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NOTE: Only applications received through the GrantEase™ online application system
will be accepted.

Applicants must register online at www.floridabiomed.com/login.html to be able to submit an
application. Previously registered applicants will have to re-register, although the same user
name and password can be used. See Part Il for application preparation and submission
instructions.

Direct all questions about the online application process and related issues (e.g.
username and password problems) to:

Technical Support
Lytmos Group
(816) 347-9449 (phone)
techsupport@floridabiomed.com (E-mail)

If you experience technical difficulties during the final hours of the competition, please
contact technical support immediately for assistance.
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PART I. OVERVIEW

1. Introduction

The William B. “Bill” Bankhead, Jr., and David Coley Cancer Research Program (hereafter
referred to as “the Program”) was established in section 381.922, Florida Statutes (s. 381.922,
F.S.) in 2006. The purpose of the Program is to “advance progress towards cures for cancer
through grants awarded through a peer-reviewed, competitive process.” The legislative intent
of the Program is to significantly impact Florida’s high cancer burden, reducing both cancer
incidence and mortality, while advancing scientific endeavors in the state and making Florida a
world-class leader in cancer research and treatment. Since the 2009-2010 fiscal year (FY), the
Program has received a portion of the revenue deposited into the Health Care Trust Fund from
the increased cigarette user fee imposed by s. 210.02, F.S.

The Florida Department of Health, through the Office of Public Health Research (hereafter
referred to as “the Department”) administers the Program with the support of a contracting
partner, the Lytmos Group, Inc. The Program also solicits recommendations and suggestions
on policy alternatives from the Biomedical Research Advisory Council consistent with s. 20.435
and s. 381.922, F.S.

The Program has three long-term goals:
1. Significantly expand cancer research capacity in the State.

2. Improve both research and treatment through greater participation in clinical trials
networks.

3. Reduce the impact of cancer on disparate groups.

In pursuit of these goals, the Program is soliciting Technology Transfer Feasibility Grant
and Technology Transfer/Commercialization Partnership Grant applications (hereafter
referred to as “TTF Grant” and “TTCP Grant”) from eligible institutions to fund initiatives
addressing the prevention, diagnosis, treatment, and/or cure of cancer.

The Program has historically operated in general accord with the policies and procedures for
extramural funding employed by the National Institutes of Health (NIH) and looks to the NIH as
a source of standard practices. To protect the credibility of the Program and to ensure public
trust, this general accord includes but is not limited to similar expectations of adequate
institutional control and oversight to guard against financial conflict of interest, scientific
misconduct, scientific and financial overlap and the mismanagement of funds, the protection of
human and vertebrate animals, and compliance with applicable state and federal laws or
regulations.

Open Call for Grant Applications: TTF and TTCP Grants, FY 2011-2012
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Regarding intellectual property, all materials submitted to the Department are subject to
the provisions of Art. 1, Sec. 24, Florida Constitution and Chapter 119, F.S., Florida’'s
public records law. These laws grant aright to inspect any public record to anyone
upon request. All Program materials, including applications, are public record. Refer to
Part Il, Chapters 9 for instructions on how to properly identify confidential/proprietary
information.

All awards in response to this Open Call for Grant Applications are subject to the
availability of funds and spending authority provided by the Florida Legislature. By
submitting a grant application pursuant to this Open Call for Grant Applications, all
applicants acknowledge and consent to this condition.

After awards are made, each grantee must sign a contract, called the “Terms and
Conditions,” agreeing to certain legal requirements of the award. An example of the
“Terms and Conditions” is located on the Program website and can be accessed by
clicking on the following link: Terms and Conditions (www.floridabiomed.com/bc _call).
The “Terms and Conditions” are non-negotiable and acceptance is required as part of
the grant award process. The Program reserves the right to change or modify the
“Terms and Conditions” as needed. By submitting a grant application pursuant to this
Open Call for Grant Applications, all applicants acknowledge this requirement. The
“Terms and Conditions” also include the post-award schedule of deliverables.

Open Call for Grant Applications: TTF and TTCP Grants, FY 2011-2012
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2. Highlights

o The Technology Transfer Feasibility (TTF) Grant offers early stage funding to eligible
universities and research institutes in order to develop intellectual property and improve
its commercial potential and competitiveness for further development activities.
Recipients of a TTF award remain eligible to apply later for a TTCP Grant for the same
project.

e Technology Transfer/Commercialization Partnership (TTCP) Grants are offered to
eligible universities and research institutes and may be applied for independent of the
TTF Grant offering. TTCP Grants are for projects further along the development
continuum, but not yet competitive for federal funding such as is offered through various
Small Business Innovation Research (SBIR) or Small Business Technology Transfer
(STTR) programs.

e This Open Call for Grant Applications will remain open through March 16, 2012 or until
all available funds are exhausted. Applications for TTF and TTCP Grants will be
accepted on a continuous basis during the Open Call and will be considered in the order
in which they are received.

e For Fiscal Year 2011-2012, the Program intends to set aside a limited amount of funds
for TTF and TTCP grants submitted in response to this Open Call for Grant
Applications. Grants will be awarded in the order received on an ongoing basis, based
on the peer review scores and until all set aside available funds are exhausted.
Applications that are not funded as a result of unacceptable merit and/or cancer-
relatedness scores are allowed one resubmission. All applications that are fundable but
unfunded due to budgetary constraints will be carried forward for up to one year and
may be awarded if funds become available.

¢ This document has been reorganized to align with the application process.

