[image: image1.png]° Researvcﬂflgﬁme’;gl‘;';mem

Improvieg Veteran' Unes o wimesearch vagov




Office of Research and Development

Field Conference Call Notes

Monday, April 16, 2018
1. Welcome – Rachel Ramoni, DMD, ScD

2.  Human Subject Protections - Karen Jeans, Ph.D., CCRN 
1. Status of the implementation of the Final Rule – revision of the Common Rule:

VA continues to operate under the assumption that that there will be a further delay in the effective and compliance date of the revised Common Rule as referenced in the Interim Final Rule to January of next year.  ORD does not know when a Notice of Proposed Rulemaking (NPRM) will be issued describing a further delay, but we expect to see it very soon. ORD is working on revision of all policies and numerous tools and guidance documents for the implementation of this major revision of the Common Rule.  

2. Training

ORD will be conducting a cyberseminar called:   “Focus On:  Continuing Review”.  This core cyberseminar is scheduled for Tuesday, April 24th from 2:00pm to 3:45pm EST.  The core cyberseminar series is designed for IRB Administrators, IRB Chairs and members, and Research Office Staff who are new to their human subjects protection responsibilities as well as those that desire a refresher on the topic being discussed.  While it will center on the current Common Rule, it will also include a discussion on continuing review provisions in the revision of the Common Rule. The cyberseminar will be taped and recorded and posted on the ORD PRIDE website. 

The registration link for this training was sent out with the cyberseminar announcement.  If there are specific issues that attendees wish to have addressed related to the continuing review topic, please submit those to Ms. Soundia Duche or myself prior to April 24th.  If you need the cyberseminar link to be sent to you, please contact myself or Soundia and we can send it to you today or tomorrow.  

3. Yearend Budget Updates FY18 budget status – Allen Dunlow, MHA

Field was informed that 3rd and 4th quarter CC101 distributions had been made to all stations with the exception of those stations with large prior year balances.  As those stations execute prior year dollars, a reconsideration will be made to distribute additional CC101 dollars to those stations.

Mr. Dunlow informed the field that once the funding from the recently passed Omnibus was loaded into the system, the remainder of FY18 ITA funding would be distributed.  Since the field call, funding has been loaded and all remaining funding associated with the ITA has been distributed.

4. Service Updates:

· BLR&D and CSR&D Updates – Christopher T. Bever, Jr., M.D.
Terri Gleason, Ph.D.
Applications Received by Service and Funding Award Type:

	
	BLR&D
	CSR&D

	Merit (I01)
	318
	129

	Career Development (IK2)
	17
	32

	RCS (IK6)
	RCS=11
Mid-terms=6
Promotions=15
	0

	Pilot Projects (I21)
	4
	2

	Total
	339
	163


Returned Applications:

	
	Total
	BLR&D
	CSR&D

	Late
	3
	3
	0

	Over budget
	3
	2
	1

	URL
	7
	4
	2

	Eligibility
	1
	1
	0

	Out of Purview
	1
	0
	2

	
	15
	10
	5


3% of BLR&D applications

4% of CSR&D applications

LOIs are due:
May 1 – LOIs for BLR&D and CSR&D Career Development Awards

BLR&D Drug and Therapeutic Development and Collaborative Merit Awards

CSR&D Epidemiology projects

June 1 – LOI for CSR&D Clinical Trial Awards – Date has been changed for F2018 submission only
Requests for BLR&D Eligibility and/or Acceptance into the Non-Clinician Intramural Research Program
For both BLR&D and CSR&D - Off-Site Waiver Requests and Requests to exceed budget caps for Merit Review Awards
· RR&D Update – Patricia A. Dorn, Ph.D.
Advancements in Spinal Cord Injury Recovery of Function
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The Gordon Mansfield Spinal Cord Injury Consortium led by Dr. Mark Tuszynski at the San Diego VAMC recently published a paper in Nature Medicine grafting human neural progenitor cells in a non-human primate hemisection model of spinal cord injury.  Grafted human cells integrated with host spinal cord and extended axons over long distances.  In addition, regeneration of host corticospinal (voluntary movement) and serotonergic (muscle tone and pain responses) axons from motor neurons in the brain were observed penetrating the spinal cord grafts.  Animals with surviving grafts exhibited significantly greater functional recovery as compared with animals with non-surviving grafts.  Lastly, grafted cells did not migrate or form tumors, providing evidence as to the safety of the use of these cells. 
Dr. Mark Tuszynski is a Neurologist at the San Diego VAMC and a Professor of Neuroscience at the University of California at San Diego.  His research includes spinal cord injury, Alzheimer’s and Parkinson’s disease.  Dr. Tuszynski was recently awarded a California Institute of Medicine Quest – Discovery State Research Project to create and test clinical grade human neural stem cells for FDA Investigational New Drug application.
Publication: Restorative effects of human neural stem cell grafts on the primate spinal cord. 
Rosenzweig ES, Brock JH, Lu P, Kumamaru H, Salegio EA, Kadoya K, Weber JL, Liang JJ, Moseanko R, Hawbecker S, Huie JR, Havton LA, Nout-Lomas YS, Ferguson AR, Beattie MS, Bresnahan JC, Tuszynski MH.
Nat Med. 2018 Feb 26. doi: 10.1038/nm.4502. [Epub ahead of print]  PMID:29480894
2019 Paul B. Magnuson Award: Call for Nominations

