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FIRST THINGS FIRST 

Thank you for providing your time, and more importantly, your expertise to the discussion and success 
of the 2015 ClevelandNEW meeting. The NEW meeting is a workshop with the goal of creating a 
strategic document for the field. Your skill and leadership will be essential to the meeting’s success. This 
section is a brief summary of the meeting and details are within the chapters of the document.  

OBJECTIVE: 
 
Strengthen the neural engineering community, build a common voice to affect change, and 
develop a strategic plan for advancing our field. This workshop will produce a Strategic 
Direction Roadmap with defined vision, goals and deliverables for each theme. The roadmap 
can be used as a common message such that we all speak in a common voice to more 
effectively drive strategic activities. 

GOAL: 
 
To develop the strategic roadmap with a defined vision, goals, and deliverables for the critical 
themes defining Neural Engineering for the next 20 years. ClevelandNEW will strengthen our 
field by establishing a common voice to drive the national and global initiatives vital to our 
growth and success 

OUTPUT:  
 
A unified consensus document that will be distributed via email, print, and web. We will 
complete this document during the meeting, before the closing session on Friday, 6/26/2015. 
When the larger community speaks from a common consensus, we can enhance our impact 
on healthcare and its growth throughout organizations, funding agencies, and all aspects 
affecting our success. 

YOUR ROLE: 
 
To complete this document in the short time of the conference, your preparation and ideas 
are essential. Your expertise and vision with that of your fellow leading thinkers in the neural 
engineering field will be captured in a collective wisdom and strategic vision for the field. 
Success requires your: 

 Preparation to come to the meeting having already thought of the vision, goals, and 
deliverables for the themes in which you are participating. There is very little time to 
accomplish our goals. We will be maximally effective if you are ready to contribute. 

 Participation in the small and full group discussions. 

 Reaching consensus and supporting the meeting output. The strength of this collective 
effort will be in the collective pursuit of its goals and vision.  

THEMES: 
 
There are currently six themes that are the result of the discussions at the 2013 ClevelandNEW 
meeting. The leaders of the themes are provided and we recommend contacting leaders of 
other themes as you develop your own theme. 

 User Communication: Jennifer French (Jfrench@neurotechnetwork.org) 

 Clinical Practice: Kelly Foote (foote@neurosurgery.ufl.edu) 

 Innovation: William Heetderks (heetderw@mail.nih.gov) 

 Funding: Kip Ludwig (kip.ludwig@nih.gov), 
  Daofen Chen (daofen.chen@nih.gov) 

 Reg & Reimbursemnt:  Megan Moynahan (mxm268@case.edu) 
  Michael Hoffman 
  Cristin Welle 

 Industrial Translation: Timothy Denison (timothy.denison@medtronic.com) 

MEETING 
OVERVIEW: 

 
There will be 8 sessions to the meeting (see the detailed agenda later in this document). 
Within each theme group, there will be about 25 of your colleagues. Within several sessions 
you will break into small groups of 8 or so that every voice can be heard and then reassemble 

mailto:kip.ludwig@nih.gov
mailto:mxm268@case.edu
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into a full theme group to reach a consensus to the output from each theme. You have been 
assigned to theme based on your stated preference during registration and needs to balance 
the theme participation. Almost every attendee was assigned at least their first or second 
choice theme and then one additional. The five basic steps for each theme are: 

1. Confirmation and Key Factors: The first session will introduce the theme, confirm its 
importance, and identify the 2 or 3 key factors for the theme. 

2. Vision: Foster the vision of where neural engineering within the context of this theme will 
be in 20 years. 

3. Goals: Establish the 5 year tangible goals within this theme.  
4. Deliverables: Define clear and measurable action items that can be accomplished within 

the next two years that will drive achieving the goals. 
5. Summary: Summarize the output of the workshop related to your theme. 

RESOURCES: 
 
We will have plenty of help in accomplishing the objective of the meeting. Each theme will be 
assigned a professional writer to capture and document the results of the session in the 
workshop output document. The workshop sessions are organized with each session dividing 
further into sub-groups of no more than 8 people per group to facilitate discussion. The 
professional writers will manage several graduate student scribes that will capture the output 
of individual discussion sub-groups within the theme discussions. 

