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Fast-Track Requirements

m Phase | and Il applications submitted at same
time.

m Clear, measurable milestones for Phase | that are
easily assessed.

m  Commercialization plan (business plan).
m Commercialization partner.

FAST
TRACK

Fast-Track Requirements

Although fast-track provides a potential opportunity to avoid the funding gap
between Phase | and Phase Il awards, fast-track applications have some daunting
additional requirements.

First, you have to submit both Phase | and Phase 11 applications at the same time. It
is very difficult to write an outstanding Phase Il application when you do not know
the results of Phase 1.

Second, to be successful, the Specific Aims (milestones) for Phase | must be clear,
measurable, and easily assessed.

Third, fast-track applications must also include a detailed commercialization plan
up to 15 pages, in other words, a detailed business plan for the product.

Finally, fast-track applicants are encouraged to have a commercialization partner.
Your application will compete with companies that have established strong
partnerships.
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Reasons Not to Submit a Fast-Track Proposal

m Itis too early in your product
development to get a
commercialization partner.

m A fast-track proposal requires at least
four times the effort of a Phase 1.

m  You lack experience writing SBIR
applications.

m  You may not need a fast-track award
to avoid a funding gap. You may be
able to request more than one year's
funding for Phase 1.

®  Review committees cannot
disassociate and score the Phase |
component from a fast-track
application.

Reasons Not to Submit a Fast-Track Proposal
There are many reasons not to submit a fast-track proposal.

A fast-track may not be advantageous to you if it is too early in your product
development to get a commercialization partner, or if a partner would demand too
much ownership.

Preparing a fast-track application is at least four times the effort of preparing a
Phase | application. Your efforts might be better employed writing more Phase |
applications on different concepts.

If you lack experience writing SBIR applications, you probably do not want to
prepare a complex fast-track application.

On the next slide, 1 will explain why you may not need a fast-track award to avoid a
funding gap. Also, you can consider requesting more than one year's funding for
Phase I, which may enable you to submit a Phase 11 application before the end of
Phase | funding.

A review committee that likes your Phase | component but not your Phase Il
component cannot recommend only the Phase | be funded and give a score for only
the Phase I. This means your outstanding fundable Phase | application may be
torpedoed when attached in a Fast-Track to a Phase Il application reviewers don’t
like.
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Fast-Track May Not Be Needed
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Fast-Track May Not Be Needed

The disadvantages of a fast-track application may outweigh the advantages if your
project is important to your company and you have the resources to pursue it while
you wait for NIH funding, For example, let's say you submit a Phase | application
and use company funds to continue research while review proceeds. Now, suppose
you receive a Phase | award.

Because you have been working on the project, you may already have completed
your Phase | Specific Aims. If so, you can submit a Phase Il application on the next
application receipt date. You do not have to wait for the Phase | grant to end.

Also, if you receive a Phase | award, you are allowed to charge the cost of the
research on the project during the 90 days before the award.

While you wait for the review and award of your Phase Il, you can continue
working on the project using the Phase | and company funds.

Similarly, if you receive a Phase Il award, you are allowed to charge the cost of
your research on the project completed during the 90 days before the Phase Il
award.
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Request Two Year Phase | Award at Up to $250K per Year

m  Select minimal Specific Aims whose accomplishment
will convince reviewers to award a Phase Il grant.

m Do not propose more work than necessary to

Q% provide proof of concept.
A" Request a Phase | award for two years at no more
than $250K per year.

Justify both the two years’ time and amount of
award.

m  Continue working on project with company funds.
m  Aim to apply for Phase Il within the first year of
Phase I.

m  Continue project with Phase | funds while awaiting
Phase Il award.

Request Two Year Phase | Award at Up to $250K per Year

First, you must decide on the minimal Specific Aims whose accomplishment will
convince reviewers that you should be awarded a Phase 11 grant. Do not propose
more work than necessary! Most researchers underestimate the time required to
achieve their Specific Aims. | suggest you select Specific Aims you think you can
accomplish in one year, and ask for two years’ funding at no more than $250K per
year. Then convince reviewers that it will take the two years and the funding
requested to accomplish your aims, because it probably will.

It is worth repeating recommendations on the previous slide. If possible, continue
work on your project with company funds while awaiting a decision on your grant
application. You should achieve some or all of your Specific Aims prior to award
because the time between application and award is nine months or considerably
longer. When you have accomplished all your Phase | Specific Aims, you can apply
for a Phase Il on any receipt date after your Phase | award. You can continue the
project with Phase | funds while awaiting a Phase Il award.
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Phase Il Competing Renewals

m  Many ICs offer competing renewal Phase Il grants for
products that require approval of the FDA.

m  NIAID accepts competing renewal Phase 1l grant
applications for a project period up to three years and
a budget not to exceed a total cost of $1 million per
year.

m  Competing renewal Phase Il applications to NIAID
may exceed 50% consultant and contractual costs
when necessary and well justified.

m  Check with other ICs for their Phase Il renewal policy.

m  NIAID supports SBIR/STTR clinical trials only through
the NIAID R34 — UO1 application process.