The Paul B. Magnuson Award is presented annually to a VA RR&D investigator who exemplifies the entrepreneurship, humanitarianism, and dedication to veterans displayed by Dr. Magnuson during his career. The award was established in 1998 in recognition of the importance of rehabilitation research within the VA Health Care System. 

Nominations are being accepted through September 3. Please refer to VHA Handbook 1203.06 and the instructions for compiling and submitting a nomination packet available on the RR&D website at http://www.rehab.research.va.gov/award/magnuson.html. Nominations should be submitted to rrdreviews@va.gov. 


Review Related

Winter 2018:
RR&D’s scientific merit review meetings were held February 27 – March 1, 2018. Scores were released in eRA on March 6. Summary statements were released on March 27. 

We intend to make funding decisions by the end of April. All PIs will receive notification via an eRA system-generated email regarding the review outcome of their application.

Notification of review results and a courtesy copy of summary statements will be emailed to the ACOS and AO following intent-to-fund decisions.  

Spring 2018 SPiRE:
Review is underway. Scores and summary statements will be released by May 15 with intent-to-fund decisions by mid-June.


Timeline for Summer 2018 Merit, Career Development and Research Career Scientist Submissions: 

Winter 2018:
RR&D’s scientific merit review meetings were held February 27 – March 1, 2018. Scores were released in eRA on March 6. Summary statements were released on March 27. 

We intend to make funding decisions by the end of April. All PIs will receive notification via an eRA system-generated email regarding the review outcome of their application.

Notification of review results and a courtesy copy of summary statements will be emailed to the ACOS and AO following intent-to-fund decisions.  

Spring 2018 SPiRE:
Review is underway. Scores and summary statements will be released by May 15 with intent-to-fund decisions by mid-June.

Timeline for Summer 2018 Merit, Career Development and Research Career Scientist Submissions: 

Special Emphasis Areas:
Of particular interest this cycle are studies that include aims addressing:

· Exoskeleton research, including externally powered motorized orthoses for stroke, traumatic brain injury, or other non-SCI/D Veteran populations.

· Prosthetic needs of Women Veterans with amputations. 

· Non-pharmacological activity-based interventions for chronic pain impacting outcomes that may include pain reduction, medication use, ADL, and QoL.

· Substance use disorder, particularly opiates, on long-term outcomes from Traumatic Brain Injury.

To ensure their proposed area of research is of interest to RR&D, investigators are strongly encouraged to consult the RR&D program purview and portfolio descriptions on the RR&D website at http://www.rehab.research.va.gov/guid/meritreview.html and contact the listed the RR&D Scientific Program Manager relevant to their area of study.

Letter of Intent:
The LOI submission deadline is May 1 for the June application submission. An LOI is required for each review round, including resubmissions and revisions, for all award types (i.e. Merit, Career Development, and Research Career Scientist (RCS)). LOI instructions for Merit and RCS are available on the RR&D website at http://www.rehab.research.va.gov/guid/guide.html. Please follow the general guidance available on the ORD website at http://www.research.va.gov/funding/CDA_LOI_Instructions.pdf. Resubmissions only need to include the cover page. In relation to resubmissions, in general, we would expect the submission timeframe to be three application submissions within six review cycles for mechanisms that allow three submissions.

LOIs must be emailed to rrdreviews@va.gov as a single PDF file. Name the file as follows: principal investigator’s last name_station number_LOI (e.g., Jones_122_LOI). Use the following text in the email “Subject:” line:  [insert PI last name] LOI for Summer 2018 Review. 

Applications will not be accepted without an LOI for the current review cycle. An email communication with a list of LOIs received will be sent to the ACOS/R&D and AO by May 7. That communication serves in lieu of a letter. If any issue(s) arise with the LOI, a Scientific Program Manager (SPM) will contact the station to attempt to resolve the issue(s). If the issue(s) cannot be resolved, then the LOI will be disapproved and an email to that effect will be sent. Contact to the station will be made no later than May 22.

