Office of Research and Development

Field Conference Call Notes

Monday, November 20, 2017
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

On October 7, 2017 on the Executive Office of the President Office of Management website, OMB indicated that HHS was reviewing a proposed one-year delay of the revised Common Rule's implementation date while allowing the use of three burden-reducing provisions during the delay year.  VA is in the process of seeking a delay.  When more details are available that can be conveyed, they will be made available.

2.   ORD sponsored cyberseminar

The planned ORD-sponsored cyberseminar on NIH policy updates to Certificates of Confidentiality has been rescheduled to Tuesday, December 19th from 2:00 p.m. to 3:30 p.m. EST.  It will be recorded and posted on the PRIDE website for those unable to attend.

3.   Changes in FDA's IRB review requirements for single IND-Investigational New Drug activities as part of FDA's expanded access regulations

On October 3, 2017, the FDA Commissioner Dr. Scott Gottlieb announced that along with streamlining the FDA application process a physical may use as part of the process to request expanded access to an investigational new drug for his or her patient using Form FDA 3926, the Commissioner also used his authority to simply the IRB process for approving single IND treatment for patients for non-emergency use. When one has access to an investigational drug under the single IND access regulations, it is a clinical investigation under FDA regulations.  It requires IRB review and approval.  As of October 3, 2017, the FDA Commissioner has now stated that just one IRB member (the IRB Chair or another appropriate voting member of the IRB) can now approve the treatment as an IRB approval process.  It isn't called an expedited process because expedited categories are all minimal risk, and this is not a minimal risk activity.  Further information can be found at https://blogs.fda.gov/fdavoice/index.php/2017/10/expanded-access-fda-describes-efforts-to-ease-application-process.
4.   Tissue Banking questions

Kristina Hill was in charge of ORD's tissue banking program, but she left in June.  The tissue banking website on ORD's program pages directs individuals to an off-site tissue banking mailbox if one has questions about ORD-issued off-site tissue banking waiver or any questions about tissue banking in VA research. 

The page will be updated to request that questions be sent to VHACOORDRegualtory@va.gov.  If you have sent questions to the offsite.tissueanking@va.gov mailbox and not received an answer, ORD asks that you please send that question to the VHACOORDRegulatory@va.gov site.

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

Mr. Dunlow discussed the recently released VHA Office of Finance Alert titled “Research Funding”.  The primary purpose of this alert was to clarify that only the research appropriation should be used to fund direct expenses associated with a specific research protocol.  It is appropriate and expected that the other VA Medical appropriations will be used to support the VA Research mission.  The VERA model in fact provides additional General Purpose dollars to acknowledge the additional expense of supporting a research mission.  The alert identifies some of those other appropriate support expenses.
Though there is some confusion about anticipated guidance reference the recently realigned specific purpose dollars, the alert is separate and is not the forthcoming guidance concerning the specific purpose realignment.  That guidance is still being drafted by VHA CFO and hopefully will be released soon.  The guidance is anticipated to identify metrics that Directors can use to continue support of various specific purpose missions.  As concerns ORD programs, it is still anticipated that the Director’s will continue to support clinical trials, QUERI travel, and genomic/MVP as did the specific purpose dollars ORD once distributed to the field. 
Mr. Dunlow reiterated again the need to use the prior year carry over dollars expeditiously.  There has been very little expenditure of these funds since year end.  Though some expressed a desire to retain higher levels due to the uncertainty of FY18 funding, Mr. Dunlow encouraged the field to be aggressive in obligating prior year dollars.  A government shut down is not anticipated and an additional CR would provide additional current year funding.
Mr. Dunlow also commented that the new 0161X2 fund balance has grown too large and contributed almost $5M to our high carryover.  He encouraged the field to bring balances in the 0161X2 account down.

4. Service Updates:

· BLR&D and CSR&D Updates – Christopher T. Bever, Jr., M.D.
· Miriam Smyth, Ph.D.
Fall 2017 Scientific Review

We are happy to announce that the BLRD and CSRD Fall 2017 review panels have begun. I wanted to remind everyone that while applicants and stations are understandably anxious for the results of the meetings, and specifically their applications, please allow us in the Office of Research and Development the time to process the results from the review meetings. Once the funding decisions are made, Portfolio Managers may be contacted.  No contact with the Portfolio Managers should occur prior to the January 18 Margin meeting.  

Biomedical Laboratory Research and Development Service announce a new RFA:

BX18-007: BLR&D Collaborative Merit Review Award for Research (I01) 

BX18-010: BLR&D Drug Development Merit Review Award (I01)

Letters of Intent for both topics are due December 1. Information regarding the LOI may be found: https://www.research.va.gov/services/shared_docs/resources.cfm#4
BX18-007: BLR&D Collaborative Merit Review Award for Research (I01) 

Applications submitted to this RFA should focus on the etiology, pathogenesis, and/or genetics of suicidality, suicide prevention, post-traumatic stress disorder, traumatic brain injury, pain, and opioid addiction. Applications employing novel concepts or approaches are especially welcome. Areas of specific BLR&D interest include, but are not limited to: 

· Suicidality and Suicide Prevention

· TBI

· PTSD

· Pain and Opioid Addiction

· Other deployment specific conditions
Collaborative studies are appropriate to address research questions beyond the capacity of a single-site investigation, particularly to accommodate collaborations among sites with diverse expertise, perspectives, and contributions. At least 3 applications must be submitted as part of the collaborative research application.

BX18-010: BLR&D Drug Development Merit Review Award (I01)

The goal of this RFA is to accelerate translation of research from demonstration of efficacy in vivo to submission of an investigational new drug application (IND) to the FDA. To accomplish this mission, BLR&D will provide resources to support pharmacological and toxicological testing or manufacturing services for a lead agent.
In order to be eligible to submit this RFA, an investigator must have a validated target and at least one lead agent (or no more than 3 optimized lead agents for a target) with a pending patent. The lead agent must have the potential for commercial licensing and to be developed further for clinical use. 