SHAREPOINT: The meeting collaboration and information will be collaborated and available on the 
SharePoint site: 

https://case0-my.sharepoint.com/personal/dustin_tyler_case_edu/NEW2015  

All necessary documents and information should be posted to the site, including this 
document, scribe notes, presentations, and the output document as it is being filled in. You 
will receive an invite to the site. If you have not by Tuesday before the meeting, please contact 
Kevin Tloczynski (kevin.tloczynski@va.gov) for assistance. 

We will provide all documentation online and 
will be expecting you to participate online with 

the meeting. You will need to have a laptop with 
you for the meeting. There will be power outlets 

available and free high-speed Wi-Fi. 

EXECUTIVE 
COMMITTEE: 

If you have any questions during the meeting, contact one of the members of the 
executive committee listed below to help. 

Dustin Tyler (Co-Chair)  dustin.tyler@case.edu  440.823.1409 (cell) 
Ken Gustafson (Co-chair) kjg@case.edu   216.401.6309 (cell) 
Eric Perreault   e-perreault@northwestern.edu  213.238.2226 
Kevin Otto   kevin.otto@bme.ufl.edu 352.294.2227 
Erica Cikanek   Erica.cikanek@va.gov  216.375.4371 (cell) 
Justin Williams   jwilliams@engr.wisc.edu 608.265.3952 
Jen French   jfrench@neurotechnetwork.org 813.362.0149 (cell) 
Megan Moynahan  mxm268@case.edu  240.204.1024 

   

 
  

https://case0-my.sharepoint.com/personal/dustin_tyler_case_edu/NEW2015
mailto:kevin.tloczynski@va.gov
mailto:dustin.tyler@case.edu
mailto:kjg@case.edu
mailto:e-perreault@northwestern.edu
mailto:kevin.otto@bme.ufl.edu
mailto:Erica.cikanek@va.gov
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PARTICIPANT INSTRUCTIONS 

PRIOR TO THE START OF THE WORKSHOP – PARTICIPANT PREPARATION TASKS 

1. Familiarize yourself with the agenda, purpose, and goals of the meeting. 

2. Review 2013 Workshop output materials for your Theme.  The 2015 is initially based on 2013 summary 

and new information from the past two years that has been identified by the theme leader. 

3. Consider what you think are the key factors associated with success of our field and its future success as 

for your themes.  

4. Consider what you would like to see as the vision related to your theme. Vision is what you would want 

the theme to ideally look like in 10 to 20 years. 

5. What are the goals, i.e. achievable states in the next 5-10 years, that would be driving toward the 

vision? 

6. What are the immediate, i.e. within the next two years, deliverables to achieve the goals, and hence, 

vision? Basically, what would you like to be able to say we accomplished by the 2017 Meeting? 

7. What would be a good test case to exemplify and drive the theme forward with regard to the vision, 

goals, and deliverables? 

VENUES 

There are two primary venues for the meeting. Maps will be sent with the participant packages. The working 

sessions during the day will be in 

The Tinkham Veale Student Center (TVSC) 

Ballrooms A,B, and C, 2nd Floor 

11038 Bellflower Rd 

Cleveland, OH 44106 

216.368.5681 

The evening sessions are intended to be casual and about building the Neural Engineering Community and 

socializing together. Food and drink will be provided in the evening and the environment will be conductive 

to talking and comradery. The evening sessions will be in the lounge and exterior spaces of the housing 

facility: 

The Village at 115 (V115) 

1672 E 115th St 

Cleveland, OH 44106 
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DURING YOUR SESSIONS 

STEP 1  |  DAY 1 (WEDNESDAY) 

 

We will begin with the 6 themes identified at NEW 2013. 

You will participate in two theme sessions on Wednesday 

evening. The objectives are to: 

1. Review the Theme (based on 2013 output) 
a. Theme leader 30-minute (or less) summary of 2013 

position 
b. Does it still make sense?  

i. If no, discuss modifications or proposed changes to 
the 2013 output 

ii. Reach group consensus on the Current State of this 
Theme 

2. Decide if this Theme still relevant or does anything need to 
be modified (look ahead to see where we’re going) 

3. Identify up to the three the most important factors involved in the Theme 
 

STEP 2  |  DAY 2 (THURSDAY) 

For each theme, the session are designed to achieve three primary outputs: Vision, Goals, and Deliverables. 