Waivers:
Waiver requests for eligibility, budget, and full off-site research (partial off-site waivers will be addressed during JIT) are also due no later than May 1 for the June application submission. Applications submitted without the required approvals will be returned without review. Waiver requests must be submitted separate from the LOI. E-mail waiver requests to rrdreviews@va.gov as a single PDF file. Name the file as follows: principal investigator’s last name_station number_Waiver (e.g., Jones_122_Waiver). Use the following text in the email “Subject:” line:  [insert PI last name] Waiver Request for Summer2018 Review. 

Application:
Applications must be accepted and verified in eRA by June 15, making the last possible submission date June 12 [changed/corrected applications cannot be submitted after this date]. We strongly encourage early submission so that the PI and Signing Official can take advantage of the 2-day examination period to ensure that any of the problems that might arise at several steps along the way can be corrected. Applications that miss the verification deadline will not be accepted for review.  

RR&D will be issuing new FOAs/RFAs within the next week for this review cycle that will be posted at the following: http://vaww.research.va.gov/funding/rfa.cfm. An updated VA-ORD Application Guide SF424 (R&R) will also be posted soon at: http://vaww.research.va.gov/funding/electronic-submission.cfm
Please make sure you review each submission for the following errors that will cause an application to be withdrawn from review for administrative non-compliance:

· All applications must be self-contained (i.e., without use of URLs/hyperlinks) within specified page limits. URLs may only be placed in the Biographical Sketches and Bibliography and References Cited attachments. An eRA system validation provides detailed warning notifications about URLs found within an application. However, you should not rely solely on system validations to ensure a successful submission. NOTE:  URLs within official documents that cannot be altered, such as letterhead (i.e., Letters of Support attachment) or published articles/manuscripts (i.e., Appendix attachments), will be accepted.

· All applications must contain a Summary Budget Worksheet. If the worksheet is missing, then the application cannot be adequately evaluated.  Instructions for the budget section can be found in the VA-ORD Application Guide SF424 (R&R) and in the FOA/RFA. The worksheet template is available at http://vaww.research.va.gov/funding/electronic-submission.cfm. Verify that the total in the Summary Budget Worksheet and Research and Related Budget match and that the budget request does not exceed the allowable amount (per year and project total) found in the FOA/RFA.

· All applications must contain a Data Management and Access Plan (DMAP) using the VA-ORD required template (Version 7/29/2016) that is available on the VA-ORD Intranet at http://vaww.research.va.gov/funding/electronic-submission.cfm, under Guidance Documents; and on the Internet at http://www.research.va.gov/funding/default.cfm, under Application and Submission Process.  

· All PI and Senior/Key Personnel Biosketches must use the OMB approved Biographical Sketch Format Page (Rev. 09/17 Approved Through 03/31/2020). Note:  Biographical Sketch form (Rev. 10/15 Approved Through 10/31/2018) may continue to be used through October 31, 2018. Do NOT alter the Biographical Sketch template by removing the OMB header or other template information – if VA-ORD staff is unable to verify that the correct template format has been used, the application will be withdrawn from review.
Notes regarding eRA:

All VA submissions must be prepared in Grants.gov Workspace or eRA Commons Application Submission System & Interface for Submission Tracking (ASSIST).

Training resources for Grants.gov Workspace are available at https://www.grants.gov/web/grants/applicants/workspace-overview/workspace-process.html. Additionally, there are several videos available at https://www.youtube.com/user/GrantsGovUS. 

ASSIST training resources are available at https://era.nih.gov/era_training/assist.cfm (note that VA applications are Single-Project) and https://grants.nih.gov/news/virtual-learning/upcoming_webinars.htm.

A recording of the January 30, 2018 ASSIST demo is now available on our Intranet pages related to electronic submission: 

http://vaww.research.va.gov/funding/electronic-submission.cfm at the bottom under Helpful Links for eRA Commons

http://vaww.research.va.gov/funding/default.cfm under Application & Submission Process

Update for Item 12. Other Attachments, PDF Attachment File Names:  The file names for Attachments 1 – 9 are mandatory and may not be changed. Altered file names will cause an error to be generated – this is a system validation. Only the descriptor in the file names for Appendices 10, 11, 12… may be changed. These file names can include descriptors of 50 characters or less using only standard characters:  A through Z, a through z, 0 (zero) through 9, and spaces between words if a multiple word descriptor is used. NOTE: If using ASSIST, the system will automatically change a space to an underscore between each word in a multiple word descriptor file name.

· HSR&D & QUERI Updates –  David Atkins, M.D., MPH
      Amy M. Kilbourne, Ph.D., MPH
      Naomi Tomoyasu, Ph.D.