Lead agents include novel biologics, chemical or molecular therapeutics, imaging agents (i.e. chemotherapeutics, antibodies, contrast imaging agent, specialized nanoparticles etc.).

Notes from the Services, Spring 2018:

· LOIs for Clinical Trials, Career Development, and Epidemiological Applications were received and reviewed. Notifications of decision should be communicated soon.

· Applications for acceptance of non-clinician eligibility are due December 1, 2017 and will be reviewed in January 2017.

· Requests to exceed the budget cap and off-site waivers are due December 1.

· LOIs for the two new RFAs are due December 1

Nominations for the Barnwell and Middleton Awards are due in ORD – February 1, 2018. Please follow the weblinks given below for application instructions and links to the Barnwell and Middleton Handbooks. The handbooks list the eligibility requirements and the review criteria. Non-select applicants are welcome to re-apply with the support of the Medical Center Director and Research Office. Please distribute to potential nominees.
The Barnwell award is CSR&D’s highest honor for outstanding clinical innovation and application of findings into VA Standard of Practices. This award is not for years of service to the VA or simple research productivity. The applicant’s contribution to clinical science must stand up the scrutiny of a review committee who can objectively comment on the impact and originality of the candidate’s research to VA healthcare. 

https://www.research.va.gov/services/csrd/research-awards.cfm
Similarly, the Middleton award, BLR&D’s highest honor for outstanding scientific achievement, is not awarded on the basis of a history of peer-reviewed funding or large numbers of publication. The nominee should stand head and shoulders above his/her peers in terms their impact on a research field of prime important to VA’s research mission.   https://www.research.va.gov/services/blrd/research-awards.cfm


· RR&D Update – Patricia A. Dorn, Ph.D.
Scientific Program Manager (SPM) Positions in RR&D
RR&D will soon be posting two SPM positions. One is in the program area of Behavioral Health and Social Reintegration, and the other in Chronic Medical Conditions and Aging. We will notify you as soon as the postings occur. But please let individuals and groups who may be interested know that this is coming up, as the posting time is short – 7 days. 

Dr. Stephen G. Waxman’s Pain Research Highlighted by CNBC
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Dr. Waxman, Director of the RR&D Center for the Restoration of Nervous System Function was recently interviewed by CNBC for several stories on the genetics of sodium channel 1.7 and its involvement in pain.  Dr. Waxman is an expert on sodium channel molecular biology and genetics.  The first story by Ms. Meg Tirrell focuses on a mutation of sodium channel 1.7 that leads to a loss-of-function known as conditional insensitivity to pain or CIP.  In this case, the individual feels no pain, even after experiencing bone fractures.  The second story, also by Ms. Tirrell, focuses on both CIP and a gain-of-function mutation leading to a condition knowns as erythromelalgia or “burning man syndrome”.  Individuals living with erythromelalgia are constantly experiencing burning pain, especially in the extremities.  He and his team of researchers identified these and other genetic mutations of the sodium channel 1.7 making the channel an attractive target for the development of non-opioid drugs to alleviate pain.  

•
Meg Tirrell of CNBC interviewed Dr. Stephen Waxman of the West Haven VAMC to discuss the role of sodium channel 1.7 in conditional insensitivity to pain or CIP, a loss-of-function mutation of the sodium channel 1.7.

Link to the CIP TV interview:  https://www.cnbc.com/video/2017/11/17/drug-companies-search-for-non-addictive-ways-to-treat-pain.html?play=1   

Link to CIP written article:  https://www.cnbc.com/2017/11/17/rare-genes-yield-new-hope-for-managing-pain-without-opioids.html  

•
CNBC Nightly Business Report (Meg Tirrell) interviewed Dr. Waxman on both CIP and erythromelalgia.

Link to TV interview:  http://nbr.com/2017/11/17/nightly-business-report-november-17-2017/

Additional Link to TV interview:  https://www.cnbc.com/2017/11/17/rare-genes-yield-new-hope-for-managing-pain-without-opioids.html

Pittsburgh VA RR&D Center Part of Mobility Challenge and Recognized as Innovators

The Human Engineering Research Laboratories (HERL), part of the U.S. Department of Veterans Affairs RR&D Center for Wheelchairs and Associated Rehabilitation Engineering, under the direction of Dr. Rory Cooper, is part of a new effort.  It is the Toyota Mobility Foundation & Nesta’s Challenge Prize Centre in a challenge to expand mobility across the globe for people with lower-limb paralysis. The Mobility Unlimited Challenge will reward development of personal mobility devices incorporating intelligent systems. For more information follow the link below.
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Also, HERL is a winner of the Pittsburgh Business Times 2017 Innovation Awards. The link below provides further details.

https://www.bizjournals.com/pittsburgh/event/160565/2017/innovation-awards-2017 

Samuel J. Heyman Service to America 2018 Nominations

Please look at the “SAMMIES” website, review the categories, and if you feel you have employees worthy of recognition, submit the nomination packets. Nominations are being accepted in all categories through January 17, 2018. 

https://servicetoamericamedals.org/ : main site 

https://servicetoamericamedals.org/nominate/index.php : how to nominate and forms



REVIEW RELATED

Fall 2017 SPiRE:

The RR&D Fall 2017 SPiRE application impact scores and summary statements were released in eRA on November 13. Intent-to-fund decisions will be announced by mid-December.

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

Timeline for Winter 2018 Review:

Notification of receipt of LOIs was sent on November 8. The LOIs are under review to confirm that the research topic is appropriate for review by RR&D and to identify and resolve investigator eligibility, off-site research, and/or budget issues prior to the submission of a full application. 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 with the station will be made no later than November 22, 2017. If the station is not contacted by this date, then the LOI has been accepted.

Applications must be accepted and verified in eRA by December 15, making the last possible submission date December 12 [changed/corrected applications cannot be submitted after this date]. Applications that miss the verification deadline will not be accepted for review. We strongly encourage early submission so that the PI and Signing Official (SO) can take advantage of the 2-day application viewing window to ensure that any of the problems that might arise at several steps along the way can be corrected. While we encourage the PI and SO to carefully review any system generated WARNINGS received, you should not rely solely on system validation checks to ensure a successful application submission.