Phase Il Competing Renewals

A number of NIH ICs allow Phase Il grantees to apply for Phase Il renewal funding
for projects whose products require FDA approval.

NIAID accepts Phase Il renewal applications for grants up to three years and a
budget not to exceed a total cost of $1 million per year.

Also, NIAID Phase Il renewal applications may request in excess of 50%
consultant and contractual costs when necessary and well justified to support
studies and related expenses.

Check with other ICs for their Phase Il renewal policy.

Note that NIAID supports SBIR and STTR clinical trials only through NIAID’s
R34 — UO1 application process.


http://grants.nih.gov/grants/funding/sbirsttr1/2006-2_SBIR-STTR-topics.pdf
http://grants.nih.gov/grants/funding/sbirsttr1/2006-2_SBIR-STTR-topics.pdf
http://grants.nih.gov/grants/guide/pa-files/PAR-05-112.html
http://grants.nih.gov/grants/guide/pa-files/PAR-05-113.html
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Requesting Multiple Awards for Same Product

Drug Development Project
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Renewal SBIR Phase 11

Requesting Multiple Awards for Same Product

Using a drug development project, | provide an example of how you might request
multiple SBIR Phase | and Phase Il grants for studies leading to an investigational

new drug application, an IND.

The first Phase | takes the project from assay to lead compounds. This Phase I is the
feasibility study for the first Phase Il which conducts medicinal chemistry to move
from lead compound to drug candidate using in vitro and/or cell culture assays.

The second Phase | begins the critical path to drug development following the
selection of a drug candidate. Phase I studies could include formulation and animal
model pharmacology studies. A follow-on Phase Il might continue with studies of
toxicology and efficacy. If additional pre-IND studies are required, you could

apply for a competing renewal of your Phase Il grant.

10
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Just-in-Time — Our Time, Not Yours

m  Other support data for Pl and all key personnel.

m Lease agreement.

m Pl and applicant institution eligibility verification.

m  Human subjects Federalwide Assurance (FWA)
number.

m Institutional review board (IRB) approval certification
date.

m  Human subjects education certification.

m Institutional animal care and use committee (IACUC)
assurance number and approval date.

11

Just-in-Time — Our Time, Not Yours

Some application information is required just-in-time, meaning at the time NIH
wants to award you a grant.

At that time you will:
* Provide NIH a list of other research support for the Pl and all key personnel.

* Provide a lease agreement or other documentation showing you control your
research space.

* Verify that an SBIR PI works over half-time for the company and that the
company is eligible for SBIR or STTR funding.

* If you are conducting human subjects research, provide an FWA number, IRB
approval information, and human subjects education certification.

* If your research uses vertebrate animals, provide an IACUC assurance number
and protocol approval date.

You probably wouldn't submit a grant application unless you expected it to be
funded. So, you should prepare all this information so it will be available when NIH
is ready to fund your application. If you do not provide this information within a
time specified by the funding IC, your application may be inactivated.

11
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Key to Avoiding Human Subjects Regulations

m  Research involving samples from dead people is not considered
human subjects research.

m  Research involving only coded private information or human
biological specimens is not considered to be human subjects research
if:

— Specimens or data are not obtained specifically for your
research.

— Subject's identity is coded and not available to you.

— The providers do not collaborate on the research.

m If you will use non-identifiable human samples,

— Select “no” for the Human Subjects field on the Research and
Related Other Project Information form.

— Attach PDF document titled, “No Human Subjects Research in
this application” describing your justifications to the Protection of
Human Subjects field of the PHS 398 Research Plan form.

= |f your research requires human subjects, view our tutorial How to
Write a Human Subjects Application and refer to Supplemental
Instructions for Preparing the Human Subjects Section of the
Research Plan for detailed information.

12

Key to Avoiding Human Subjects Regulations

Federal human subjects regulations apply only to living people and not to samples
from the dead.

Research using human samples is not considered human subjects research if:

» The samples are obtained for reasons other than your proposed research, for
example as a biopsy for other health reasons.

* You sign a written agreement with the provider of the samples that specifies
that you cannot receive coded private information.

* The provider of the samples is not a collaborator on your research.
If you will use non-identifiable human samples:

* Select “no” for the Human Subjects field on the Research and Related Other
Project Information form.

* Create a PDF document titled “No Human Subjects Research in this
Application” describing your justifications.

» Attach this document to the Protection of Human Subjects field of the PHS 398
Research Plan form.

If your proposed project is subject to federal human subjects regulations, view our
human subjects tutorial and refer to the official application instructions. Be sure to
allow plenty of time to complete all requirements.