Good news – We have hired two new Scientific Program Managers (SPMs):

Dr. Courtney Paolicelli, a nutritionist and social science research analyst from the Office of Policy Support, USDA, will be starting with HSR&D tomorrow, April 2nd.  Courtney will be taking over portfolios on health promotion/prevention.  Courtney received her Doctorate of Public Health in Health Promotion and Health Education, from the University of Texas Health Sciences Center at Houston; a Master in Public Health in Nutrition from the University of North Carolina at Chapel Hill; and a Bachelor of Science of Public Health in Nutrition, also from the University of North Carolina at Chapel Hill.
Dr. Stephen Marcus, an epidemiologist from the Social and Behavioral Modeling Research Program, Division of Biomedical Technology, Bioinformatics, and Computational Biology at NIH, will be joining HSR&D on May 15th  Stephen will be taking over portfolios in health systems, health care value.  Stephen received his Doctorate in Epidemiology in the Health Services Track at the University of North Carolina at Chapel Hill; a Master of Public Health with majors in Epidemiology and Medical Care Administration, and a Bachelor of Science in Public Health Engineering and Health Sciences from the University of Michigan, Ann Arbor. 
With a more complete complement of SPMs, we will be planning to take a more concerted attempt to update research priorities including identification of key priority gap areas. 

· Innovation Initiative. HSR&D’s goal is to create an application, review and funding strategy that will facilitate a more efficient and effective process to award innovative health services research that will have significant impact on the quality of services for Veterans.  An off cycle special RFA that will emphasize the uniqueness of the innovation award from traditional funding mechanisms will be released in FY 18, with an anticipated release date sometime in August, 2018.  The RFA will be based on recommendations obtained from a diverse group of VA and nonVA experts in innovation, including VA investigators and central office operational administrators, representatives from the VA Center for Innovation and Diffusion of Excellence; VA HSR&D and RR&D program administrators and managers; innovation experts outside of VA and NIH program administrators. The final recommendations for the Innovation Initiative. RFA will emphasize a new streamlined, phased, performance based process using a cooperative agreement format, for submitting and reviewing concept papers on innovative ideas.  

· Clinical trial recruitment. Slides from an analysis done by our Presidential Management Fellow Maurand (Randi) Cappelletti are attached below.
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In a review of 100 projects/30 trials, she found 50% missed recruitment targets by > 20%, and project mods on average added 6 months to studies. Things we thought would predict success (COIN, experienced investigator) did not. HSRD is contemplating changes to RFA to require more explicit description of basis for recruitment; changes to review template to ask reviewers to comment on recruitment plan; other support mechanisms to improve training for study coordinators.  It is highly recommended that COINs take greater responsibility for helping investigators who are having trouble recruiting.  Other ideas are welcome.

· Duplicative studies.  We have had several examples where submitted studies overlap with VA-funded studies in progress. These projects may not have published yet but can be identified on the CIDER website or in clinicaltrials.gov.  We typically don’t address this until the administrative stage of funding, but it seems like important information for reviewers to consider (and a waste of investigator time if the overlap is so great as to lessen our interest). Suggested solution is to require applicants to attest that they have searched both sites and to describe why any overlap is not a problem. 
COIN Updates: 

· We received 20 applications; 17 existing COINs, and 3 new COIN applications. 

· The COIN Review Meeting will be held between June 13th -15th, 2018; Administrative review and funding decisions by July-Sept 2018.

· 2017 Under Secretary Award for Outstanding Achievement in Health Services Research – We received 7 nominations. The review will be held in April, 2018.

CIDER Updates – 
· 2018 VHA Shark Tank Competition application is now open! Application deadline is April 27, 2018, 11:59 PM PT.
· New Podcast: Rural Transition Nurse Program with Heather Gilmartin, Robert Burke, and Lynette Kelley from the Denver/Seattle COIN. 
· SAVE THE DATE! 2018 HSR&D Career Development Conference tentatively planned for July 12 in Salt Lake City. More details to follow.
CDA:

There will be no Research Career Scientist award RFA this Spring.  An RFA will be issued in July for the Fall round (September 1 deadline).  In order to provide for a more robust competition for these awards, we have decided to move to an annual, rather than semiannual, application and review cycle.  Details will be released once they are finalized. 
· GS 14/15 promotion nominations will continue to be accepted and reviewed twice each year with March and September deadlines.

· GS14/15 promotion nominations received last September have been reviewed, classified and are being prepared to route for signature by CRADO and the Undersecretary for Health (GS15s).  

· HSRD is working to reduce the turnaround time for promotion nominations.  One thing that frequently delays the process is that HSRD often receives packets that have not been prepared correctly, sometimes by classifiers at the VISN level.  ORD staff is limited and as such, does not have anyone who reviews these incoming packets from an HR perspective.  Questions about the documents that go into the packet or local paneling process should be directed to VSHO classification services.  

· 15 Career Development proposals and two Nursing Research Initiative proposals were reviewed on March 16th and scores have been sent out.  
SMRB Update:
· Winter 2018 Cycle
· HSR&D’s review meetings occurred on March 13-16, 2018 in Washington, DC. Scores were released on March 22, 2018. 