One concern is that during the sessions discussion will come up about needed interfacing between themes. 

For example, progress in the commercial translation will inevitably depend on progress in funding and the 

regulatory/reimbursement themes (at least). Rather than diverting the discussion with, “Yes, but…” 

arguments, these issues will be put in a “Parking lot” or assumptions list. Cross-theme items will be 

discussed between the theme leaders and Executive Committee during evening summary meetings. 

VISION: 
 
The desired state in 10 to 20 years for this Theme. 

 Discussions will include where does this Theme fit within the broader field in 
10 to 20 years?  

 Establish the primary elements of a Vision for each theme – i.e. the key focus 
areas (desirably singular) that would represent success in 10 to 20 years’ time. 
This is not a wordsmithing exercise and an appropriate framing sentence for 
the Vision will be developed later. 

 Produce a single vision description that describes the impact on the field in 20 
years based on an ideal version/outcome of the Theme.  

GOALS: 
 
Goals are a way of defining forward movement through achieving and/or affirming 
the selected direction. They tend to be long on direction, and short on specific 
tactics.  

 What are the 2-3 key goals that need to happen to achieve the vision?  

o The goals must be achievable in 2-5 years and support the vision.  
o These goals must be necessary and assessable.  

http://www.clevelandnew.org/index.php?option=com_content&view=article&id=66&Itemid=1
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o The goals will serve as “progressive milestones” and be reviewed at NEW 
2017 and 2019. 

 Questions to consider include 

o What quantifiable results or desired achievements are required to indicate 
that progress is being made in the next 18 to 24 months to reach the vision 
described for this theme? 

o Is there a first step (or stage) that must be reached in order to achieve the 
overall vision?   

 What is that first step? 
 What are subsequent steps that must take place or should take 

place? 

DELIVERABLES: 
 
Deliverables are the ways you will achieve each of your objectives; they are all 
about specific tactics.  

 Identify 2-3 action items that directly lead to each goal. The deliverables 
should be consistent with what a small group of individuals can achieve in 6-12 
months. The deliverables from selected tracks will be matched with resources 
on Day 3. 

 Questions to consider include: 

o What “something” can be done or delivered, that is a realistic expectation 
for this group 

o What are the events, tasks or actions that must take place in order to 
progress towards your GOAL(s) 

The Vision, Goals and Deliverables from each Theme will be assessed and aligned during Day Three. 

STEP 3  |  DAY 3 (FRIDAY) 

 

Theme Leaders will present a 30-minute summary of the vision; top 2-3 Goals; and specific Deliverables to 

be implemented in 18-24 months to achieve the goals.  
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DETAILED AGENDA 

2015 NEW Agenda 

Wednesday, June 24, 2015 
LOCATION: Case Western Reserve University, the Village @ 115, 1672 East 117th Street Cleveland, OH 44106 

 

10:00 AM - 2:00 PM Shuttle buses from airport 

10:30 AM - 2:00 PM Check-in at the Village @115 (Apartment Style lodging) 

 
LOCATION: Case Western Reserve University, Tinkham Veale University Center, 11038 Bellflower Rd, 
Cleveland, OH 44106 
 

2:30 PM-  3:30 PM Session 1: “It Just Works” & How to Make “It Just Works” Integrated 
System View 

2:30 PM –  2:45 PM Welcome and Orientation 

2:45 PM –  3:30 PM Strategic Vision: Key Note Speaker: Bill Heetderks 

 

Dr. William J. Heetderks is the Director of Extramural Science Programs at 
the National Institute of Biomedical Imaging and Bioengineering (NIBIB), 
NIH. The extramural program supports approximately 800 research and 
training grants at universities and research centers throughout the United 
States in fields of bioengineering and biomedical imaging. Dr. Heetderks 
received the Ph.D. degree in Bioengineering from The University of 
Michigan. He received the MD degree from the University of Miami and is 
certified in Internal Medicine. Before joining NIBIB he was at the National 
institute of Neurological Disorders and Stroke where he directed the neural 
prosthesis program.  

