Are you proposing only clinical work (i.e. Consider: NeuroNEXT Clinical Trials

your application will not propose pre- Yes Program; Exploratory Clinical Trials . ..
clinical studies as part of the project)? \ Program or SBIR/STTR Exploratory D eVI C e D e C I S I O n Tre e

Clinical Trials Program; StrokeNet
Program

No

Is the research fundamental basic or applied ] Yes
research that uses existing market approved J

devices for their labeled use?

Consider: CREATE Devices: Translational
No Prior to application can you obtain non- and Clinical Studies to Inform Final Device
binding FDA Pre-Submission feedback Yes Design (UH2/UH3) PAR-14-297. Small
indicating that the pre-clinical plan will Businesses should consider the SBIR
support a successful FDA submission for version (U44) PAR-14-300.
IDE within 2 years (for Non-Significant Risk
ﬂs the therapeutic device very close to the \ Studies, preliminary communications with

‘final system‘? Is it manufactured using the IRB)? ( \
very close to the same manufacturing

process that will be scaled for the clinical ider:

studies and eventual market manufacture? No No Consider:

Bioengineering
Research Grants and

Partnerships program
announcements or
Small Business Program

Is it expected that the changes to the
system design informed by the Early
Feasibility Study will be minor and not
uequire additional animal testing?

No

Yes \ /

Prior to application can you obtain non-
binding FDA Pre-Submission feedback Consider: CREATE Devices:
Yes indicating that the pre-clinical plan will Yes Translational and Clinical Studies on
Is the device on the path support a successful FDA submission for the Path to 510(k) (UH2/UH3) PAR-14-
to a 510(k) submission? IDE within 2 years (for Non-Significant Risk 295. Small Businesses should consider

Studies, preliminary communications with the SBIR version (U44) PAR-14-296.
the IRB)?

No

Prior to application can you obtain non-
binding FDA Pre-Submission feedback

\ No
indicating that the pre-clinical plan will
support a successful FDA submission for Yes Consider: CREATE Devices: Translational
IDE within 5 years (for Non-Significant Risk and Clinical Studies on the Path to PMA or
Studies, preliminary communications with HDE (UH2/UH3) PAR-14-298. Small
the IRB)? Businesses should consider the SBIR
version (U44) PAR-14-299.
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