· Summary statements are expected to be released by April 24.  Funding decisions are also expected to be made in late April, and Notices of Intent (To-Fund or Not-To-Fund) will be sent at that time. 

· Summer 2018 Cycle
· New and revised RFAs are expected to be posted by April 16, 2018 on the intranet site. Please review the RFAs thoroughly to check for any changes in requirements and to ensure compliance. As a reminder the guidance in the RFAs supersedes the SF424. 

· The HSR&D Intent-to-Submit in ART will be open from April 16 to May 1 (at 8:00pm EST). 

· The first day to submit full applications (using Grants.gov Workspace or ERA ASSIST) is May 15, 2018, and the last possible submission day is June 12, 2018. 

· For questions regarding the review process, please contact Scientific Merit Review Program staff at vhacoscirev@va.gov. Questions concerning electronic submission (eRA/Grants.gov) should be directed to the eRA mailbox at rd-era@va.gov. 
QUERI Program Updates – 
· QUERI Implementation Strategy Training Hub Site Startup Projects (funding announcement attached)
VA’s Quality Enhancement Research Initiative (QUERI) is soliciting applications for supplemental funds for QUERI-funded Programs or Partnered Evaluation Centers to establish Implementation Training Hub sites, with up to $25,000 in Fiscal Year (FY) 2018 funds available for qualifying applicants. Only Multiple Principal Investigators (MPIs) and implementation core leads of QUERI Programs or Partnered Evaluation Centers are eligible to apply. Each QUERI Program or Partnered Evaluation may submit up to one application for supplemental funding. 
 

The goal of this funding mechanism is to support start-up activities to deploy training programs in specific implementation strategies that help VA providers and investigators more rapidly and effectively implement effective practices into routine VA care. Start-up funds are intended to support activities that will lead to the establishment of “”Hub Sites” to provide training and support in the use of implementation strategies, addressing VHA priority and performance plan goals of focusing resources more efficiently and improving consistency and spread of best practices. Training programs in implementation strategies that have been applied to improve the uptake of effective practices in lower-resourced, “later-adopter” sites are strongly encouraged. 

 

Applications are due May 11, 2018, and must include a 2-page Training Hub narrative, budget table, and budget justification.
 
· Request for Applications for QUERI-VISN Implementation Initiative (Startup Funds) 

· 29 applications were reviewed by the scientific review panel in mid-March; funded projects will be announced on the next COIN Directors call.
· The funding announcement will be released again for the summer review cycle.

 
· QUERI RFA Informational Cyberseminar for summer 2018 Review Cycle
· The Cyberseminar will provide an overview of the QUERI Request for Applications (RFAs) for the summer 2018 review cycle with an emphasis on new QUERI RFAs. There will be an opportunity to answer questions about specific QUERI RFAs, and the live session will be recorded and archived for on-demand access after the seminar.
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HSR&D Recruitment Deep-Dive

Maurand (Randi) Cappelletti

maurand.cappelletti@va.gov





Methods

Analysis includes all HSR&D IIR and CRE projects with a project end date in RAFT between 10/1/13 and 10/30/16

One project (IIR 11-298) was excluded from analysis because the project was downgraded from an IIR to a pilot

Data sources include:

RAFT

Project summary budget tables (JIT)

Project proposals, funding notifications, summary statements, project modification requests, and project modification letters (J drive/project files)

HSR&D project modification tracking spreadsheet (J drive/project modifications)

Project final reports (ART)

2





HSR&D IIR and CRE Projects FY14-16 (n=100) 

3





Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Whether a project involved participant recruitment based on “Human Subjects” section of project proposal.



3



Column1	

Clinical Trials	Non Clinical Trials w/ Recruitment	Projects w/out Recruitment	30	33	37	



Deviation from initial project duration

4

Total = 552 months

Average = 5.5 months/project

Range = [0,51]





Initial project start and end dates pulled from the project funding letter.

Final project start and end dates pulled from RAFT.

4



Deviation from initial project budget

5

Total = $1,015,621

Average = $10,156/project

Range = [-$132,721,$245,301]





Initial project budget pulled from budget summary table in JIT.

Final project budget pulled from RAFT.
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Deviation in duration/budget by study type

Average deviation from initial project duration

Average deviation from initial project budget
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Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Whether a project involved participant recruitment based on “Human Subjects” section of project proposal.

Initial project start and end dates pulled from the project funding letter.

Final project start and end dates pulled from RAFT.

Initial project budget pulled from budget summary table in JIT.