3:30 PM -  5:00 PM Session 2: Concurrent Session: Current State of Neural Engineering  
(Themes: Innovation, Consumer, Funding) 

5:00 PM -  5:30 PM Break 

5:30 PM-  7:00 PM Session 3: Concurrent Session: Current State of Neural Engineering  
(Themes: Commercialization, Clinical, Regulatory) 

7:00 PM Workshop Adjourns  

 
LOCATION: Village @ 115 
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7:15 PM -  ? Dinner and Activities  
Evening Socializing: an environment to build relationships with your 
colleagues 

 
Thursday, June 25, 2015  
LOCATION: Village @ 115  
 

6:30 AM -  7:30 AM Breakfast 

 
LOCATION: Tinkham Veale University Center 
 

7:45 AM Workshop Opens 

Session 4: Themes: Innovation, Consumer, Funding 

7:45 AM –  9:00 AM Session 4: Vision: Small group discussions; Full group consensus 

9:00 AM –  10:45 AM Session 4: Goals and Deliverables: Small group discussions 

10:45 AM –  11:15 AM Morning Break 

11:15 AM –  12:30 PM Session 4: Goals and Deliverables: Full group consensus 

12:30 PM -  1:30 PM Lunch  

Session 5: Themes: Commercialization, Clinical, Regulatory 

1:30 PM –  2:45PM Session 5: Vision: Small group discussions; Full group consensus 

2:45 PM –  4:30PM Session 5: Goals and Deliverables: Small group discussions 

4:30 PM –  5:00 PM Afternoon Break 

5:00 PM –  6:15 PM Session 5: Goals and Deliverables: Full group consensus 

6:15 PM Workshop Adjourns 

LOCATION: Village @ 115 
 

6:15 PM Evening Events open 

6:45 PM Dinner 

7:45 - ? Evening Socializing: an environment to build relationships with your 
colleagues 

 
Friday, June 26, 2015 
LOCATION: Village @ 115 
 

6:30 AM -  7:45 AM Breakfast & Check Out 

 
LOCATION: Tinkham Veale University Center 
 

8:00 AM Workshop Opens 

8:00 AM-  9:30 AM Session 6: Review Each Theme’s Output 
Themes: Innovation, Consumer, Funding 

9:30 AM –  11:00 AM Session 7: Review Each Theme’s Output 
Themes: Commercialization, Clinical, Regulatory 

11:00 AM –  11:30 AM Break 

11:30 AM –  2:00 PM Session 8: Wrap Up: Organize for Action 

 Box Lunch provided 

2:00 PM Workshop Concludes 
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MODEL OF WORKSHOP LAYOUT 
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2013 WORKSHOP OVERALL SUMMARY  

The Following sections provide an overview and then detailed summaries of the 2013 ClevelandNEW 

meeting. These are to provide a background for the preparing the 2015 Sessions.  

Session Provocateur(s) Exec Com Member(s) 

1) Introduction Tyler Gustafson / Tyler 

2) User/Consumer French Anderson 

3) Regulatory/Reimburs Moynahan Ajiboye 

4) Clinical Practice Litt Weber 

5) Tech Innovation Kilgore / Loeb Perreault 

6) Industry Translation Denison Williams 

7) Funding Kleitman / Kusiak Gustafson 

8) Summary Tyler Gustafson / Tyler 

 

There were eight action items that came out of the workshop. As you will see in the 2013 Committees file, 

there are between 9 and 15 members for each of the action committees. These eight “outcomes” were 

combined into the six workshop themes for the 2015 meeting. Following the overall summaries for each of 

the action items that are listed in this section, the remaining sections provide all the detailed notes and 

minutes during the discussions and table meetings from the 2013 NEW meeting. 

The overall summary of the eight action items were: 

1) ACTIVE 
COMMUNICATIONS 
WITH USERS 

from Session 2 

 
Big discussion point was about the scientist not fully understanding the 
input specifications, i.e. what is needed by the users. Also, there was 
conversation that the users were not sufficiently aware of what was 
available with technology. Ultimately, there was insufficient 
communication between the user and the rest of the research 
enterprise. Therefore, the action item was to better engage and 
communicate with users. 
 