¢ Allinstructions for filling out the application are included in this Open Call for Grant
Applications, either in the main body or the appendices.

e This Open Call for Grant Applications contains guidelines limiting the participation of
members of the Florida Biomedical Research Advisory Council. See Part Il, Chapter 4
B.

e Applicants are encouraged to check the Program website at www.floridabiomed.com
regularly throughout the application, peer review, and award processes for Program
announcements, Open Call amendments, and answers to programmatic questions.

Open Call for Grant Applications: TTF and TTCP Grants, FY 2011-2012
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3. Grant Competition Process Overview
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4. Schedule of Important Dates

Table 1. Schedule of Important Dates

ACTIVITY DATES IMPORTANT INFORMATION
Competition opens Visit www.floridabiomed.com and
for online July 15, 2011 register for access to an online
applications application.

Written questions
accepted

QUESTIONS MAY BE
SUBMITTED JULY 15, 2011
TO MARCH 2, 2012

E-mail questions to:
bcquestions@floridabiomed.com

Answers posted to
written questions

Updates will be made
frequently to the website. One
guestion and answer web
document will be used as long
as this Open Call is open.

Find questions and answers at
http://floridabiomed.com/bc_ga.html

Online applications
due

APPLICATIONS MAY BE
SUBMITTED JULY 15, 2011
TO MARCH 16, 2012

Online applications must be submitted
through www.floridabiomed.com

Proposal evaluation
summaries
available to

applicants online

The Principal Investigator will
be notified when the
evaluation report is available.

For all eligible and qualified
applications, the evaluation report will
be available to the applicant by
logging in at www.floridabiomed.com.

Awards announced

Within 60 days of application
submission until funds are no
longer available.

Award letters will be e-mailed to the
Administrative Official and the
Principal Investigator.

Open Call for Grant Applications: TTF and TTCP Grants, FY 2011-2012
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PART Il. ELIGIBILITY AND APPLICATION
REQUIREMENTS

1. Cancer-Relatedness

All applicants must clearly demonstrate how the proposed project is relevant to cancer.
Biomedical and biotechnological research must address the etiology, pathogenesis,
prevention, diagnosis, treatment, and/or cure of cancer. Social scientific and behavioral
proposals must address the development, implementation, and/or evaluation of existing or
novel approaches to cancer prevention, diagnosis, or treatment. Proposals that do not or
cannot demonstrate a close relationship with advancing progress toward cures for cancer or
endeavor to dramatically improve cancer morbidity and mortality will not be funded.

2. Technology Transfer Feasibility (TTF) Grant Mechanism
Information

The goals of the TTF grant mechanism are to: stimulate technology transfer activities for
promising research discoveries that could lead to innovations in the prevention, diagnosis,
treatment, and/or cure of cancer; and strengthen a project’s economic feasibility and
commercialization prospects. It is not the intent of the Program to fund projects at the idea
stage, nor to replicate or replace funding from other traditional sources such as the National
Institutes of Health, but rather to provide funding to fill gaps left by those traditional sources,
thus this grant is designed to be a precursor to the TTCP Grant mechanism and/or federal
funding such as the Small Business Innovation Research (SBIR) or Small Business Technology
Transfer (STTR) programs.

The primary objective is to assist investigators in moving promising research findings toward
commercialization. The TTF Grant offers early stage funding to eligible universities and
research institutes in order to develop intellectual property and improve its commercial potential
and competitiveness for further development activities, including company formation or
partnering with private interests. Projects should be designed to establish the
technical/scientific merit and feasibility needed to attract commercial interest. Unlike the TTCP
Grant, there is no requirement for the participation of a small business partner.

Successful TTF grantees may be eligible for additional funding from this Program through the
TTCP Grant mechanism to support commercialization partnerships.

Example projects appropriate for the TTF Grant mechanism include:

¢ Preliminary animal model work necessary to advance the research toward commercial
viability.

¢ Developing and/or improving biomedical equipment useful in the prevention, diagnosis,
treatment, and/or cure of cancer.

Open Call for Grant Applications: TTF and TTCP Grants, FY 2011-2012
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e Developing and/or improving assays useful in the prevention, diagnosis, treatment,
and/or cure of cancer.

o Developing new therapies and drugs for cancer.

o Developing methods, materials, models, or simulations necessary for translating
research findings into standard practices for the prevention, diagnosis, treatment, and/or
cure of cancer.

Eligible projects must satisfy all of the following requirements:

e The technology/invention is protected or patentable.

e A patent search has been completed with no identical inventions found.

¢ A literature search has been completed and come back clean.

e The technology/invention is free from prior disclosure(s) that would bar patentability.

e The technology/invention is free from any conflicting prior rights.

¢ The technology/invention is at a proof of concept stage.

¢ The technology/invention is the subject of ongoing and proactive research by the
scientist.

e Potential products or services from the technology/invention have been identified for
which there is identifiable market need.

A. Application and Award Timeline

1. Applications for TTF grants will be accepted on a continuous basis until March 16, 2012.

2. For Fiscal Year 2011-2012, the Program intends to set aside a limited amount of funds
for TTF and TTCP grants submitted in response to this Open Call for Grant
Applications. Fundable applications will be awarded in the order received until all
available funds are exhausted. All applications that are fundable but unfunded due to
budgetary constraints will be carried forward for up to one year and may be awarded if
funds become available.

3. Award status will be announced within approximately 60 days of application submission.

Open Call for Grant Applications: TTF and TTCP Grants, FY 2011-2012
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B. Award Amount and Duration

1.

2.

The maximum award is $100,000 in total costs (including direct and indirect costs).
Awards are for 12 months.