Final project budget pulled from RAFT.
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Avg Overbudget	

Clinical Trials	Non Clinical Trials w/ Recruitment	Projects w/out Recruitment	26985.933333333334	2988.787878787879	2903.0540540540542	





Avg Months Over	

Clinical Trials	Non Clinical Trials w/ Recruitment	Projects w/out Recruitment	6.906301369863014	7.0027397260273938	3.0868567197334329	

Months





Deviation in duration/budget by study type

						Deviation from Initial Project Duration 
(months)						Deviation from Initial Project Budget
				

				# of Projects		Total		Average		Range		Total		Average		Range

		Clinical Trials		30		207		6.9		0,24		$809,578		$26,986		-$117,263, $230,200

		Non Clinical Trials w/ Recruitment		33		231		7.0		0,51		$98,630		$2,989		-$132,721, $245,301

		Projects w/out Recruitment		37		114		3.1		0,12		$107,413		$2,903		-$98,585, $116,052

		Grand Total 		100		552		5.5		0,51		$1,015,621		$10,156		-$132,721, $245,301
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Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Whether a project involved participant recruitment based on “Human Subjects” section of project proposal.

Initial project start and end dates pulled from the project funding letter.

Final project start and end dates pulled from RAFT.

Initial project budget pulled from budget summary table in JIT.

Final project budget pulled from RAFT.
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Project Modifications (mods; n=102)

8





Percent of projects w/ project mods

70% of projects had at least one project mod…

 23% had more than one project mod

9





Number of project mods pulled from HSR&D project modification tracking spreadsheet.
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Zero	One	Two	Three	Four	Five	0.3	0.47	0.18	0.02	0.02	0.01	# of Project Mods



Percent of Projects





Percent of projects w/ project mods by study type
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Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Whether a project involved participant recruitment based on “Human Subjects” section of project proposal.

Number of project mods pulled from HSR&D project modification tracking spreadsheet.
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Zero Project Mods	

Clinical Trials	Non Clinical Trials w/ Recruitment	Project w/out Recruitment	0.13333333333333333	0.33333333333333331	0.40540540540540543	One Project Mod	

Clinical Trials	Non Clinical Trials w/ Recruitment	Project w/out Recruitment	0.6	0.36363636363636365	0.45945945945945948	More than One Project Mod	

Clinical Trials	Non Clinical Trials w/ Recruitment	Project w/out Recruitment	0.26666666666666666	0.30303030303030304	0.13513513513513514	

Percent of Projects







Percent of project mods requesting additional time/funds

11

73% of project mods requested additional time and/or funds

HSR&D denied 1 of 71 requests for additional time and 2 of 33 requests for additional funds

*Includes requests for changes in key personnel, location, and/or methods, and reallocation of funds.





Number of project mods pulled from HSR&D project modification tracking spreadsheet.

Nature of request (i.e. time, funds, other) pulled from project modification request. 
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Time Only	Funds Only	Time 	&	 Funds	Other*	0.41	0.03	0.28999999999999998	0.27	

Percent of Project Mods





Percent of project mods requesting additional time/funds by study type
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Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Whether a project involved participant recruitment based on “Human Subjects” section of project proposal.

Number of project mods pulled from HSR&D project modification tracking spreadsheet.

Nature of request (i.e. time, funds, other) pulled from project modification request. 
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Time Only	

Clinical Trial	Non Clinical Trials w/ Recruitment	Projects w/out Recruitment	0.45714285714285713	0.4	0.33333333333333331	Funds Only	

Clinical Trial	Non Clinical Trials w/ Recruitment	Projects w/out Recruitment	5.7142857142857141E-2	0	3.7037037037037035E-2	Time 	&	 Funds	

Clinical Trial	Non Clinical Trials w/ Recruitment	Projects w/out Recruitment	0.25714285714285712	0.27500000000000002	0.37037037037037035	Other	

Clinical Trial	Non Clinical Trials w/ Recruitment	Projects w/out Recruitment	0.22857142857142856	0.32500000000000001	0.25925925925925924	

Percent of Project Mods







Project mod costs by study type

13

						Projects Mods						Added Months						Added Funds				

				# of Projects		Total 		Average		Range		Total		Average		Range		Total 		Average		Range

		Clinical Trials		30		35		1.2		0,3		199		6.6		0,24		$1,320,780		$44,026		0,$287,300

		Non Clinical Trials w/ Recruitment		33		40		1.2		0,5		191		5.8		0,36		$859,582		$26,048		-$60,024, $294,123

		Projects w/out Recruitment		37		27		0.7		0,2		116		3.1		0,12		$842,213		$22,763		0,$130,500

		Grand Total		100		102		1.0		0,5		506		5.1		0,36		$3,022,575		$30,226		-$60,024, $294,123



Note: Total added funds for project mods ($3,022,575) differs from total deviation from initial project budget ($1,015,621, Slides 5/7) because total deviation from initial project budget takes into account all 48 projects that came in underbudget, whereas only 2 projects submitted project mods for coming in underbudget. 