2) ADVOCACY 
(REGULATORY) 

from Session 3 

 
The research community is insufficiently aware of the regulations, 
upcoming changes in the regulations, and the impact regulations have 
on our work. For example, the regulations are predominately designed 
for commercial interests to achieve marketing approval. Those 
requirements for testing are not optimal for early phase, academic 
research. In fact, they are becoming nearly prohibitive to academic 
clinical research. Further, as single voices we have nearly no capability 
to change or effect the FDA. Therefore, we need to join as a community 
and to partner with larger interests to hear our needs.   
 

3) NETWORK BUILDING 
(CLINICAL PRACTICE) 

from Session 4 

 
There was recognition of the challenges faced on the clinical side and 
the need for mutual benefit for clinical colleagues in the development of 
neural technology. Consequently, it was thought to be more efficient and 
effective if we build networks of clinicians that are interested in neural 
engineering. As well, there was recognition of benefit to development of 
continuing education courses to train clinicians in neural engineering. 
This is important in moving NE into more mainstream clinical practice. 
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4) CASE STUDIES 
(CLINICAL AND TECH) 

from Session 4 

 
The lack of good sources of true information about both success and 
“failure” of NE technology leads to too much misinformation. Equally, the 
lack of “best practices” information leads to too much re-inventing of the 
wheel. Therefore, the action item was to build a clinical cases resource 
for the field to use and grow going forward. 
 

5) EARLY INDUSTRIAL 
FEEDBACK 

from Session 6 

 
We have a classical problem of building hammers and looking for nails. 
Similarly, the pathway of technology to implementation can be expedited 
if there were a method of getting feedback from industry much earlier in 
the process of tech development. The action item was to build practices 
and opportunities to get early industrial feedback into the tech 
development cycle. 
 

6) “VALUE CHAIN” 
RESOURCES 

from Session 6 

 
Most companies have models of assessing technology, i.e. a technology 
value chain. The value chain for different companies are different. 
Having insight into the value chain and pathways can help optimize the 
research and design process. The goal of this aim is to develop a 
resource of this information available to the community. 
 

7) ENGAGEMENT 

from Session 7 

 
There were significant discussions about the challenges in funding. 
While complaining seems to be our pastime, the more productive 
discussion came down to an understanding that the review process and 
general funding development needs more engagement by top 
researchers and leaders in the field. The leadership of the community 
does not sufficiently engage in our professional obligations, such as 
review panels, advocacy in congress, and other national service related 
activity. The goal of this action committee is to engage in support and 
service. 
 

8) ADVOCACY 
(FUNDING) 

from Session 7 

 
There is a lot of misinformation and assumptions that exist about 
funding. As well, it is not clear that the research community knows the 
best funding mechanisms for the research they are pursuing. The idea 
of this item is to create (or link to) funding resource roadmaps, 
infographics, and other guides to the funding roadmaps that are 
available. A “one stop” shop for compiling information of funding 
resources and information to help understand if the funding mechanisms 
are meeting the needs or if they are being utilized appropriately. In 
addition to “splitting the pie” appropriately, it is important for the research 
community to provide the information and justification for the investment 
and help grow the pie. The group is to support consumer advocacy such 
as working with consumer groups, veteran service organizations, 
congressmen, and other lobbying organizations. 
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2013 USER COMMUNICATION THEME SUMMARY 

The following information is a summary of the action items and discussions from all the tables and 

participants from the 2013 ClevelandNEW Workshop. Please use this as a basis for preparing the 2015 

Theme. Feel free to modify based on changes that have occurred in the field over the past two years and by 

your expertise in the field. 

SUMMARY 

Communication to the user 
communication from the user 
COMMUNICATION - What is/are the forums? 
Do we need to spend more time on sales of message? Do we need a marketing campaign? 
 
Managing perception, managing expectations 
 
Change is tough - if catch early, then will be part of the new life - If we wait, will need to learn a new life 
AGAIN! 

