NCI SBIR Development Center Program with FDA
CARE - Connecting Awardees with Regulatory Experts

Application Form for NCI Small Businesses

Thank you for your interest in the CARE Program. Please complete one application form per applicable project. To be eligible to
participate, your small business:

[0 Received a Phase | or Il SBIR/STTR award from the National Cancer Institute (NCI) in fiscal year 2019 or later
[ Has a technology that falls under the regulatory authority of the U.S. Food and Drug Administration (FDA)

[J Has not met/discussed this product with FDA or participated in the CARE Program previously for this product
[0 Has visited this website to answer basic regulatory questions https:/go.usa.gov/x7X4j

[0 Agrees to provide feedback in a brief survey at the end of the program

[0 Acknowledges this application will be shared with NCI and FDA (only provide non-confidential data)

O TIhave reviewed the eligibility requirements listed above and meet all the criteria.

Please note the text space limits within the application fields. All forms must be submitted by
December 11, 2020. Email completed application form(s) to NClIsbirEvents@mail.nih.gov.

Award Information
NCI SBIR Award Number for this product/technology:
NCI SBIR Program Director:

Company Information

Company name:

Contact person for this application:
Title/Role:

Email:

Phone:

Indicate the technology area(s) that describe the SBIR/STTR-funded technology (select all that apply):

[ ] Small molecule O Surgical or ablative device [ Imaging agent
[0 Biologics/vaccine [ Hospital device [0 Imaging device
O Cell/gene therapy O Drug delivery device O Bioinformatics/health 1T/digital health

[ In vitro diagnostic

Indicate the development stage of the SBIR/STTR-funded technology:

O Early stage (in vitro or untested prototype) O Ready to commercialize
O Ongoing (in vivo testing or refining an early design) O Commercial product

[0 Testing in a clinical setting

Technology name (please provide a short, five words or fewer, description of your technology):


https://go.usa.gov/x7X4j

What is the problem that you are trying to solve? Who has the problem? How are you solving the
problem? Limit your response to 500 characters maximum, including spaces.

Does your potential technology fall under FDA’s regulatory authority?
Center for Biologics Evaluation and Research (CBER)

Center for Drug Evaluation and Research (CDER)

Center for Devices and Radiological Health (CDRH)

Unsure

0000

Has your company met with FDA previously to discuss the regulatory strategy for this technology?

Yes
(@) No
O Unsure

If yes, please provide approximate date and type of meeting.

Has your company attended any educational workshops, webinars, or other events hosted by FDA in
the past 2 years?

Yes
O No
O Unsure

If yes, please list the name(s) and approximate date(s).

Does your company currently have access to a regulatory consultant?

(@) Yes
(@) No
(@) Unsure

Are you familiar with any of FDA’s industry education websites (i.e., CBER/CDER/CDRH Learn)?
O  Yes

O No

O  Unsure

PLEASE USE THIS WEBSITE TO FIND BASIC INFORMATION BEFORE YOU SUBMIT
YOUR QUESTIONS TO THE FDA: https://go.usa.gov/x7X4j

Please state the regulatory questions you have for FDA.


https://go.usa.gov/x7X4j
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