RR&D has issued new FOAs/RFAs for this review cycle (http://vaww.research.va.gov/funding/rfa.cfm). This means that previous application packages cannot be re-used – all applications will need a new application package. Applications for this review may be submitted through the traditional Grants.gov submission process, Grants.gov Workspace, or eRA Commons ASSIST.

Applications will be withdrawn from review for administrative non-compliance if they do not adhere to the following: 
· 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. 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 (dated June 2017). 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 applicable 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 forms 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) attachment using the VA-ORD 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 applications must contain a Financial Disclosure appendix. A template is available on the VA-ORD Intranet at http://vaww.research.va.gov/funding/electronic-submission.cfm.

· If Human Subjects will be included in the project, the application must contain a Targeted/Planned Enrollment table as an appendix. A template is available on the VA-ORD Intranet at http://vaww.research.va.gov/funding/electronic-submission.cfm.

· All PI and Senior/Key Personnel Biosketches must use OMB No. 0925-0001 and 0925-0002, Biographical Sketch (Rev. 10/15 Approved Through 10/31/ 2018 or Rev. 09/17 Approved Through 3/31/2020). 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:
Legacy PDF application packages (traditional Grants.gov process) will not be available after the December 2017 submission deadline. All VA submissions will need to come through Grants.gov Workspace or eRA Commons Application Submission System & Interface for Submission Tracking (ASSIST) starting with the March 2018 submission deadline.
Training resources for the Grants.gov Workspace process 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 (a recorded presentation, user guides and some other helpful resources) are available at https://era.nih.gov/era_training/assist.cfm (note that VA applications are Single-Project). There is also a video targeted to SBIR, but we are told that this information works for VA-ORD applications: https://grants.nih.gov/news/virtual-learning/upcoming_webinars.htm. 

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

HSR&D Updates:

For the March 2018 review cycle ONLY, 214 ITSes were received. Of these, the breakdown is as follows: 
Parent RFA = 123

Pilot RFA = 53

LHI-Provider Behavior RFA = 7

LHI-Measurement Science RFA = 10

Implementation Research Project = 3

Suicide Prevention = 9

Nursing Research Initiative = 3

QUERI Partnered Initiative = 5

QUERI Innovators Network = 1

Concept papers and/or LOIs have been received for the other RFAs. 

Grants.gov opened yesterday, November 15th, for all applications to be submitted. The last possible submission date is December 12th. 

It is highly encouraged to review the RFAs and SF424 thoroughly as updates have been made since the last review cycle. 

For questions regarding  the review cycle, please contact the Scientific Merit Review staff via vhacoscirev@va.gov. Questions concerning electronic submission (eRA/Grants.gov) should be directed to the eRA mailbox in Outlook at rd-era@va.gov. 
Awards: USH Award Nominations:

Call for nominations will be released shortly with deadline of late January.

Nominations for field awards (best paper, mentor, research impact) are closed and will be reviewed in December. 
QUERI updates: Melissa Braganza:
The Next Round of QUERI PEI Proposals are due in December, 2017: December 8 is the down-to-the-wire (DTW) date for QUERI Partnered Evaluation Initiative proposals with a last possible submission date of December 12.  Partnered evaluations require co-funding from an operations partner; see the RFA for more details.

CIDER Updates- Karen Bossi: 
VA Joins NIH and DoD to Announce Pain Management Research Partnership
Through an interagency partnership, the National Institutes of Health, Department of Defense, and Department of Veterans Affairs announce a research collaboration focusing on non-drug approaches for pain management addressing the needs of service members and military Veterans.
HSR&D and CDC Partner for Infection Control Practice-Based Research Network.
Eli Perencevich, MD, MS, Director of HSR&D’s Center for Comprehensive Access & Delivery Research and Evaluation (CADRE) in Iowa City and CADRE Associate Director, Heather Reisinger, PhD, will lead a new and unique infection control-focused, practice-based research network (PBRN) that will be jointly funded by VA and the Centers for Disease Control and Prevention (CDC).
New Issue of FORUM: Role of Nurses in Managing Care
New Issue of In Progress: Improving Care of Mental Health Conditions
From the ESP Program:

ESP Report: Challenges and Opportunities for Pay-for-Performance as Veteran Care Moves into the Community (VA Intranet only)

ESP Evidence Brief: Near Infrared Spectroscopy for Detecting Brain Hematoma
Check out upcoming and archived Cyberseminars at http://www.hsrd.research.va.gov/cyberseminars/default.cfm
Recent Publications:

Sullivan D, Ganzini L, Lapidus J, et al. Improvements in Hospice Utilization among Patients with Advanced Stage Lung Cancer in an Integrated Health Care System. Cancer. October 10, 2017; Epub ahead of print.
Sripada R, Bohnert K, Ganoczy D, and Pfeiffer P. Documentation of Evidence-Based Psychotherapy and Care Quality for PTSD in the Department of Veterans Affairs. Administration and Policy in Mental Health. September 30, 2017; Epub ahead of print.
· CSP Updates – Grant Huang, Ph.D.

CSP #578/PRESERVE Trial

CSP #578 - Prevention of Serious Adverse Events Following Angiography (PRESERVE) had its primary manuscript recently published online in the New England Journal of Medicine (http://www.nejm.org/doi/full/10.1056/NEJMoa1710933?query=TOC).  This clinical trial involved 35 VA Medical Centers and was done in partnership with the George Institute in Australia.  This trial focused on preventing adverse kidney outcomes in individuals undergoing angiography and was led by Drs. Steven Weisbord and Paul Palevsky at the Pittsburgh VA Medical Center.

CSP #577/CONFIRM Trial 

On November 15, CSP #577 - Colonoscopy vs. Fecal Immunochemical Testing in Reducing Mortality from Colorectal Cancer (CONFIRM) reached its 50,000 participant enrollment goal.  This study is the largest VA funded interventional trial and includes 46 VA Medical Centers.  All sites who participated should be congratulated for their efforts in contributing to this historic achievement for VA.  The next step is to complete the 10-year follow-up phase and CSP asks for VA R&D Offices’ continued support of this effort.