Note: Average in this table are per project, NOT per project mod. 

Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Whether a project involved participant recruitment based on “Human Subjects” section of project proposal.

Number of project mods pulled from HSR&D project modification tracking spreadsheet.

Added months and added funds pulled from project modification request and confirmed with project modification letter.



13



Clinical Trials (n=30)
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Clinical trial recruitment outcomes
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83% of clinical trials failed to meet their proposed recruitment target…

50% failed to meet their proposed recruitment target by ≥20%





Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Proposed recruitment number pulled from project proposal.

Final recruitment number pulled from final report in ART.

Note: Two clinical trials did not report final recruitment in their final reports in ART; final recruitment was pulled from publications linked to the final reports – one project was a recruitment success, the other was a recruitment fail by <20%.
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Column1	

Recruitment Success	Recruitment Fail by 	<	20%	Recruitment Fail by ≥20%	5	10	15	



Clinical trial recruitment outcomes by primary study site 

				Recruitment Success		Recruitment Fail by <20%		Recruitment Fail by ≥20%		Total

		Ann Arbor, MI				1		2		3

		Baltimore, MD				1				1

		Bedford, MA				1				1

		Boston, MA						2		2

		Bronx, NY						1		1

		Durham, NC		1		3		2		6

		Gainesville, FL		1						1

		Houston, TX				3				3

		Indianapolis, IN						1		1

		Iowa City, IA						1		1

		Minneapolis, MN						1		1

		Nashville, TN		1						1

		Philadelphia, PA						1		1

		Providence, RI						1		1

		San Diego, CA						1		1

		San Francisco, CA		1						1

		Sepulveda, CA		1						1

		West Haven, CT						1		1

		West Los Angeles, CA				1		1		2

		Grand Total		5		10		15		30
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Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Primary study site pulled from RAFT.

Proposed recruitment number pulled from project proposal.

Final recruitment number pulled from final report in ART.

Two clinical trials did not report final recruitment in their final reports in ART; final recruitment was pulled from publications linked to the final reports – one project was a recruitment success, the other was a recruitment fail by <20%.
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Clinical trial recruitment outcomes by research portfolio

				Recruitment Success		Recruitment Fail by <20%		Recruitment Fail by ≥20%		Total

		Access				1		1		2

		Care of Complex Chronic Conditions				2		4		6

		Equity				1		1		2

		Healthcare Informatics						1		1

		Long Term Care and Aging		4		1		2		7

		Mental and Behavioral Health		1		3		3		7

		Mobility, Activity and Function				2		2		4

		Systems Modeling, Design, and Delivery						1		1

		Grand Total		5		10		15		30
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Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Research portfolio pulled from RAFT.

Proposed recruitment number pulled from project proposal.

Final recruitment number pulled from final report in ART.

Two clinical trials did not report final recruitment in their final reports in ART; final recruitment was pulled from publications linked to the final reports – one project was a recruitment success, the other was a recruitment fail by <20%.
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Fifty-percent of clinical trials had at least one project mod specifically for recruitment issues… 
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Clinical trial project mods for recruitment issues (n=18)
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Clinical trial project mods for recruitment issues resulted in a total of 127 months of additional time and $886,405 of additional funds

HSR&D denied 1 of 15 requests for additional time and 0 of 8 requests for additional funds

*Includes requests for changes in key personnel and/or location, and reallocation of funds.





Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Number of project mods pulled from HSR&D project modification tracking spreadsheet.

Whether a project mod was specifically for recruitment issues based on project modification request.

Nature of request (i.e. time, funds, other) pulled from project modification request.

Added months and added funds pulled from project modification request and confirmed with project modification letter.
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Time Only	Funds Only	Time 	&	 Funds	Other*	0.44444444444444442	5.5555555555555552E-2	0.3888888888888889	0.1111111111111111	

Percent of clinical trial project mods for recruitment issues





Clinical trial recruitment outcomes and project mods for recruitment issues
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Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Whether a project had a project modification based on HSR&D project modification tracking spreadsheet.

Whether a project modification was specifically for recruitment issues based on project modification request.

Proposed recruitment number pulled from project proposal.

Final recruitment number pulled from final report in ART.