 

SESSION 2 TABLE SUMMARIES  

TABLE 1 
 
-Big point:  
Always remember our end goal: improve quality of life 
-Getting it out to consumers helps perfect the technology 
 
Lack of education in public of what implanted devices will interfere with. Patients have concern 
that implanted devices might interfere with future  
biological therapy. Scientists may not communicate the options clearly. 
 
Therapeutic options explained to patients might be biased based on where the patients get 
their information.  
 
There isn't a specialty that has claimed this field. Where is the home for this technology? We 
need to develop a community. 
 
Do we need to train from MD/PhD to create a clinical group? 
 
Emtional aspects are not addressed by the science. Giving up the hope of a cure is difficult for 
a person living with permenant paralysis.  
 
Engineering has an opportunity to create technologies that are reversible.  
 
We need research that addresses the reversibility of technology and the effects of 
explantations. This evidence based research will help patients make a more informed decision. 
 
Don't assume patients get education on available therapeautic technologies from acute care 
clinicians. 
 
Cost effective of the device. The device should be able to be used independently or else there 
might be a cost of care to assist with the device.  This may not result in an increased cost if the 
patient already has assistance. Be ready to address these concerns to the consumer and 
communicate the costs clearly. There are may downfalls to having an attendant. 
 
How devices and implants look are very important. It is a very personal nature. Opinions on the 
same device differ across the patient population. 
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Engagenment of the device is indicative of the success of the device. The media plays a role 
on the acceptance of the device. 
 
Other countries (Japan) may be further along in the perception of technologies and their 
acceptance. How do we create a culture of acceptance?  
 
The patient preferred timeline for an implant contradicts the suggested intervention timeline of 
physicians.  Patients prefer to have an implant within a year which is earlier than the 
intervention  timeline prescibed by physicians. 
 

TABLE 2 
 
Why get (or not) an implanted device? 
Information on implants technology may be conflicting; what knowledge is out there? 
clinicaltrials.gov 
Fear from unknown outcomes/uncertianty/untested technology 
Lack of information of clinicians, not just public and patients 
Internet as primary source of information, good and bad 
Neural engineering not claimed by clinical specialty, homeless, lack of voice 
Sustainability, service and maintenance, future implications, longterm reliability concerns 
Is fear stratified by injury level? 
Beyond fear, is there desperation (biotourism)? 
Opportunity to alleviate fear with on-demand approaches, individual can return to pre-
intervention state 
 
Knowledge of Devices and What's out there? 
 
Ability to use device independently 
Cost of care/caregiver 
Cost-effectiveness 
Could cost of device be another fear? Argument that device should not increase cost of care 
Individuals may enjoy companionship and reliability of caregiver, however individuals may 
more likely wish to retire attendants and prefer friends/family for social enrichment 
 
Why not add another device if there are already some implanted? On the other hand, there are 
already surgical scars, why have more? 
Aesthetics are important - scars may be an issue. 
Have offered to repair tattoos, which can hide scars, take into consideration, but individuals do 
not hold their art so precious as to avoid an implant 
Self-consciousness about appearance, wish to feel normal 
 
Aesthetics of "box" may or may not be acceptable 
Make devices fashionable 
Individuals are starting to feel more interested in displaying devices, social acceptance of 
prostheses - fashion statments 
Society's perceptions are changing 
Possibly more acceptance of exoskeletons if movement were more natural in addition to more 
aesthetic design 
It takes time for the public/society to get used to new devices being used by individuals around 
them - "critical mass" for perons with devices 
Culture for robots and acceptance of assistive devices - forward thinking 
 
Portability versus having extra stuff to carry around 
 
Limited downtime post surgery versus difficulty committing time 
 
Need additional education on timing of implants, not just available tech 
 
Will this device meet user expectations, fear? 
Never know how individual interprets information conveyed 
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Restoring 1 function may not be enough benefit to outweigh downtime (versus decrease in 
secondary conditions) 
 
Patients want to be wholly normal, begin by targeting individual assessments and goals, but 
they need something more robust 
 
What does it take to convince someone to accept implanted devices, especially if they may 
have ot sacrifice something? 
 

TABLE 3 
 
Why & Why Not? What else is available for fxnl restoration? 
 
Researchers often tear down compeititors, which makes it hard for others to decide what is 
and isn't a good option. 
 