NCI and VA Collaboration on Clinical Trials

NCI and ORD have established an interagency agreement to increase enrollment of Veterans in NCI cancer treatment trials and to establish a consortium of sites that will be able to sustain a program of cancer clinical trials at their facility.  The collaboration, the NCI And VA Interagency Group to Accelerate Trials Execution or NAVIGATE, released its Request for Applications (RFA) on November 15 via the VA ACOS/AO listserv.  It is also posted on the CSP under the ORD website at https://www.research.va.gov/programs/csp/NAVIGATE-RFA.pdf  and on the NAVREF website at https://navref.wildapricot.org/news/5589256.  NCI and some oncology groups are also informing their leadership to be prepared to help with any VA partners interested in submitting an application.

It is expected that about 8-10 sites will be selected to participate in this 3-year program.  Letters of intent are due on Nov 29, 2017 and full applications are due on Jan 10, 2018.

Any questions can be directed to CSP via email at CSP@va.gov.  
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EMBARGOED ​ ​UNTIL​ ​16​ ​November​ ​2017​ ​14:00 ​ ​JST​ ​(GMT+9.00) 


 


The ​ ​$4​ ​million​ ​challenge ​ ​to​ ​transform ​ ​the ​ ​world​ ​of ​ ​people ​ ​with​ ​lower-limb 
paralysis 


 
● Toyota ​ ​Mobility​ ​Foundation ​ ​& ​ ​Nesta’s ​ ​Challenge​ ​Prize​ ​Centre​ ​launch ​ ​multi-million ​ ​dollar 


challenge​ ​to ​ ​expand ​ ​mobility​ ​across ​ ​the​ ​globe​ ​for​ ​people​ ​with ​ ​lower-limb ​ ​paralysis  
● Mobility​ ​Unlimited ​ ​Challenge​ ​will​ ​reward ​ ​development ​ ​of ​ ​personal ​ ​mobility​ ​devices 


incorporating​ ​intelligent​ ​systems 
● Solutions ​ ​will​ ​come​ ​from ​ ​across ​ ​the​ ​technological ​ ​and ​ ​design ​ ​spectrum,​ ​from ​ ​artificial 


intelligence​ ​to ​ ​exoskeletons 
● Challenge​ ​supported ​ ​by​ ​international ​ ​ambassadors ​ ​from ​ ​worlds​ ​of ​ ​sport,​ ​media,​ ​design, 


art​ ​and ​ ​technology. 
 
Los ​ ​Angeles,​ ​California,​ ​USA​ ​(November ​ ​16,​ ​2017) ​ ​​ ​- ​ ​​ ​The​​ ​​Toyota ​ ​Mobility​ ​Foundation,​​ ​in 
partnership ​ ​with ​ ​​Nesta’s​ ​Challenge ​ ​Prize ​ ​Centre ​,​ ​has ​ ​today​ ​launched ​ ​a ​ ​​$4​ ​million ​ ​dollar ​ ​global 
challenge ​ ​​to ​ ​change​ ​the​ ​lives ​ ​of ​ ​people​ ​with ​ ​lower-limb ​ ​paralysis,​ ​culminating​ ​in ​ ​the​ ​unveiling 
of ​ ​the​ ​winners​ ​in ​ ​Tokyo ​ ​in ​ ​2020. 
 
The​ ​​Mobility​ ​Unlimited​ ​Challenge ​ ​​is ​ ​seeking ​ ​​teams ​ ​around ​ ​the​ ​world​ ​to ​ ​create​ ​​game-changing 
technology​ ​​that​ ​will​ ​help ​ ​radically​ ​improve​ ​the​ ​mobility​ ​and ​ ​independence​ ​of ​ ​paralyzed ​ ​people.  
 
The​ ​Mobility​ ​Unlimited ​ ​Challenge​ ​aims ​ ​to ​ ​harness ​ ​creative​ ​thinking​ ​from ​ ​across ​ ​the​ ​world​ ​to 
accelerate​ ​innovation​ ​and​ ​encourage ​ ​collaboration ​ ​with​ ​users​ ​​to ​ ​find ​ ​winning​ ​devices ​ ​to 
transform​ ​the​ ​world​ ​for​ ​people​ ​with ​ ​lower-limb ​ ​paralysis. ​ ​The​ ​Challenge​ ​will​ ​reward ​ ​the 
development ​ ​of ​ ​personal ​ ​mobility​ ​devices ​ ​incorporating​ ​intelligent​ ​systems. 
 
The​ ​mobility​ ​solutions ​ ​of ​ ​the​ ​future​ ​could​ ​include​ ​anything​​ ​from ​ ​exoskeletons,​ ​to​ ​artificial 
intelligence​ ​and​ ​machine ​ ​learning,​ ​from ​ ​cloud​ ​computing ​ ​to​ ​batteries. 
 
Around​ ​the​ ​world,​ ​millions​ ​of ​ ​people​ ​are​ ​living​ ​with ​ ​lower-limb ​ ​paralysis ​ ​(the​ ​most​ ​common 
causes ​ ​being​ ​strokes,​ ​spinal ​ ​cord ​ ​injury​ ​and ​ ​multiple​ ​sclerosis). ​ ​While​ ​there​ ​are​ ​no ​ ​statistics​ ​on 
paralysis ​ ​worldwide,​ ​the​ ​World ​ ​Health ​ ​Organisation ​ ​estimates​ ​​there​ ​are ​ ​250,000-500,000 ​ ​new 
cases ​ ​of ​ ​spinal​ ​cord​ ​injury​ ​globally ​ ​every​ ​year. 