TTF grant start dates are dependent on the date of award notification, and will generally
begin on the first day of the month following award notification.

TTF grants are not eligible for subsequent non-competitive continuation support.
TTF grantees meeting their project milestones may apply for TTCP funding to continue

the project, either in response to the current or future Calls, as long as all eligibility
criteria for that mechanism are met.

C. Special TTF Application Requirements

A Technology Transfer Advisor Statement of Support Form from an eligible technology
transfer advisor/officer must be provided. The technology transfer advisor form is included in
the online application and must include:

A checklist showing compliance with eligibility requirements.

An explanation of why the proposed technology/invention has above-average market
potential.

An overview of the development progress and needs of the applicant in transferring the
identified technology/invention out of an academic setting.

A statement of how the grant would advance the technology/invention in a critical way to
make it substantially more marketable, assuming the experiment is successful and why
other sources of funding are not available for this purpose.

A description of the technology transfer advisor’s plan for working with the project PI,
including the technology transfer advisor’s role and the degree/type/frequency of
interaction.

For purposes of this program, eligible technology transfer advisors shall consist of staff
members of the technology transfer office associated with the applicant institution, or if no such
office exists, an individual whose official job responsibilities include traditional technology
transfer responsibilities.

Open Call for Grant Applications: TTF and TTCP Grants, FY 2011-2012
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3. Technology Transfer/Commercialization Partnership (TTCP) Grant
Mechanism Information

The intent of the TTCP grant mechanism is to: encourage the collaboration of investigators at
eligible institutions and small businesses; stimulate technology transfer activities for promising
research discoveries that could lead to innovations in prevention, diagnosis, treatment, and/or
cure of cancer; and strengthen a project’s economic feasibility and commercialization
prospects. It is not the intent of the Program to fund projects at the idea stage, nor to replicate
or replace funding from other traditional sources such as the National Institutes of Health, but
rather to provide funding to fill gaps left by those traditional sources. Therefore, the TTCP
Grant is designed to be a precursor to federal funding such as the Small Business Innovation
Research (SBIR) and Small Business Technology Transfer (STTR) programs. It is incumbent
upon the applicant to clearly show why funding from these sources is not available for the
proposed project.

Projects should be designed to further develop the technical/scientific merit and establish the
commercial feasibility in order to become competitive for future financial support, such as
SBIR/STTR federal funding or commercial investment.

Collaboration between a small business and an eligible institution is required. Only an eligible
institution may be the applicant.

Projects appropriate for this grant mechanism may include, but are not limited to:

Developing and/or improving biomedical equipment useful in the prevention, diagnosis,
treatment, and/or cure of cancer.

o Developing and/or improving assays useful in the prevention, diagnosis, treatment,
and/or cure of cancer.

o Developing new therapies and drugs for cancer.
o Developing methods, materials, models, or simulations necessary for translating

research findings into standard practices for the prevention, diagnosis, treatment, and/or
cure of cancer.

A. Application and Award Timeline

1. Applications for TTCP grants will be accepted on a continuous basis until March 16,
2012.

2. For Fiscal Year 2011-2012, the Program intends to set aside a limited amount of funds
for and TTF and TTCP grants submitted in response to this Open Call for Grant
Applications. Fundable applications will be awarded in the order received until all
available funds are exhausted. All applications that are fundable but unfunded due to
budgetary constraints will be carried forward for up to one year and may be awarded if
funds become available.

3. Award status will be announced within approximately 60 days of application submission.

Open Call for Grant Applications: TTF and TTCP Grants, FY 2011-2012
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B. Award Amount and Duration

1.

2.

4.

The maximum award is $100,000 in total costs (including direct and indirect costs).
Awards are for 12 months.

TTCP Grant start dates are dependent on the date of award notification, and will
generally begin on the first day of the month following award notification.

TTCP grants are not eligible for subsequent non-competitive continuation support.

C. TTCP Partnership and Effort Requirements

Applications must involve a partnership between at least one eligible institution and at least
one eligible small business (see the definitions provided in Part 1l, Chapter 10). Only an eligible
institution may serve as the applicant organization (applicant). Each partner shall contribute a
minimum of 30% of the effort required to complete the proposed project. There must be at
least one key personnel (including the Principal Investigator) at both the eligible institution and
the eligible small business.

To calculate the percent effort of each partner:

Determine the total number of hours to be worked by each person listed in the Budget
Form (including consultants) by multiplying the % Effort on Project by the number of
months s/he will work on the project at the rate of 160 hours a month.

Calculate the total effort hours of all personnel working on the project from the institution

(@).

Calculate the total effort hours of all personnel working on the project from the small
business (b).

Calculate the total hours of all personnel working on the project, including personnel
from both partners and any other consulting personnel (c).

To calculate the percentage effort for the institution, divide the institution’s total hours by
the total project hours (a / ¢ = institution % effort). This percentage must be at least
30%.

To calculate the percentage effort for the small business, divide the small business’ total
hours by the total project hours (b / ¢ = small business % effort). This percentage must
be at least 30%.

The intent of this mechanism is to support collaboration between an academic researcher and a
small business. For this reason, the same individual cannot be named as key personnel for
both the eligible institution and the partnering eligible small business.
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D. Special TTCP Application Requirements

Partner Letter of Support from the partnering eligible small business must be provided. The
small business partner letter must include:

o adescription of the relationship, role, and contribution that it will make to the proposed
project;

e a statement of intent to collaborate with the eligible partner institution organization;
e its type of business entity as defined in s. 606.03(1), F.S.;

o the entity’s Federal Entity Identification Number (FEIN) or, in place of that, a Dun and
Bradstreet (DUNS) number;

e and an attestation that it meets the small business criteria for eligibility at the time of
application.

