBMISSION POLICY
	4.1. Award Recipients Must Be Texas-based
	4.2. Contributors to CPRIT Ineligible to Receive CPRIT Awards
	4.3. Relatives of Oversight Committee Members Ineligible to Receive CPRIT Awards
	4.4. Debarment/Termination of a Federal Grant May Affect Eligibility to Receive CPRIT Awards
	4.5. Resubmission Policy
	5. APPLICATION REVIEW PROCESS AND CRITERIA
	5.1. Overview
	5.2. Review Process – Preliminary Applications
	5.3. Review Criteria – Preliminary Applications
	5.4. Review Process – Full Applications
	5.4.1. Product Development and Scientific Review
	5.4.2. Due Diligence Review
	5.4.3. Program Integration Committee (PIC) Review
	5.4.4. Oversight Committee Approval
	5.5. Review Criteria – Full Application
	5.6. Confidential, Conflict-Free Review
	5.7. Reconsideration of an Application Review Decision Limited to Unreported Conflicts of Interest
	5.8. Prohibited Communication Between Applicant and Reviewers During Review
	6. SUBMISSION GUIDELINES AND DEADLINES
	6.1. Online Application Receipt System
	6.2. Invitations to Submit Full Applications Valid Only for the FY 2024 Review Process
	6.3. CPRIT Will Honor Invitations to Submit Full Applications for the FY 2024 Review Cycle
	6.4. Preliminary and Full Application Submission Deadlines; Other Key Dates
	6.5. Submission Deadline Extensions
	6.6. Product Development Review Fee for Full Applications
	7. PRELIMINARY APPLICATION COMPONENTS
	7.1. Abstract (maximum 1,500 characters)
	7.2. Executive Summary (maximum 2 pages)
	7.3. Slide Presentation (maximum 16 slides)
	7.4. Proposed Project Aims and Budget (maximum 1 page)
	7.5. Resubmission Summary (maximum 1 page)
	8. FULL APPLICATION COMPONENTS
	8.1. Abstract and Significance (maximum 5,000 characters)
	8.2. Layperson’s Summary (maximum 1,500 characters)
	8.3. Goals and Objectives (G&Os) (maximum of 1,200 characters each)
	8.4. Executive Summary (maximum 2 pages)
	8.5. Timeline (maximum 1 page)
	8.6. Slide Presentation (maximum 10 slides)
	8.7. Resubmission Summary (maximum 2 pages)
	8.8. Development Plan (maximum 12 pages)
	8.9. Business Plan 
	8.9.1. Business Rationale (maximum 1 page)
	8.9.2. Product and Market (maximum 1 page)
	8.9.3. Competition and Value Proposition (maximum 1 page)
	8.9.4. Clinical and Regulatory Plans (maximum 1 page)
	8.9.5. Commercial Strategy (maximum 1 page)
	8.9.6. Risk Analysis (maximum 1 page)
	8.9.7. Funding to Date (This section may exceed 1 page, if necessary)
	8.9.8. Company Financial Overview (maximum 1 page)
	8.9.9. Intellectual Property (IP) (maximum 1 page)
	8.9.10. Management Team and Key Personnel (maximum 1 page)
	8.10. Biographical Sketches of Key Scientific Personnel (maximum 8 pages)
	8.11. Commitment to Texas (maximum 1 page)
	8.12. Budget
	9. AWARD CONTRACTS
	9.1. Overview
	9.2. Revenue-Sharing Terms
	9.3. Matching Funds
	10. CONTACT INFORMATION
	10.1. Helpdesk
	10.2. Programmatic Questions
	11. APPENDIX
	11.1. Primary Review Criteria - Therapeutics (Scored)
	11.1.1.  Unmet Medical Need
	11.1.2.  Target Validation
	11.1.3.  Preclinical Characterization: Pharmacodynamic (PD) Proof of Concept
	11.1.4.  Preclinical Characterization: Safety
	11.1.5.  Pharmaceutical Properties/Chemistry and Pharmacy
	11.1.6.  Development Plan/Regulatory Aspects
	11.1.7.  Competitive Analysis
	11.1.8.  Intellectual Property (IP)/Freedom to Operate
	11.1.9.  Chemistry, Manufacturing, and Controls (CMC)
	11.1.10.  Business/Commercial Aspects
	11.1.11.  Management Team
	11.2. Secondary Review Criteria (Unscored) Budget and Duration of Support
	11.3. Primary Review Criteria for Medical Devices and Diagnostics (Scored)
	11.3.1. Unmet Medical Need
	11.3.2. Product Validation
	11.3.3. Production/Manufacturing
	11.3.4. Intellectual Property (IP)/Freedom to Operate
	11.3.5. Market Opportunity
	11.3.6. Competition
	11.3.7. Development Plan/Regulatory Aspects
	11.3.8. Management Team
	11.3.9. Business/Commercial Aspects
	11.4. Secondary Review Criteria Budget and Duration of Support (Unscored)




Accessibility Report





		Filename: 

		RFA C-24.2-SEED_ARCHIVE.pdf









		Report created by: 

		Alison Darling



		Organization: 

		GDIT







 [Personal and organization information from the Preferences > Identity dialog.]



Summary



The checker found no problems in this document.





		Needs manual check: 2



		Passed manually: 0



		Failed manually: 0



		Skipped: 1



		Passed: 29



		Failed: 0







Detailed Report





		Document





		Rule Name		Status		Description



		Accessibility permission flag		Passed		Accessibility permission flag must be set



		Image-only PDF		Passed		Document is not image-only PDF



		Tagged PDF		Passed		Document is tagged PDF



		Logical Reading Order		Needs manual check		Document structure provides a logical reading order



		Primary language		Passed		Text language is specified



		Title		Passed		Document title is showing in title bar



		Bookmarks		Passed		Bookmarks are present in large documents



		Color contrast		Needs manual check		Document has appropriate color contrast



		Page Content





		Rule Name		Status		Description



		Tagged content		Passed		All page content is tagged



		Tagged annotations		Passed		All annotations are tagged



		Tab order		Passed		Tab order is consistent with structure order



		Character encoding		Passed		Reliable character encoding is provided



		Tagged multimedia		Passed		All multimedia objects are tagged



		Screen flicker		Passed		Page will not cause screen flicker



		Scripts		Passed		No inaccessible scripts



		Timed responses		Passed		Page does not require timed responses



		Navigation links		Passed		Navigation links are not repetitive



		Forms





		Rule Name		Status		Description



		Tagged form fields		Passed		All form fields are tagged



		Field descriptions		Passed		All form fields have description



		Alternate Text





		Rule Name		Status		Description



		Figures alternate text		Passed		Figures require alternate text



		Nested alternate text		Passed		Alternate text that will never be read



		Associated with content		Passed		Alternate text must be associated with some content



		Hides annotation		Passed		Alternate text should not hide annotation



		Other elements alternate text		Passed		Other elements that require alternate text



		Tables





		Rule Name		Status		Description



		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot



		TH and TD		Passed		TH and TD must be children of TR



		Headers		Passed		Tables should have headers



		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column



		Summary		Skipped		Tables must have a summary



		Lists





		Rule Name		Status		Description



		List items		Passed		LI must be a child of L



		Lbl and LBody		Passed		Lbl and LBody must be children of LI



		Headings





		Rule Name		Status		Description



		Appropriate nesting		Passed		Appropriate nesting










Back to Top

