National Institute of
N I H Neurological Disorders
and Stroke

The NINDS
Grant Review,
Award, and
Management
Process

Walter Koroshetz, M.D.

Acting Director, National Institute of
Neurological Disorders and Stroke, NIH

December 15, 2014
NIH Scientific Management
Review Board Meeting




. Time to Award by IC for FY13

Median Time from Receipt to Summary
e Criteria: Only Type 1, Statement Release (CSR component)

unsolicited, RO1s .
(includes AIDS grants) N
for FY13 included . 1435

& 150
[a]

250

110 121

100 -

50 -

Median Time from Summary Statement

Release to Award (IC component) 0 - NS

NS S
m) National Institute of -/(C
Neurological Disorders
and Stroke ”‘w



Median Time from SS Release to Award

By Council Round FY13
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Median Time from SS Release to Award

By Council Round FY13
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Kinetics of Summary Statement Release to

Award by IC FY13
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Are Better Scoring Applications Funded Faster?

Median Time from SS Release to
Award for All Awards
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How Do Type 1 Unsolicited R0O1s and R21s

Compare?
Median Time from SS Release to Median Time from SS Release To
Award - RO1 Award - R21
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NINDS Expedited Award Process

e Establish next year’s payline

¢ Payline determined by existing obligations and either existing budget or
budget projections, if under a CR

J
\
e Generate list of R01, R21, and K applications to consider expediting
e Grants management begins collecting information on these awards
6 Weeks e List is forwarded to subcommittee of Council for review
Before J
Council
. . . . )
e Council subcommittee approves expedited funding of these awards
e Any awards with concerns are held for full Council discussion
Before ¢ Large number of regulatory/compliance issues must be resolved before funds
. leased
Council arere
J
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Grants Managment Process for

Expediting Grants

Grants management
GMB receives the gets additional Grants Management
list of applications information from works with the
grantees and the institution to make sure
that could be institution that includes the path is clear to issue
expedited a required response the award
time of ~2 weeks.

Once the information is received, the GMS begins working up the grant and
coordinating with other offices involved in the process. In most cases, just prior
to or right after Council, the grant is ready to be awarded.
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What Can Slow Down the Award

Process?

e Many are issues the institution needs to resolve with the Institute:

e Partially overlapping award from another IC/agency might
require renegotiation of budget/aims

e Unresolved concerns about human subjects or vertebrate
animals

* Foreign grants cannot be expedited

e Completion of necessary registration with various components
of the payment process can be time-consuming

In most cases, just prior to or right after Council, the grant is ready
to be awarded.
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Note: Most common reasons to take off expedited list: Grants that have already been funded, codes about human subjects and animals that will prevent the grant from being funded (need to work with OHRP and OLAW to remove code) , foreign grants (need State Dept clearance)



i Accelerating Clinical Trial Awards

e Avg. time from Council Approval to Notice of
Grant Award release date — 4.8 months

— Range 2 to 21 months

e Avg. time from NGA release to first
randomized — 7.6 months

— Range 3.5 to 28 months
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Other points to consider:

In thinking about NGA efficiencies, the issue that keeps coming to mind is the NINDS GMS rule to require IRB approvals before issuing clinical trial grants (that is, not issuing the grants with human subjects restriction so that they can get started on trial implementation).  The only exception is for trials approved in Sept Council –end of the FY.   OER allows for restricted awards throughout the year and  was something Petra and I were going to try to learn more about with Tia  but time ran out before she left.
 
When sorted by time to issuance, it does seem that time to issuance is less than average for the Sept Council grants and time to first enrolled seemed faster for 2 of the 4 NN trials – though several others started quickly as well.  
 
Other points you were interested in:
RESTRICTIONS:  In terms of first year restrictions for trials, we generally award ~70% of Council approved amount with the remaining to be released when several milestones have been completed:
•             registration of the trial on Clinicaltrials.gov and  
•             DSMB has approved trial to begin enrollment ,  and 
•             80% of sites planned for the first year       (indicate number of sites)  have been fully initiated and are screening potential subjects for enrollment in the trial.  OR 
                YY study participants have been randomized into the trial and enrollment information has been submitted to the  NINDS Recruitment Planning and Monitoring system
 
For subsequent years we restrict 50% of the funding until randomization reaches 80% of what the target N was planned for 6 month point in that  budget yr. 
 
STOPPED TRIALS:  https://share.ninds.nih.gov/sites/OCR/staff/BandF/stopped%20trials.xls   This table lists trials stopped –by FY the study was stopped (reason for stopping and est of “savings”- unawarded funding)  Most were stopped for futility following interim analyses reviews by the DSMBs.



i Accelerating Clinical Trial Awards

 (Clinical trials:

— Pre-award start up meetings with study teams and
their business offices to resolve issues that otherwise
hold up awards.

— Industry trials into our phase 2 network are accepted
on a rolling basis.

— Require IND prior to submission of clinical trial.
e Average time to award for Phase 3 trials:

— Before — 9.2 months
— After — 4.2 months

e Average time to first randomized
— Before — 14.8 months

— After — 6.6 months /
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NOTE – small number of phase 3 trials in the IND data - 3 new (not Type 2s)  phase 3 trials before the requirement and 6 after implementation
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