If the applicant’s proposal is funded, the small business and the institutional partner shall enter
into an intellectual property rights agreement that is consistent with the provisions of federal

STTR programs. A copy of the agreement must be provided to the Program at the end of the
first quarter of the grant period.

4. Eligibility Requirements (TTF and TTCP)

A. Eligible Applicants

The applicant must be an eligible institution (see the definitions provided in Part Il, Chapter 10).

According to s. 215.5602(5)(a) and s. 381.922(3)(a), F.S., applications for biomedical research
funding may be submitted from any university or established research institute in the state. For
the purposes of this program, eligible institutions must include:

e State universities - A state university is defined in s. 1001.60, F.S., except as otherwise
specifically provided, as the 11 named public, postsecondary institutions and any branch
campuses, centers, or other affiliates of the institution. For purposes of the Program,
the named university or college and any branch campus, centers or affiliates, unless it
can be legally shown otherwise, are considered one and the same, and where the
number of applications is limited, the university and its branch campuses, centers or
other affiliates must coordinate submission(s) in order to comply with the limitation.
Public institutions must be accredited by a nationally recognized organization.
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¢ Nonpublic institutions - For the purposes of the Program, nonpublic institutions operating
under Chapter 1005, F.S. are also eligible. Any branch campuses, centers or other
affiliates of a nonpublic institution are considered one in the same with that institution,
and where the number of applications is limited, the institution and its branch campuses,
centers or other affiliates must coordinate submission(s) in order to comply with the
limitation. Nonpublic institutions must be accredited by a nationally recognized
organization.

o Established research institutes - An established research institute is defined as any
Florida nonprofit or foreign nonprofit covered under Chapter 617, F.S., with a physical
location in Florida, whose stated purpose and power is scientific, biomedical, or
biotechnological research and/or development and is legally registered with the Florida
Department of State, Division of Corporations. This includes federal government and
non-profit medical and surgical hospitals including Veteran’s Administration hospitals.

The applicant organization, in accordance with its own policies and procedures, should
designate the Principal Investigator. The Principal Investigator must supervise the project
directly and in person. Grant applications from Principal Investigators failing to meet all
applicable eligibility requirements will be rejected. The Principal Investigator is the individual
designated by the applicant organization to direct the grant project. The Principal Investigator
is responsible and accountable to the applicant organization officials for the project’s scientific
and technical direction as well as the proper conduct of the project.

To be eligible as a Principal Investigator at an eligible institution, the individual must be a
full-time faculty member, or a postdoctoral fellow in his/her final fellowship year, by the time the
application is submitted. Postdoctoral applicants must be a Full-time Faculty member or
equivalent by the grant start date. Temporary faculty members, even though full-time, are not
eligible to apply. See Full-time Faculty and Full-time Equivalent definitions in Part |, Chapter
10.

B. Guidelines for Florida Biomedical Research Advisory Council Member
Participation

The Florida Biomedical Research Advisory Council (Council) has both statutory and self-
imposed restrictions on the participation of its members in Bankhead-Coley Cancer Research
Program grants and grant applications. These restrictions are intended to avoid real and
perceived conflicts of interest without unfairly penalizing Council Members’ institutions and
personnel.

Council members shall not:
o Receive any form of financial compensation from a Bankhead-Coley award.

e Participate in any named role on a proposed Bankhead-Coley grant project other than
as Mentor to a NIR applicant in cases where no other qualified mentor is available.

e Advise applicants regarding the preparation of a specific Bankhead-Coley grant
application.
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e Answer any programmatic questions (eligibility, content of the Calls, competition
procedures, etc.) during the active competition (from Call release date until after award
notification).

Council members may:

o Provide and sign letters of assurance/support or cover pages submitted as part of the
application in cases where doing so is part of their official duties at the applicant
organization.

e Serve as ambassadors for the Program, informing and educating researchers on the
general goals of the Program and opportunities for funding offered through the Program.

Violations of these restrictions could result in the disqualification of an applicant for this
competition. For a list of Advisory Council members, refer to
http://www.floridabiomed.com/council.html.

C. Duplicate Applications and Overlap Limits

The Principal Investigator shall not:

e Submit duplicate projects or projects with significant scientific or financial overlap to
different mechanisms within the Bankhead-Coley Cancer Research Program.

e Submit the same project/research to the Bankhead-Coley Program that is also being
submitted by another investigator regardless of the grant mechanism.

e Submit duplicate projects or projects with significant scientific or financial overlap to both
the Bankhead-Coley Cancer Research Program and the James and Esther King
Biomedical Research Program during the same competition year.

The Principal Investigator may:

e Submit two or more completely different projects at the same time to the two Programs
(King and Bankhead-Coley).

e Submit a TTCP application for a previously funded TTF award to continue the TTF
project as long as all other eligibility criteria for the TTCP mechanism are met. The
TTCP application must show different aims that move the overall project forward further
along the development continuum and closer to obtaining follow-on funding.

o Apply for a TTF Grant or a new TTCP Grant for significantly different projects if a
previous recipient of Small Business Technology Transfer (SBTT) or TTCP Grant (King
or Bankhead-Coley). The Program shall make the final determination as to whether the
proposal is unique.

Applicants must ensure that their proposed project does not duplicate or significantly overlap,
scientifically or financially, with other projects in which they or any key personnel are involved.
Overlap, whether scientific or financial, or commitment of a project member’s effort greater than
100% is prohibited.
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D. Application Resubmission

Previously unfunded King or Bankhead-Coley TTF and TTCP applications can be resubmitted
only one time.