 
Innovation ​ ​in ​ ​“smarter” ​ ​mobility​ ​technology​ ​has ​ ​the​ ​potential ​ ​to ​ ​create​ ​personal ​ ​devices ​ ​that 


are​ ​better​ ​integrated ​ ​into ​ ​the​ ​user’s ​ ​body​ ​and ​ ​the​ ​environment. ​ ​But​ ​the​ ​application ​ ​of ​ ​this 


groundbreaking​ ​technology​ ​is ​ ​slow ​ ​due​ ​to ​ ​disincentives​ ​such ​ ​as ​ ​small ​ ​and ​ ​fragmented ​ ​markets, 


regulatory​ ​burdens,​ ​and ​ ​reimbursement​ ​complexities​ ​from ​ ​healthcare​ ​systems ​ ​and ​ ​insurers.  
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This ​ ​can ​ ​make​ ​the​ ​field ​ ​unattractive​ ​to ​ ​small ​ ​or​ ​new​ ​entrants,​ ​and ​ ​prevent ​ ​innovative​ ​solutions 


by​ ​existing​ ​innovators ​ ​from ​ ​getting​ ​to ​ ​market. ​ ​Even ​ ​though ​ ​huge​ ​advances​ ​have​ ​been ​ ​made​ ​in 


improving​ ​travel ​ ​between ​ ​places,​ ​innovation ​ ​in ​ ​everyday​ ​functionality​ ​still ​ ​lags ​ ​behind. 


 


The​ ​Mobility​ ​Unlimited ​ ​Challenge​ ​Prize​ ​is ​ ​supported ​ ​by​ ​a ​ ​number ​ ​of ​ ​ambassadors ​ ​from ​ ​around ​ ​the​ ​world,​ ​all 


of ​ ​whom​ ​have​ ​experience​ ​of ​ ​living​ ​with ​ ​lower-limb ​ ​paralysis. ​ ​​Global ​ ​ambassadors​ ​include ​:​ ​​August​ ​de ​ ​los 


Reyes​,​ ​Head ​ ​of ​ ​Design ​ ​at​ ​Pinterest);​ ​​Yinka​ ​Shonibare​ ​MBE​,​ ​Turner-Prize​ ​nominated ​ ​British/Nigerian ​ ​artist; 


Sandra​ ​Khumalo​,​ ​South ​ ​African ​ ​Paralympic​ ​rower;​ ​Indian ​ ​athlete​ ​and ​ ​campaigner​ ​​Preethi ​ ​Srinivasan​; 
Sophie ​ ​Morgan​,​ ​British ​ ​TV ​ ​presenter,​ ​US ​ ​paralympian ​ ​​Tatyana​ ​McFadden​,​ ​and ​ ​​Rory​ ​A​ ​Cooper ​,​ ​director​ ​of 


the​ ​Human ​ ​Engineering ​ ​Research ​ ​Laboratories ​ ​at​ ​the​ ​University​ ​of ​ ​Pittsburgh. 


 


All ​ ​global ​ ​ambassadors ​ ​are​ ​available​ ​for​ ​interview​ ​on ​ ​request. 


 
A​ ​spokesperson ​ ​for​ ​Toyota ​ ​Mobility​ ​Foundation ​ ​stated: 
“This​ ​is ​ ​the​ ​beginning ​ ​of ​ ​our​ ​challenge,​ ​a ​ ​three-year​ ​journey ​ ​​concluding ​ ​in ​ ​Tokyo ​ ​in ​ ​2020​. ​ ​A 


journey ​ ​where​ ​the​ ​greatest​ ​minds​ ​in ​ ​technology,​ ​design ​ ​and ​ ​engineering,​ ​from ​ ​every​ ​corner​ ​of 


the​ ​world,​ ​will​ ​compete​ ​to ​ ​make​ ​the​ ​environment​ ​and ​ ​society​ ​more​ ​accessible​ ​for​ ​people​ ​with 


lower-limb ​ ​paralysis. ​ ​We​ ​know​ ​we​ ​don’t​ ​have​ ​solutions ​ ​yet:​ ​this ​ ​Challenge​ ​is ​ ​about​ ​working 


with ​ ​the​ ​people​ ​who​ ​can ​ ​help ​ ​develop ​ ​them.” 


 


Charlotte ​ ​Macken​​ ​of ​ ​Nesta’s ​ ​Challenge​ ​Prize​ ​Centre,​ ​commented:,  


“Challenge​ ​Prizes ​ ​are​ ​a​ ​way​ ​to ​ ​make​ ​innovation ​ ​happen. ​ ​The​ ​Mobility​ ​Unlimited ​ ​Challenge​ ​is 


about​ ​the​ ​freedom ​ ​to ​ ​move.​ ​It​ ​will​ ​support ​ ​innovators,​ ​creating​ ​cutting-edge​ ​personal ​ ​mobility 


devices ​ ​incorporating​ ​smart ​ ​technology​ ​and ​ ​intelligent​ ​systems ​ ​that​ ​will​ ​transform​ ​people’s 


lives." 


  


A​ ​panel ​ ​of ​ ​expert​ ​judges ​ ​will​ ​pick ​ ​​five ​ ​finalists ​ ​​who​ ​will​ ​each ​ ​receive​ ​​$500,000 ​ ​​to ​ ​take​ ​their 
concepts​ ​from ​ ​an ​ ​intelligent​ ​insight​ ​to ​ ​a ​ ​prototype. ​ ​​The ​ ​Challenge ​ ​winner ​ ​will ​ ​receive 
$1,000,000 ​​ ​to ​ ​help ​ ​get​ ​their​ ​product ​ ​to ​ ​market​ ​- ​ ​with ​ ​the​ ​winning​ ​concept​ ​unveiled ​ ​in ​ ​Tokyo ​ ​in 
2020.  
 