What about the fear of interfering w/ biological soln's or further injury?  What does that stem 
from?  What about biological tourism?  How does that play into this? 
-Not just restricted to cervical level injuries 
-Emotional things are not as often evaluated in science.  Giving up on the hope that something 
will change.  Want to keep that hope.  If you think a device will interefer, it's going to be much 
harder to make the decision to get an implant. 
 
So maybe this goes beyond education to an emotional level that goes beyond just presenting 
the facts. 
 
Some examples where you just can't go back (yet): when nerves are cut for therapy.  We can 
go back by turning device off.  Can't go back after introducing drugs/stem cells.  That's an 
advantage we have, but perhaps we don't communicate it well.  Should we be doing studies on 
explantation success?  Is this reversion arguement academic or clinical? 
 
Don't assume that people know what's out there, what it can do, what it can't do.  Need to work 
on getting and keeping the message out there. 
 
Ability to use independently 
How do you judge cost effectiveness? 
 
Is it another fear that the cost of care will be more expensive with the device than without?  
How can it cost more with a device than without it? 
->If I get a device, will it work the next day, or am I going to need help to use it? 
Is it a reality? 
What thought process does the consumer go through when making the decision? 
What is the break-even point from a consumer's perspective?  How big does the trade-off have 
to be? 
 
Too many scars?  Too many implants?  Already have implants, what's one more?  Aesthetics 
and Inteference. 
I don't want to look like a strange person.  Already looked at differently b/c in a wheel chair.  
Just want to look/feel normal. 
 
Is it obtrusive? 
Is this really a fxn of efficacy?  As devices get better, ppl will put up with more.  As the devices 
become more successful, will people be more interested/willing to display the tech?  
Prostheses are changing and society's perception is, too. 
 
VA is working with NASA on some of these techs.  In Japan, they are light yrs ahead of us in 
accepting the tech.  Ppl walk around en masse with these devices on.   
What is the difference?  Why does it work there?   
They're the 1st culture to build robotic nurses/helpers/baby sitters. 
 
Is it portable? 
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TABLE 4 
 
Implanted devices 
pro: not much else available to restore function 
con: fear of interfering with biological therapy to repair spinal cord 
Consumers might not know how to judge if an implantable device will interfere 
Sign on for clinical trial-- more risk involved  
Pros/cons of internet searches for treatments 
This field hasn't been claimed as a clinical specialty 
Lower-level injury perception versus high-level injury 
Giving up hope that something with change biologically-goes beyond education and to 
psychological issues 
Selling people the idea of being the guinea pig when they think they are getting a finished 
product (like an iPad) 
Our technologies can be changed (unlike medications that can't be untaken or stem cell 
therapy that can't be reversed) 
Clinical trals that look at implantation successes 
How reversible is it? 
 
When? 
Early post-injury versus many years after injury 
Need more educational materials- don't assume that the word is getting out 
 
Independence 
Does the device require assistance to set up/how much time?  Cost of care 
Do requirements for assistance go up or down with the device? 
Independent use is preferable 
 
Surgical costs 
Aesthetics very important 
Different patients have different views: some are more likely to get a new implanted device 
after previous surgeries, some want to minimize so they don't add scars 
 
Obtrusiveness 
Esternal appearance is not obtrusive vs. external box is obtrusive 
Public acceptance of technology 
Prostheses: utility and fashion 
How to change the culture to accept technology and make it normal 
 
Portability 
 
Down time post-surgery 
Manage expectations 
Is the benefit sufficient 
 

TABLE 5 
 
SCI population considers implanted devices because they feel like there aren't any other 
options currently, but hold out hope for another option and fear interfering with that 
implementation.  For individuals with permanent paralysis... emotions play a HUGE role (not 
just a logical decision).  Giving up hope on a "cure" is depressing.  Make sure not to be 
misleading about research development vs. final products. 
 
We (as research engineers) may get in our own way of communicating options because we 
are competitive with one another. 
 
Should SCI subjects be encouraged to speak to PM&R doctors instead of searching the web?  
PM&R doctors' culture may need to adjust to be very well versed in these technologies. 
 