Previous recipients of a TTF Grant are eligible to apply for TTCP funding to continue the TTF
project as long as all other eligibility criteria for this mechanism are met. The TTCP application
must show different aims that move the overall project forward further along the development
continuum and closer to obtaining follow-on funding.
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5. Required TTF Grant Application Components

A complete TTF Grant application package must contain all required items listed in Table 2.

MAXIMUM UPLOADED SINGLE FILE SIZE: 3 MB

Proposals exceeding the page limits where specified are subject to truncation to the page limit
or may be disqualified without review. All required application forms are available for download
within the online application in GrantEase™. File sizes greater than 3 MB will not upload.
For information on how to reduce file sizes, see Appendix A, or contact technical support via
email at techsupport@floridabiomed.com.

Table 2. TTE Grant Application Components and Page Limits

Page

L Comment

Section Category

General Research Information:

See Part lll, Chapter 2 for detailed instructions for these sections of the application.

G , Required. Identifies general project
* eneral Project : : . L
A . 2 information, the applicant organization, and
Information o ;
the Principal Investigator.
1500 Required. Explains the proposed project in
B* General Audience Abstract layman’s terms, including its relationship to
characters
the goals of the Program.
C Scientific Abstract 2000 Required. This is the sc_lentlflc description
characters of the project.
D Cancer-Relatedness 3000 Required. Pr0\_/|des_ a clear explanation of
characters how the project is related to cancer.
E* Key Personnel 1 Required. Identifies all key personnel.
Required. This is a yes/no question asking
. . 1200 if the proposed research reduces the
F Disparate Groups . :
characters | impact of cancer on disparate group(s) and
if so, how.

Open Call for Grant Applications: TTF and TTCP Grants, FY 2011-2012
Page 20 of 74


mailto:techsupport@floridabiomed.com

Bankhead-Coley Cancer Research Program

Table 2. TTE Grant Application Components and Page Limits

Section Category

Page
Limit

Comment

Main Application Body:

See Appendix B for an example of the Main Application Body and Part 1ll, Chapter 9 for detailed
instructions for this section of the application.

G** Table of Contents 1 Required.
H** Resources 2 Required.

= Resumﬁ?e” dci%’;fi‘gaﬂon 3 Required (if applicable).
J** Research/Project Plan 12 Required.
K** Literature Cited 3 Required.

L** Human Subjects No limit Required (if applicable).
M** Vertebrate Animals No limit Required (if applicable).
N** Consultants 4 Required (if applicable).
O** Survey Instruments No limit Optional.

Budget:

See Part |ll, Chapter 10 for detailed instructions for this section of the application and Appendix

D for an example of the Budget Form.

P Budget

Required. The budget must explain the
planned spending.

Other Documents:

See Part lll, Chapters 11 - 19 for detailed instructions for these sections of the application and
Appendix E, F, and G for examples of the forms.

Q Biographical Sketches 4 per Required for the Principal Investigator and
person any other key personnel.
Research/Project Required. See AQQ_ endix E for an
R 2 example form. Provides a high-level

Milestone Chart

overview of the project schedule.
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Table 2. TTE Grant Application Components and Page Limits

. Page
Section Category L Comment
Required. See Appendix F for an
- example form. All other active and
S Other Support No Limit pending awards for the Principal
Investigator.
Required. See Appendix G for
Technology Transfer an example form. A completed
T Advisor Statement 6 form from the applicant organization’s
of Support Form technology

transfer advisor/officer.

Miscellaneous Letters of Optional. Additional letters of support from

U S 4 technology transfer officials and/or other
upport . .
potential commercialization partners.
Cover/Certification Page — Required. A signed PDF
\ : 1
Signed copy must be uploaded.
You may submit an application without
IRB and/or IACUC - necessary IRB or IACUC approvals.
W No limit ; . .
Approvals Project work may not begin until all

approvals are provided.

* (Sections A-F) Submitted materials are subject to the provisions of Art. |, Sec. 24, Florida
Constitution and Chapter 119, F.S., Florida’s public records laws. These laws grant anyone the
right to inspect any public record. Applicants are discouraged from submitting information
considered proprietary unless it is deemed by the applicant to be essential for proper evaluation
of the application.

** (Sections G-0O) If the application contains information that the applicant believes constitutes
trade secrets or proprietary information or is protected by a specific statutory exemption; it
should be limited to the Main Application Body. The applicant must CLEARLY identify the
information with [brackets] and a footnote that specifies the law that makes the document or
information exempt from the public records laws. If a public records request is made involving
documents with declarations of confidentiality, the Department will notify the applicant so that
he/she may defend the claim in circuit court. The Department of Health will not provide legal
representation to assert a confidentiality claim when a public record request is made.
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6. Required TTCP Grant Application Components

A complete TTCP Grant application package must contain all required items listed in Table 3.

within the online application in GrantEase™.

MAXIMUM UPLOADED SINGLE FILE SIZE: 3 MB

Proposals exceeding the page limits where specified are subject to truncation to the page limit
or may be disqualified without review. All required application forms are available for download

File sizes greater than 3 MB will not upload.

For information on how to reduce file sizes, see Appendix A, or contact technical support via
email at techsupport@floridabiomed.com.

Table 3. TTCP Grant Application Components and Page Limits

Section

Category

Page
Limit

Comment

General Research Information:

See Part lll, Chapter 2 for detailed instructions for these sections of the application.