The​​ ​​Mobility​ ​Unlimited ​ ​Challenge​ ​aims ​ ​to ​ ​attract​ ​and ​ ​support ​ ​smaller​ ​innovators ​ ​who​ ​might 


otherwise​ ​struggle​ ​to ​ ​break​ ​into ​ ​the​ ​assistive​ ​technology​ ​market. ​ ​​The ​ ​Discovery ​ ​Awards​​ ​will 


provide ​ ​seed ​ ​funding ​ ​of ​ ​$50,000​ ​for​ ​10​ ​groups​ ​with ​ ​promising ​ ​concepts,​ ​but​ ​who​ ​might 


otherwise​ ​lack​ ​the​ ​resources​ ​to ​ ​enter​ ​the​ ​Challenge. ​ ​Interested ​ ​innovators ​ ​can ​ ​apply​ ​online ​ ​at 


mobilityunlimited.org.  


 
Building​ ​on ​ ​universal ​ ​design ​ ​principles ​ ​to ​ ​create​ ​a​ ​more​ ​equitable​ ​environment,​ ​entries ​ ​for​ ​the 


Mobility​ ​Unlimited ​ ​Challenge​ ​will​ ​be​ ​user-centered. ​ ​The​ ​Challenge​ ​will​ ​be​ ​a ​ ​catalyst​ ​for 


innovation ​ ​through ​ ​co-creation ​ ​with ​ ​the​ ​people​ ​around ​ ​the​ ​world​ ​who​ ​will​ ​benefit ​ ​most​ ​from 


the​ ​solutions ​ ​discovered ​ ​by​ ​our​ ​entrants. 


 


2 







 


At​ ​the​ ​end ​ ​of ​ ​the​ ​Mobility​ ​Unlimited ​ ​Challenge,​ ​the​ ​Toyota ​ ​Mobility​ ​Foundation ​ ​and ​ ​Nesta’s 


Challenge​ ​Prize​ ​Centre​ ​will​ ​have​ ​supported ​ ​teams ​ ​of ​ ​innovators ​ ​in ​ ​creating​ ​leading​ ​edge 


technological ​ ​solutions,​ ​opening ​ ​a ​ ​new​ ​chapter​ ​in ​ ​personal ​ ​mobility​ ​for​ ​people​ ​with ​ ​lower-limb 


paralysis. 


 
 
For​ ​more​ ​information ​ ​please​ ​visit​ ​​mobilityunlimited.org 
 
ENDS 
 
For​ ​more​ ​information,​ ​please​ ​contact: 
 


LA Padraig​ ​Reidy +44​ ​(0)7947242476  padraig@89up.org 


London Sarah-Jane 
Rumford 


+44​ ​(0)7810434636​ ​/ ​ ​+44​ ​(0) 
0203​ ​740​ ​5325  
 


sj@89up.org 


 
Notes​ ​to​ ​Editors 
 
About​ ​the ​ ​​Mobility​ ​Unlimited​ ​Challenge ​ ​Prize 
 


The​ ​Challenge​ ​prize​ ​is ​ ​a ​ ​tried ​ ​and ​ ​tested ​ ​method ​ ​for​ ​supporting​ ​innovation. ​ ​It​ ​offers ​ ​a​ ​reward ​ ​to 


whoever​ ​can ​ ​first ​ ​or​ ​most​ ​effectively​ ​meet​ ​a​ ​defined ​ ​challenge. ​ ​Challenge​ ​prizes ​ ​are​ ​effective 


tools ​ ​for: 


● Spurring​ ​and ​ ​supporting​ ​innovative​ ​solutions 


● Overcoming ​ ​market​ ​failure 


● Widening​ ​the​ ​pool ​ ​of ​ ​innovators,​ ​prompting​ ​collaboration 


● Creating​ ​new​ ​markets 


● Raising​ ​awareness 


 
 
How​ ​the ​ ​$4​ ​million ​ ​will ​ ​be ​ ​used  
The​ ​Toyota ​ ​Mobility​ ​Foundation ​ ​Challenge​ ​$4m​ ​prize​ ​pot​ ​will​ ​be​ ​used ​ ​as ​ ​follows: 
 


● Discovery ​ ​Awards ​ ​- ​ ​10​ ​awards ​ ​of ​ ​$50,000​ ​( ​combined ​ ​total:​ ​$500,000) 
Means-tested​ ​grants​ ​to ​ ​support​ ​small,​ ​early ​ ​stage​ ​innovators​ ​to ​ ​enter​ ​the​ ​Challenge. 


 
● Finalist​ ​Grants ​ ​- ​ ​five ​ ​awards ​ ​of ​ ​$500,000​ ​( ​combined ​ ​total:​ ​$2,500,000) 


Grants​ ​given ​ ​to ​ ​5​ ​finalists​ ​to ​ ​spend ​ ​during​ ​the​ ​Finalist​ ​Stage​ ​to ​ ​develop ​ ​their​ ​prototype 
device. ​ ​Finalists​ ​will​ ​be​ ​selected ​ ​from​ ​the​ ​eligible​ ​entries ​ ​on ​ ​the​ ​basis ​ ​of ​ ​their​ ​ability ​ ​to 
meet ​ ​the​ ​eligibility ​ ​criteria ​ ​requirements ​ ​and ​ ​their​ ​potential ​ ​against ​ ​the​ ​judging​ ​criteria. 


 
● Winner’s​ ​Award ​ ​- ​ ​one​ ​award ​ ​of ​ ​$1m​ ​( ​combined ​ ​total:​ ​$1,000,000) 


Grant ​ ​awarded​ ​to ​ ​the​ ​finalist ​ ​whose ​ ​prototype​ ​device​ ​best ​ ​meets ​ ​the​ ​challenge 
statement,​ ​demonstrating​ ​how​ ​it​ ​meets ​ ​the​ ​judging​ ​criteria. 
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Deadlines ​ ​for ​ ​the ​ ​Challenge ​ ​Prize 
Toyota ​ ​Mobility​ ​Foundation​ ​Challenge ​ ​- ​ ​Key​ ​Dates 
 
 


Key​ ​Dates 


Global ​ ​Launch ​ ​and ​ ​Opening ​ ​of​ ​Entry​ ​Period 16 ​ ​Nov​ ​2017 


Announcement​ ​of​ ​Judging ​ ​Panel 1 ​ ​Feb ​ ​2018 


Deadline ​ ​for​ ​entries​ ​to ​ ​Discovery​ ​Awards 7 ​ ​Feb ​ ​2018 
(23:59 ​ ​GMT) 