Two clinical trials did not report final recruitment in their final reports in ART; final recruitment was pulled from publications linked to the final reports – one project was a recruitment success, the other was a recruitment fail by <20%.
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Series 1	

Failed to meet recruitment target, despite project mod for recruitment	Met recruitment target, with project mod for recruitment	Failed to meet recruitment target, no project mod for recruitment	Met recruitment target, no project mod for recruitment	14	1	11	4	

Clinical Trials





Strategies for improving recruitment proposed in clinical trial project mod requests

21

				Recruitment Success		Recruitment Fail by <20%		Recruitment Fail by ≥20%		Total

		add new site(s), change recruitment methods, increase incentives						1		1

		add new site(s), expand eligibility criteria				1				1

		add recruitment personnel				1				1

		extend time		1		2		2		5

		extend time, add new site(s)				1		1		2

		extend time, add new site(s), add recruitment staff						1		1

		extend time, change recruitment methods						1		1

		extend time, change recruitment methods, decrease recruitment target				1				1

		extend time, decrease recruitment target				1				1

		extend time, increase staff efforts				1				1

		Grand Total		1		8		6		15







Note: Strategies for improving recruitment combined for clinical trials with more than one project mod for recruitment issues. 

Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Whether a project had a project modification based on HSR&D project modification tracking spreadsheet.

Whether a project modification was specifically for recruitment issues based on project modification request.

Proposed strategies for improving recruitment pulled from project modification request.

Proposed recruitment number pulled from project proposal.

Final recruitment number pulled from final report in ART.

Two clinical trials did not report final recruitment in their final reports in ART; final recruitment was pulled from publications linked to the final reports – one project was a recruitment success, the other was a recruitment fail by <20%.
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Predicting clinical trial recruitment failure

		p = 0.046 		 		Recruitment Fail by ≥20%				 		 

		 
Reviewer concerns about recruitment
 		 		Yes		No		 		Risk Ratio

				Yes		7		2		9		

				No		8		13		21		2.04

				 		15		15		30		 



22

		p = 0.361				Recruitment Fail by ≥20%						

						Yes		No				Risk Ratio

		Primary research site a COIN		Yes		13		11		24		

				No		2		4		6		1.63

						15		15		30		



		p = 0.136				Recruitment Fail by ≥20%						

		PI w/ previous clinical trial experience*				Yes		No				Risk Ratio

				Yes		11		7		18		

				No		4		8		12		1.83

						15		15		30		



		p = 0.273				Recruitment Fail by ≥20%						

		Project mod for recruitment issues				Yes		No				Risk Ratio

				Yes		6		9		15		

				No		9		6		15		0.67

						15		15		30		



*PI w/ previous OR&D clinical trial with a start date at least one year prior to start date of project of interest







Clinical Trial status based on “Clinical Trial = Y” in RAFT and confirmed with project proposal.

Proposed recruitment number pulled from project proposal.

Final recruitment number pulled from final report in ART.

Two clinical trials did not report final recruitment in their final reports in ART; final recruitment was pulled from publications linked to the final reports – one project was a recruitment success, the other was a recruitment fail by <20%.

Whether a PI had a previous OR&D clinical trial with a start date at least one year prior to start date of project of interest was pulled from RAFT.

Whether reviewers had raised concerns about recruitment feasibility was pulled from summary statements. 

Whether the primary research site was a COIN was pulled from RAFT.

Number of project mods pulled from HSR&D project modification tracking spreadsheet.

Whether a project mod was specifically for recruitment issues based on project modification request.
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Summary of findings for all projects (n=100)

In total, IIR and CRE projects were over time by 552 months (avg = 5.5 months/project) and over budget by $1,015,621 (avg = $10,156/project).

48% of projects came in underbudget.

70% of projects had at least one project mod, and 23% had more than one project mod.

73% of projects mods requested additional time and/or funds.

HSR&D denied 1 of 71 project mod requests for additional time and 2 of 33 requests for additional funds.
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Summary of findings for clinical trials (n=30)

83% of clinical trials failed to meet their proposed recruitment target, and 50% failed to meet their proposed recruitment target by ≥20%.

50% of clinical trials had at least one project mod specifically for recruitment issues.

Clinical trial project mods for recruitment issues (n=18) resulted in a total of 127 months of additional time and $886,405 of additional funds.

For clinical trial project mods for recruitment issues, HSR&D denied 1 of 15 requests for additional time and 0 of 8 requests for additional funds.

For 8 of 18 clinical trial project mods for recruitment issues, current recruitment was not reported in the project mod request.
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Summary of findings for clinical trials (cont.)

Of the 15 clinical trials with project mods for recruitment issues, only one went on to meet their proposed recruitment target.

Review concerns was the strongest predictor of recruitment failure; clinical trials were twice as likely to fail to meet their initial recruitment target by ≥20% if reviewers had raised concerns about recruitment feasibility, as compared to clinical trials where reviewers had not raised concerns about recruitment feasibility.

Two of 30 clinical trials did not report final recruitment in their final reports in ART.

Two clinical trials requested project mods to decrease their proposed recruitment targets (one by 20% and the other by 8%), and both met their revised recruitment targets.
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Thank you to everyone who helped with this project, especially the HSR&D SPMs!

(Together, we can defeat project mods!)
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