General Project

Required. Identifies general project

A* . 2 information, the applicant organization, and
Information o ;
the Principal Investigator.
1500 Required. Explains the proposed project in
B* General Audience Abstract layman’s terms, including its relationship to
characters
the goals of the Program.
C Scientific Abstract 2000 Required. This is the sc_lentlflc description
characters of the project.
D Cancer-Relatedness 3000 Required. Pr0\_/|des_ a clear explanation of
characters how the project is related to cancer.
E* Key Personnel 1 Required. Identifies all key personnel.
Required. Provides information regarding
= Small Business 1 the small business and work effort to be
Information performed by the eligible institution and the
small business.
Required. This is a yes/no question asking
. . 1200 if the proposed research reduces the
G Disparate Groups . :
characters | impact of cancer on disparate group(s) and

if so, how.
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Table 3. TTCP Grant Application Components and Page Limits

Section

Category

Page
Limit

Comment

Main Application Body:

See Appendix C for an example of the Main Application Body and Part Ill, Chapter 9 for detailed
instructions for this section of the application.

H** Table of Contents 1 Required.
. : Required. Provides a clear explanation of
*x Altegﬁzl\f:n':igdmg 2 why funding from other sources is not
9 available for the project.
J** Resources 2 Required.
Introduction to : : :
*%
K Resubmitted Application 3 Required (if applicable).
L** Research/Project Plan 12 Required.
Required. Provides information regarding
M Partnership Information 4 the related experience and c_apa_lb|llt|es
of each of the partner organizations to
support their respective roles in the project.
N** Literature Cited 3 Required.
O** Human Subjects No limit Required (if applicable).
pr* Vertebrate Animals No limit Required (if applicable).
Q** Consultants 4 Required (if applicable).
R** Survey Instruments No limit Optional.
Budget:

See Part lll, Chapter 10 for detailed instructions for this section of the application and Appendix

D for an example of the Budget Form.

S

Budget

Required. The budget must explain the
planned spending.
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Table 3. TTCP Grant Application Components and Page Limits

Page

Section Category Limit

Comment

Other Documents:

See Part lll, Chapters 11 - 19 for detailed instructions for these sections of the application and

Appendix E and F for examples of the forms.

Required for the Principal Investigator and
any other key personnel. TTCP
applications must include the project leader
at the partnering entity as key personnel.

Required. See Appendix E for an
example form. Provides a high-level
overview of the project schedule.

Required. See Appendix F for an example
form. All other active and pending awards
for the Principal Investigator. TTCP
applications must include the project leader
at the partnering entity.

Required. A scanned copy of the original
signed Partner Letter of Support from
the partnering eligible small business.

Required. A Certificate of Status or
Authorization from Division of
Corporations, Florida Secretary of State; or
any other certifications from the Secretary
of State resulting from the requirements of
Title XXXVI, Business Organizations, F.S.;
or in place of either of those above, a
county business license.

T Biographical Sketches 4 per
person

U Research/Project >

Milestone Chart

\% Other Support No Limit

W Partner Letter of Support 4

X Proof of Florida Business No limit

Miscellaneous Letters of
Y 4
Support

Optional. Additional letters of support from
technology transfer officials and/or other
potential commercialization partners.
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Table 3. TTCP Grant Application Components and Page Limits

. Page
Section Category L Comment
Cover/Certification Page — Required. A signed PDF
Z . 1
Signed copy must be uploaded.
You may submit an application without
IRB and/or IACUC - necessary IRB or IACUC approvals.
AA No limit ! : .
Approvals Project work may not begin until
all approvals are provided.

* (Sections A-G) Submitted materials are subject to the provisions of Art. |, Sec. 24, Florida
Constitution and Chapter 119, F.S., Florida’s public records laws. These laws grant anyone the
right to inspect any public record. Applicants are discouraged from submitting information
considered proprietary unless it is deemed by the applicant to be essential for proper evaluation
of the application.

** (Sections H-R) If the application contains information that the applicant believes constitutes
trade secrets or proprietary information or is protected by a specific statutory exemption; it
should be limited to the Main Application Body. The applicant must CLEARLY identify the
information with [brackets] and a footnote that specifies the law that makes the document or
information exempt from the public records laws. If a public records request is made involving
documents with declarations of confidentiality, the Department will notify the applicant so that
he/she may defend the claim in circuit court. The Department of Health will not provide legal
representation to assert a confidentiality claim when a public record request is made.
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7. Allowed and Disallowed Costs (TTF and TTCP)

The following information explains direct and indirect costs allowed by the Program, as well as

disallowed costs. The Budget Form, shown in Appendix D, will be used to establish the official

budget for the grant, if awarded. Instructions are located in Part Ill, Chapter 10 and the Budget
Form is provided within the online application for download as a Microsoft Word™ document.

A. Allowed Direct Costs

Allowed direct cost expenses must be directly related to the project and may include:
e Salaries

Fringe benefits

Supplies

Equipment

Lab Services

Domestic travel

Consultant costs

Patient-care costs

Animal-care costs

Local or other IRB or IACUC fees (if required)

Department of Health IRB fees (if required)

Consortium or contractual costs

Administrative costs may be included in direct cost categories, but only under two conditions:
e the services, functions, or activities are directly necessary for this grant,
AND
¢ these administrative costs have not been included in the calculation of the indirect costs.

The Program does not prohibit administrative costs as part of direct costs, but to be allowable,
they must meet both of the above conditions. All direct costs must be specifically and directly
related to the project, necessary for the project’'s completion, and adequately justified. Pay
particular attention to these criteria with costs such as copying charges, telephone and Internet
charges, maintenance contracts, etc.