12


http://www.niaid.nih.gov/ncn/clinical/humansubjects/
http://www.niaid.nih.gov/ncn/clinical/humansubjects/
http://grants.nih.gov/grants/funding/phs398/HumanSubjects.pdf
http://grants.nih.gov/grants/funding/phs398/HumanSubjects.pdf
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Using Vertebrate Animals

Consider alternatives to using vertebrate animals.

If using vertebrate animals, check "yes" in the Vertebrate
Animals field of the Research and Related Other Project
Information and review the following:
— NIAID How to Write an Application Involving Research
Animals
— NIH Office of Laboratory Animal Welfare (OLAW)
— PHS Policy on Humane Care and Use of Laboratory
Animals Tutorial.
Your animal protocols must be approved by an Institutional
Animal Care and Use Committee (IACUC) before award.
Start the IACUC approval process early because it can take
considerable time.
m  You can designate a partner institution's IACUC as yours if it
has an animal welfare assurance on file with the NIH OLAW.

m  You must still apply for and receive an inter-institutional
assurance and obtain an animal welfare assurance number
before award.

13

Using Vertebrate Animals

Consider alternatives to using vertebrate animals. If your research requires
vertebrate animals, check “yes” in the Vertebrate Animals field of the Research and
Related Other Project Information. Also review the NIAID tutorial, The Office of
Laboratory Animal Welfare tutorial, and the PHS policy on animals in research.

Your animal protocols must be approved by an Institutional Animal Care and Use
Committee, abbreviated as IACUC. Though you submit IACUC approval as just-
in-time information before an award, you should start the IACUC process early
because it can take considerable time.

You can designate a partner institution's IACUC as yours if it has an animal welfare
assurance on file with OLAW. You must still apply for and receive an inter-
institutional assurance and obtain an animal welfare assurance number before
award. This can be a very slow process.

13


http://www.niaid.nih.gov/ncn/clinical/researchanimals/tutorial/index.htm
http://grants.nih.gov/grants/olaw/olaw.htm
http://grants.nih.gov/grants/olaw/tutorial
http://grants.nih.gov/grants/olaw/assurance/300index.htm
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Resource Sharing Plans

Ny

Data sharing — Investigators seeking $500,000 or
more in direct costs in any year must include a one-
paragraph description of how final research data will
be shared, or explain why data sharing is not possible.

See NIAID data sharing example and NIH Data

Sharing Policy for guidance.

NIH Model Organism Sharing Policy — All applications
that anticipate development of model organisms must
include a plan for sharing and distributing unique
model organism research resources, or state
appropriate reasons why such sharing should be
restricted or is not possible.

See NIAID Sharing Model Organisms Questions and
Answers for guidance.

14

Resource Sharing Plans

Investigators seeking $500,000 or more in direct costs in any year must include a
one-paragraph description of how final research data will be shared. But, you can
explain why you will not share data because doing so would harm your company.
Data sharing plans are not considered in determining your priority score. Follow

the links to view an NIAID data sharing example and the NIH Data Sharing policy.
If your application includes the development of a model organism for research, you

must include a description of a plan for sharing it. But like data sharing, you can
explain why you will not share a model organism because doing so would harm

your company. Follow the link to view the NIAID Sharing Model Organisms
Questions and Answers .

14


http://grants.nih.gov/grants/funding/phs398/instructions2/p3_resource_sharing.htm
http://www.niaid.nih.gov/ncn/tool/datasharingex.htm
http://grants.nih.gov/grants/policy/data_sharing/
http://grants.nih.gov/grants/policy/data_sharing/
http://grants.nih.gov/grants/policy/model_organism
http://www.niaid.nih.gov/ncn/qa/sharingorg.htm
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Patents on Intellectual Property

DO NOT submit a grant application until you have
applied for patents on your intellectual property.

Patent protection is an absolute requirement for a
business. Describe your strategy if existing patents
block the market for your product.

Core technology must be protected (patented, patent
pending, or provisional patent pending).

Company must own title to patent or have exclusive
license to it.

m Provisional Patent Application
— Allows one year to file full application
— Not examined on merits
— Should be prepared by professional
— Provisional Application Filing Fee

15

Patents on Intellectual Property

There is no requirement that companies hold patents before submitting a grant
application. However, I strongly recommend that you protect your intellectual
property before you describe it in a grant application. | would not depend upon
confidentiality agreements signed by reviewers or the fact that grant applications
are not public documents.

Patent protection is an absolute requirement to obtain private funds for
commercialization. Although it can take considerable time for a patent to be
issued, at a minimum your inventions should be protected by Patent Pending or
Provisional Patent Pending. Also, you need to describe your strategy if existing
patents block the market for your product.

If the intellectual property belongs to an academic institution, you should insist that
the institution file the patent application before you submit your grant application.