Assessment​ ​of​ ​Discovery​ ​Awards 8 ​ ​Feb ​ ​-​ ​21 ​ ​Mar​ ​2018 


Discovery​ ​Awards​ ​Judging ​ ​Panel 22-23 ​ ​Mar​ ​2018 


Public​ ​Announcement​ ​of​ ​Discovery​ ​Awardees 11 ​ ​Apr​ ​2018 


Deadline ​ ​for​ ​Entries​ ​to ​ ​the ​ ​Challenge 


End ​ ​of​ ​Entry​ ​Period 


15 ​ ​Aug ​ ​2018 


(23:59 ​ ​BST) 


Assessment​ ​of​ ​Entries 17 ​ ​Aug ​ ​-​ ​9 ​ ​Nov​ ​2018 


Judging ​ ​Panel ​ ​(week​ ​held) 12-16 ​ ​Nov​ ​2018 


Finalists​ ​Notified ​ ​(embargoed) 10 ​ ​Dec​ ​2018 


Public​ ​Announcement​ ​of​ ​Finalists 14 ​ ​Jan ​ ​2019 


Induction ​ ​Camp 4-8 ​ ​Mar​ ​2019 


Site ​ ​visits​ ​to ​ ​Finalists 4 ​ ​Nov​ ​-​ ​13 ​ ​Dec​ ​2019 


Deadline ​ ​for​ ​Written ​ ​Submissions 8 ​ ​Jun ​ ​2020 


(23:59 ​ ​BST) 


Live ​ ​Demonstrations​ ​(prototypes​ ​with ​ ​pilots) 13 ​ ​-​ ​14 ​ ​Jul ​ ​2020 


Judging ​ ​Panel ​ ​(including ​ ​Finalists​ ​pitches​ ​to ​ ​Judges) 15 ​ ​Jul ​ ​-​ ​17 ​ ​July​ ​2020 


Public​ ​Announcement​ ​of​ ​the ​ ​Winner  22-24 ​ ​Aug ​ ​2020 


 


 
 
 
What ​ ​is​ ​happens​ ​over​ ​the ​ ​three​ ​years​ ​of ​ ​the ​ ​Mobility​ ​Unlimited​ ​Challenge? 


● The​ ​Mobility​ ​Unlimited ​ ​Challenge​ ​will​ ​reach ​ ​out ​ ​to ​ ​people​ ​with ​ ​lower-limb ​ ​paralysis. ​ ​The 
Challenge​ ​requires​ ​collaboration ​ ​and ​ ​co-creation,​ ​so ​ ​that​ ​people​ ​with ​ ​lower​ ​limb 
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paralysis ​ ​can ​ ​engage​ ​with ​ ​and ​ ​shape​ ​the​ ​mobility​ ​solutions ​ ​of ​ ​the​ ​future.  
● The​ ​Challenge​ ​will​ ​crowdsource​ ​the​ ​everyday​ ​challenges​ ​that​ ​people​ ​with ​ ​lower-limb 


paralysis ​ ​face,​ ​helping ​ ​to ​ ​inspire​ ​teams ​ ​of ​ ​potential ​ ​entrants ​ ​and ​ ​shape​ ​their​ ​entries.  
● We’re​ ​giving​ ​potential ​ ​entrants ​ ​nine​ ​months ​ ​- ​ ​a ​ ​significant​ ​entry​ ​period ​ ​- ​ ​to ​ ​maximise 


the​ ​range​ ​of ​ ​entries,​ ​concepts​ ​and ​ ​ideas. ​ ​On ​ ​15​ ​August​ ​2018,​ ​the​ ​Challenge​ ​will​ ​close​ ​to 
new​ ​entries ​ ​and ​ ​the​ ​panel ​ ​of ​ ​global ​ ​experts ​ ​will​ ​begin ​ ​the​ ​process ​ ​of ​ ​judging ​ ​the​ ​entries.  


● This ​ ​isn’t​ ​just​ ​about​ ​the​ ​one​ ​winner​ ​- ​ ​the​ ​five ​ ​finalists ​ ​each ​ ​get​ ​$500,000​ ​to ​ ​take​ ​their 
ideas ​ ​even ​ ​closer​ ​to ​ ​reality,​ ​meaning​ ​the​ ​prize​ ​has ​ ​the​ ​potential ​ ​to ​ ​launch ​ ​five ​ ​concepts 
into ​ ​the​ ​public ​ ​realm.  


● The​ ​Challenge​ ​will​ ​be​ ​open ​ ​and ​ ​transparent. ​ ​All ​ ​entrants ​ ​will​ ​keep ​ ​their​ ​Intellectual 
Property. ​ ​This ​ ​is ​ ​about​ ​making​ ​solutions ​ ​happen,​ ​with ​ ​the​ ​aim​ ​of ​ ​bringing ​ ​new​ ​products 
to ​ ​market​ ​that​ ​support ​ ​people​ ​with ​ ​lower-limb ​ ​paralysis.  


 


About​ ​Toyota ​ ​Mobility​ ​Foundation 


● The​ ​Toyota ​ ​Mobility​ ​Foundation ​ ​was ​ ​formed ​ ​by​ ​Toyota ​ ​in ​ ​2014​ ​with ​ ​the​ ​aim​ ​of ​​ ​creating 


a ​ ​truly​ ​mobile​ ​society​ ​that​ ​will​ ​help ​ ​people​ ​live​ ​better​ ​lives ​ ​no ​ ​matter​ ​where​ ​they​ ​are. 


● The​ ​Foundation ​ ​aims ​ ​to ​ ​support ​ ​strong​ ​mobility​ ​systems ​ ​while​ ​eliminating​ ​disparities ​ ​in 


mobility.  


● The​ ​Toyota ​ ​Mobility​ ​Foundation ​ ​works​ ​to ​ ​provide ​ ​innovative​ ​mobility​ ​solutions ​ ​across 


the​ ​globe,​ ​from ​ ​traffic​ ​calming​ ​in ​ ​the​ ​world’s​ ​busiest​ ​cities​ ​to ​ ​hydrogen ​ ​energy​ ​solutions. 