Maximum Annual Base Salary Calculations:

The Program will pay a proportional percentage of the base salary (based on effort) of any
personnel named on the application for this grant. The maximum annual base salary used in
calculating these payments must not exceed the Executive Level 1 annual salary rate of the
Federal Executive Pay Scale that is in effect as of the application submission date. See Part Il,
Chapter 10, Definitions, for more information about the Federal Executive Pay Scale. This
salary cap excludes fringe benefits, facilities, and administrative (F&A) expenses, and also
excludes any income that an individual may be permitted to earn outside of the duties to the
applicant organization. This provision is consistent with the NIH salary limitations on grants,
cooperative agreements, and contracts.
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Work Must Occur in Florida:

It is the intent of the Program that activities funded through the Program, including data
analysis, occur in Florida. Ninety percent of work (effort) must occur and 90% of funds must be
spent in Florida at the applicant organization and any collaborating entities. Funding for any
out-of-state personnel or consulting expenses cannot exceed 10% of the total requested direct
costs. This out-of-state limitation does not include lab services, supplies, or equipment.

B. Allowed Indirect Costs

Indirect costs (also referred to as IDC, F&A, or administrative costs) are limited to 15% of the
direct costs requested. Indirect costs are those costs that are incurred for the joint or common
benefit of several separate organizational or financial components (cost centers) of an
organization, which specifically or readily cannot be identified to a particular cost center, project,
or program.

C. Disallowed Costs

All direct costs must be specifically and directly related to the project, necessary for the

project’s completion, adequately justified, and made during the active grant period. Any other

costs are disallowed. Additionally, the following items shall NOT be paid for with grant funds:
o Florida Department of Health personnel

Construction, renovation, or remodeling

International travel (including Canada)

Vehicles

Entertainment

Employment subsidies

Dues/Membership fees

Meals/Food (other than as part of travel costs)

Malpractice insurance premiums

8.Inquiries and Contacts (TTF and TTCP)

A. Programmatic Questions About This Call

This Open Call for Grant Applications is issued by the Program on behalf of the State of Florida,
Department of Health. To ensure that no applicant receives an advantage over any other
applicant, employees of the Department of Health and members of the Biomedical Research
Advisory Council will not respond to questions regarding this Open Call for Grant Applications
until after all awards are announced. The Lytmos Group, Inc., the Department’s contracted
agent for managing the Open Call for Grant Applications, accepting applications, and
conducting peer review, is responsible for answering all applicant questions. Applicants and
persons acting on their behalf may contact the Lytmos Group in writing via E-mail as indicated
below regarding programmatic issues. Applicants who attempt to contact the Department of
Health and/or Biomedical Research Advisory Council members regarding this Open Call for
Grant Applications may have their applications disqualified.
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To ensure equal access by all applicants to questions and answers, all programmatic questions
must be submitted in writing via E-mail to bcquestions@floridabiomed.com.

Answers to questions will be available on the Program website,
http://floridabiomed.com/bc_ga.html. Answers will be posted to the website frequently, as
guestions are received. Applicants are responsible for checking this website regularly
throughout the application, peer review, and award processes for Program announcements.

B. Technical Questions About the Online Application

Direct all questions about the online application process and related issues (e.g. username and
password problems) to:

Technical Support
Lytmos Group
(816) 347-9449 (phone)
techsupport@floridabiomed.com (E-mail)

If you experience technical difficulties during the final hours of the competition, please
contact technical support immediately for assistance. The Department recommends that
applications be submitted early and that you do not wait until the last day.

9. Requirements for Protecting Intellectual Property (TTF and TTCP)

Submitted materials are subject to the provisions of Art. |, Sec. 24, Florida Constitution and
Chapter 119, F.S., Florida’s public records law. These laws grant the right to any person to
inspect any public record. There are some documents and information that are exempt from
the public records laws. All application materials are public record unless the applicant
can show how they are exempt.

Applicants are strongly discouraged from submitting information considered proprietary unless it
is deemed by the applicant to be essential for proper evaluation of the application. If the
application contains information that the applicant believes constitutes trade secrets, intellectual
property, proprietary information, or information protected by a specific statutory exemption, it
should be limited to the Main Application Body. The applicant must CLEARLY identify the
confidential information with [brackets].

If a public records request is made involving documents with declarations of confidentiality, the
Department will notify the applicant so that he/she may substantiate and defend the claim. The
Department will not provide legal representation to assert a confidentiality claim.
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10. Definitions (TTF and TTCP)

Business entity: Per s. 606.03(1), F.S., this means any form of corporation, partnership,
association, cooperative, joint venture, business trust, or sole proprietorship that conducts
business in Florida.

Collaborator: An individual involved with the Principal Investigator in the scientific
development or execution of the project. These individuals typically devote a specific percent of
effort to the project and are identified as key personnel. The collaborator may be employed by,
or affiliated with, either the Grantee institution or an institution participating in the project under
a consortium or contractual agreement.

Commercialization: The process of developing markets and producing and delivering
products or services for sale (whether by the originating party or by others). As used by the
Program, commercialization includes both government and non-government markets.

Consortium or Contractual Agreement: An agreement whereby a project is carried out by
the Grantee and one or more other organizations that are separate legal entities. In this
arrangement, the Grantee contracts for the performance of a substantial and/or a significant
portion of the activities to be conducted under the grant. These agreements typically involve a
specific percent of effort from the consortium’s Principal Investigator and a breakdown of costs
by category, such as personnel, supplies, and other allowable expenses, including indirect
costs.