Also, if the intellectual property is owned by an academic institution, it is important
that you have a signed exclusive license to commercialize it before developing it
further.

Pursuing a full patent application can cost tens to hundreds of thousands of dollars
and more.

A low-cost provisional patent application allows up to a one year delay in the cost
and effort of pursuing a formal patent application. During this year, you can
disclose the invention to investors and seek funding through grant applications with
little risk that the invention will be stolen. I recommend you have a professional
prepare the provisional application.

15


http://www.uspto.gov/web/offices/ac/qs/ope/
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Provisional Patent Cautions

m Provisional applications are not examined on their
merits.

m The disclosure of the invention must be as complete
as possible to support full application.

m Each inventor must be named.
m Full patent application must be filed within one year.

m  The formal full patent application must have one
inventor in common with the inventor(s) in the
provisional application.

16

Provisional Patent Cautions

Because provisional patent applications are not examined for merit, inventors often
believe that they can prepare and file their own applications without help.

| suggest engaging a professional to write the detailed description that will be used
without alteration in a subsequently filed full application. The provisional
application should contain the full and complete disclosure of the invention at the
same quality level found in a full application. If you prepare a provisional patent
application yourself, you may err with incomplete disclosure, which can lead to a
variety of problems including total loss of rights.

Be sure to name each inventor.

Remember, the clock is running once the provisional application is filed. You must
file the full application within one year and have one or more inventors the same as
in the provisional application.

16
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Budget and Fee

m Follow the budget instructions in the Application
Guide.

m  Applicants with partner institutions must follow the
instructions for a subaward.

m Do not exceed the salary cap.

m A fee up to 7% can be used for expenses that may
not be charged to your grant.

— Patent costs
— Market research
— Expenses outside the U.S.

17

Budget and Fee

On this slide I highlight a few important items about budgets and fees. As always,
carefully read and follow the official instructions.

If your application includes a partner institution, your partner must complete a
subaward budget.

Do not request salaries that exceed the annual salary cap or NIH will decrease your
award. The salary cap link provides information on the allowed amount.

A fee, if requested, can be used to pay for things related to your grant but not
permitted as direct or indirect costs. For example, you could use the fee to pay for
patent costs, market research, or expenses outside the U.S. Explain how you will
use a fee in your justification. The fee is limited to 7% of the total.

17


http://grants2.nih.gov/grants/policy/salcap_summary.htm
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What to Do if Application is Not Scored or Not Funded

m Choose to revise and resubmit or start with a fresh
idea.

m NIH Grant Cycle flow diagram can help you decide
your strategy.

m Resubmitted applications must include an introduction
containing your response to the reviewers' comments
in your summary statement.

m Initial applications submitted for the April receipt date
and revised and resubmitted in December may be
funded as early as the summer of the next year.

m  Applications submitted for the August or December
receipt dates and revised or resubmitted in April or
August are not likely to be funded until a year or
more later.

18

Indications for a Revised and Resubmitted Application

If your application will not be funded, you need to decide whether to revise and
resubmit or to start fresh with a new idea. The NIH Grant Cycle flow chart and
advice on not scored or not funded applications can help you make this decision.

You must have a received a summary statement to resubmit. Resubmitted
applications must include an introduction containing your response to the reviewers
comments in your summary statement.

If you submitted your initial application for the April receipt date or May for AIDS-
related applications, you can revise and resubmit for the December receipt date for
potential funding in the same fiscal year. Earliest funding for resubmissions in
April or August from initial applications in August or December is not until the
following fiscal year.

18


http://www.niaid.nih.gov/ncn/grants/cycle/part11b.htm
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Record Your Usernames and Passwords

Grants.gov Web site that accepts federal grant applications.

E-Biz POC E-Business Point of Contact
Senior-level person responsible for an organization’s
business activities with the government.

AOR Authorized Organization Representative
Person who submits an application that legally binds the
applicant organization.

eR ons Neb site that processes all information relate H grant
applications and awa
Signing el
5 Person onsible for an organizatio nagement
tiviti he | A Comm
1ncipal Investigato
€ erson who prepares grant application and directs the
proposed research.

19

Record Your Usernames and Passwords

For Grants.gov and eRA Commons functions, the same person can play multiple
roles but should have a separate username and password for each role. Carefully
record all your roles and the corresponding username and the password for each.

In Grants.gov, the E-Business Point of Contact or E-Biz POC is the senior-level
person responsible for an organization’s business activities, and the Authorized
Organization Representative or AOR has the authority to submit an application that
legally binds the applicant organization.

In the eRA Commons, the Signing Official or SO performs grants management
activities in the NIH eRA Commons and the principal investigator or Pl prepares
grant applications and direct the research.

19
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Thank you for watching this module. Close this window to select another topic.
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