● The​ ​mission​ ​of ​ ​the​ ​Toyota ​ ​Mobility​ ​Foundation ​ ​is ​ ​to ​ ​enable​ ​more​ ​people​ ​to ​ ​go ​ ​more 


places ​ ​by​ ​sharing​ ​knowledge,​ ​partnering​ ​with ​ ​others ​ ​and ​ ​using​ ​their​ ​innovative​ ​spirit ​ ​to 


build ​ ​a ​ ​more​ ​joyful ​ ​mobile​ ​society. 


● It​ ​utilizes ​ ​Toyota’s ​ ​expertise​ ​in ​ ​technology,​ ​safety,​ ​and ​ ​the​ ​environment,​ ​working​ ​in 
partnership ​ ​with ​ ​universities,​ ​government,​ ​non-profit​ ​organizations,​ ​research 
institutions ​ ​and ​ ​other​ ​organizations ​ ​to ​ ​address ​ ​mobility​ ​issues​ ​around ​ ​the​ ​world.  


 
About​ ​Nesta’s​ ​Challenge ​ ​Prize ​ ​Centre 


 


Nesta​ ​is ​ ​a​ ​global ​ ​innovation ​ ​foundation,​ ​and ​ ​its ​ ​Challenge​ ​Prize​ ​Centre​ ​is ​ ​​an ​ ​internationally 
renowned​ ​centre​ ​of ​ ​expertise​ ​in ​ ​the​ ​design ​ ​and ​ ​development ​ ​of ​ ​challenge​ ​prizes ​ ​for​ ​societal 
impact. 
 


The​ ​Challenge​ ​Prize​ ​Centre​ ​uses​ ​prizes ​ ​to ​ ​stimulate​ ​innovative​ ​solutions ​ ​to ​ ​some​ ​of ​ ​the​ ​biggest 


challenges​ ​we​ ​face,​ ​including: 


● The​ ​Longitude​ ​Prize,​ ​created ​ ​to ​ ​​tackle​ ​growing​ ​levels ​ ​of ​ ​antimicrobial ​ ​resistance​ ​and 


reduce​ ​the​ ​use​ ​of ​ ​antibiotics.  


● ​ ​The​ ​Inclusive​ ​Technology ​ ​Prize,​ ​a​ ​challenge​ ​prize​ ​to ​ ​encourage​ ​innovations ​ ​that​ ​gives 


disabled ​ ​people​ ​equal ​ ​access​ ​to ​ ​life's ​ ​opportunities. 


● The​ ​UNDP’s​ ​Renewable​ ​Energy ​ ​Challenge​ ​Prize,​ ​to ​ ​find ​ ​a ​ ​renewable​ ​energy​ ​solution 


capable​ ​of ​ ​providing ​ ​off-grid ​ ​power ​ ​to ​ ​cover​ ​the​ ​needs ​ ​of ​ ​war-returnee​ ​families ​ ​in ​ ​rural 


Bosnia​ ​and ​ ​Herzegovina. 


● The​ ​Dynamic​ ​Demand ​ ​Challenge​ ​Prize,​ ​created ​ ​to ​ ​reduce​ ​carbon ​ ​emissions​ ​by​ ​shifting 


energy​ ​demand ​ ​to ​ ​off ​ ​peak​ ​times ​ ​or​ ​through ​ ​excess​ ​renewable​ ​generation. 


 


To ​ ​find ​ ​out ​ ​more​ ​visit​ ​​http://challengeprizecentre.org/ 
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About​ ​Toyota 


● Toyota ​ ​is ​ ​a​ ​world​ ​leader​ ​in ​ ​reimagining​ ​mobility.  


● Toyota ​ ​has ​ ​already​ ​collaborated ​ ​with ​ ​a ​ ​number ​ ​of ​ ​experts ​ ​- ​ ​sharing​ ​their​ ​knowledge​ ​and 


expertise​ ​and ​ ​applying​ ​robotics ​ ​to ​ ​assist​ ​people​ ​with ​ ​limited ​ ​mobility.  


 


This ​ ​has ​ ​included ​ ​projects ​ ​such ​ ​as  


● IBot:​ ​A​ ​four-wheel ​ ​drive ​ ​modular​ ​personal ​ ​mobility​ ​platform​ ​that​ ​can ​ ​roll ​ ​across ​ ​varied 


terrain,​ ​raise​ ​a ​ ​seated ​ ​user​ ​to ​ ​​ ​the​ ​eye-level-standing​ ​height ​ ​by​ ​raising​ ​up ​ ​and ​ ​balancing 


on ​ ​two ​ ​wheels;​ ​al ​ ​while​ ​relying​ ​on ​ ​sophisticated ​ ​sensors ​ ​and ​ ​gyroscopes​ ​to ​ ​maintain ​ ​the 


chair’s ​ ​balance 


● Human ​ ​Support​ ​Robot ​ ​(HSR):​ ​Developed ​ ​to ​ ​assist​ ​independent​ ​home​ ​living​ ​for​ ​persons 


with ​ ​limited ​ ​arm​ ​or​ ​leg​ ​mobility​ ​in ​ ​their​ ​everyday​ ​activities​ ​with ​ ​the​ ​aim​ ​of ​ ​practical 


applications ​ ​in ​ ​the​ ​field ​ ​of ​ ​care​ ​for​ ​the​ ​elderly 


● Project​ ​BLAID:​ ​Awareness ​ ​on ​ ​your​ ​shoulders. ​ ​A​ ​device ​ ​that​ ​helps ​ ​people​ ​do ​ ​more​ ​with 


greater​ ​freedom, ​ ​independence​ ​and ​ ​confidence. 


See​ ​more​ ​here: ​ ​​https://www.mobilityforall.com/global/en/Mobility/#  


 


 
 


6 



https://www.mobilityforall.com/global/en/Mobility/#