Consultant: Anindividual hired to give professional advice or services for a fee, normally not
as an employee of the hiring entity. Consultants may also include firms that provide paid
professional advice or services.

Cooperative Agreement: A support mechanism that will have substantial scientific and/or
programmatic involvement. Substantial programmatic involvement means that after award,
scientific or project staff will assist, guide, coordinate, or participate in programmatic activities
beyond the normal stewardship responsibility in the administration of grants. Proposed
cooperative agreements will be published as policy announcements, program announcements,
or requests for applications.

Development: The systematic application of knowledge toward the production of useful
materials, devices, and systems or methods, including design, development, and improvement
of prototypes and new processes to meet specific requirements.
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DOH IRB: DOH IRB refers to the Institutional Review Board operated by the Florida
Department of Health. It is independent from any IRB that may have jurisdiction over research
performed at the Grantee institution. Per the “Department of Health, Institutional Review Board,
Activities Subject to IRB Jurisdiction” policy DOHP 400-1.2, studies funded by the James and
Esther King Biomedical Research Program and the Bankhead-Coley Cancer Research
Program do NOT require review by the DOH IRB unless the research involves Department of
Health clients, personnel, facilities, or data. Note: an application for DOH IRB approval (if
applicable) is not required to be submitted until after a project has been awarded. Visit
www.flpublichealthethics.net for DOH IRB instructions and forms. Note that the DOH IRB has
agreements with several eligible institutions in order to simplify the IRB process when dual IRB
approvals are required. Check with the DOH IRB for more information.

Eligible Institution: Any public university, non-public institution, or established research
institute (see specific definitions of each).

Eligible Small Business: Any entity with a principal site in Florida meeting all of the following
criteria at the time of application:

e Is a "Business entity" as defined in s. 606.03(1), F.S. to include any form of
corporation, partnership, association, cooperative, joint venture, business trust, or
sole proprietorship that conducts business in Florida;

e Is organized for profit; is at least 51 percent owned, or in the case of a publicly
owned business, at least 51 percent of its voting stock is owned, by U.S. citizens or
lawfully admitted permanent resident aliens; and

e Is a“small business” as defined by s. 288.703, F.S. with less than 200 employees
and a net worth of not more than $5 million.

Established Research Institute: An established research institute eligible for Program
funding is an organization that is any Florida nonprofit or foreign nonprofit covered under
Chapter 617, F.S., with a physical location in Florida, whose stated purpose and powers are
scientific, biomedical or biotechnological research and/or development and is legally registered
with the Florida Department of State, Division of Corporations. This includes federal
government and non-profit medical and surgical hospitals including Veteran’'s Administration
hospitals.

Feasibility: The practical extent to which a project is capable of being successfully performed
within the requested time and for the awarded money. With regard to commercialization,
feasibility refers to the potential that a project demonstrates for further development activities.

Federal Executive Pay Scale, Executive Level 1: The U.S. Office of Personnel Management
establishes executive pay schedules each year normally around the first month of the calendar
year. To view the current Executive Level 1 pay scale, visit the website of the U.S. Office of
Personnel Management at http://www.opm.gov/oca/ and search for executive schedule.

Full-time Equivalent (FTE): The definition of a Full-time Equivalent must be in accordance
with the institution’s policy, used consistently by the institution regardless of the source of
support, and may be different in terms of actual months per year or days per week at the
applicant institution.
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Full-time Faculty: Full-time Faculty positions are defined as teaching, clinical, and research
appointments carrying classroom teaching, laboratory teaching, clinical teaching or service, or
research assignments equal to at least nine months per fiscal year or 0.75 FTE. This includes
tenured, tenure-track, and non-tenure track appointments.

Institutional Base Salary: The annual compensation that the applicant institution pays for an
employee’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 duties to the applicant institution. Base salary may not be increased as a
result of replacing institutional salary funds with grant funds.

Key Personnel: Key personnel are defined as, and should be limited to, individuals who
contribute to the scientific development or execution of the project in a substantive way,
whether or not salaries are requested.

Nonpublic Institutions: Nonpublic institutions operating under Chapter 1005, F.S. are eligible.
For the purposes of the Program, any branch campuses, centers, or other affiliates of a
nonpublic institution are considered one and the same with that institution. Where the number
of applications is limited, the institution and its branch campuses, centers, or other affiliates
must coordinate submission(s) in order to comply with the limitation.

Overlap, Commitment: Commitment overlap occurs when any project staff has time
commitments exceeding 100%. This is the case whether or not the grant includes salary
support for the effort. While information on other support is only requested for the Principal
Investigator, no individual on the project may have combined commitments in excess of 100%.

Overlap, Financial: Financial overlap occurs when duplicate or equivalent budget items (e.g.,
equipment, salary) are requested in an application but are already funded or provided for by
another source.

Overlap, Scientific: Scientific overlap occurs when: (1) substantially the same research is
funded by two or more different funding sources, or (2) a specific research objective and the
research design for accomplishing that objective are the same or closely related in two or more
awards, regardless of the funding source.

Principal Investigator: The one individual designated by the applicant organization to direct
the project to be supported by the grant. The Principal Investigator is responsible and
accountable to applicant organization officials for the proper conduct of the project. The
Principal Investigator must supervise the project directly and in person.

Public University: A public (state) university is defined in s. 1001.60, F.S., except as
otherwise specifically provided; as the 11 named public, postsecondary institutions and any
branch campuses, centers, or other affiliates of the institution. For purposes of the Program,
any branch campus