We should use the fact that the devices that we develop are not permanent (implanted -- kind 
of messy)  as an advantage.  This point may require a study. 
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Once people get several years post injury and have found a stable routine, they will become 
less likely to be motivated to disturb their daily routines.   
 
If the device can't be used indepedently, it is an important considerations for users that they 
are paying for a device and still paying for the care.  
 
Is an increase in independence (even if care is still required) worth an increase in cost?  This is 
going to be varaible per subject, but an important consideration. 
 
"There are many downfalls to having an attentdant"  -- Frustration. 
 
"Aesthetics are very important.  Too many scars are an important consideration" 
 
Exoskeletons increase alienation of users from the "normal" 
 
Why would users want to get a surgery, if they will still have external boxes, etc? 
With regards to aesthetics, use in community vs. devices meant for only use at home.  If a 
device was PERFECT in functionality (natural and reliable), would aesthetics be less 
important? 
 
Acceptance of disability in regular Olympics added a boost for acceptance of protheses.  This 
could be a means to increase pride in having these kinds of devices. 
 
Japan is light years ahead of America in accepting the use of exoskeletons for movement 
restoration in the community in a manner that doesn't alienate users.  The difference is 
probably a result of Japan's mass acceptance of robotic devices in activities of daily living for 
able-bodied and paralyzed individuals alike.  We have to commit to the idea of applying our 
technologies in other fields beyond rehabitation for injury or disease to increase societal 
acceptance.   
 
Multi function restorative devices are key for implanted devices to make sure the benefit 
outweighs the downtime. 
 
Objective:  "Want to be normal as a whole" 
 

TABLE 6 
 
Fear of interfering with future therapy 
Risk of being involved in a clinical trial 
Neural engineering doesn't have a clinical home 
Users need confidence in sustainability of research programs 
Is there a split in fear of interfering in future therapies across injury levels 
For some devices (i.e. bladder stim) the fear is realistic, but for many devices it is not realistic. 
Devices can be turned off. 
Need studies of the ability to remove devices 
Find better ways to advertise to users/consumers 
Consumers fear that hiring an assistant to help with device will cost more than without device 
Many of these issues are very personal, and positives for some people may be negatives for 
others 
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2013 REGULATORY & REIMBURSEMENT THEME SUMMARY 

The following information is a summary of the action items and discussions from all the tables and 

participants from the 2013 ClevelandNEW Workshop. Please use this as a basis for preparing the 2015 

Theme. Feel free to modify based on changes that have occurred in the field over the past two years and by 

your expertise in the field. 

REGULATORY & REIMBURSEMENT SESSION SUMMARY  

FDA processes 10000 applications per year 
New Division of Neurological and Physical Medicine Devices 
standardization of biocompatibility testing currently underway at FDA 
 
1. Community: 
-Users 
-Academics 
-Industry 
-Clinicians 
- Separate groups into early vs. late stage clinical trials? 
 
2. Areas of focus: 
- FDA biocompatibility process (what should community's input be) 
- Guidelines for device classification 
- Advocate for inclusion of patient perspectives in FDA approval process 
 
3. Action Items: 
- 30 days: Write letter from community to FDA with respect to biocompatibility rules for small-scale trials. 
Regulations should be appropriate for different stages of research continuum. Circulate for signatures. 
- 1 year: Develop some methodology for influencing regulations as a community. Possibly a PAC or 
advocacy group. One goal is to focus on device classification. 

 

SESSION 3 TABLE SUMMARIES  

TABLE 1 
 
1. How are we defined as a community?  Which of these attributes are similar across members 
of our community? 
 
-The patient populations or conditions we are trying to target (5) 
We all address disorders with a neural component. 
 
-The kinds of technologies we are trying to develop (2.5)  
 
-Our stage of development / translation to commercialization (1) 
 Technologies are at very different stages. 
 
-The unmet needs of the patients we are trying to help (1) 
We seem motivated on answering questions we find scientifically interesting.  
 
-The need for innovation to address gaps in existing clinical practices (5) 
 
2. All were 5. 
Other:  
-Our community would like more tailored education on requirements by the FDA. Information 
transfer is a challenge. 
 
3. Establish what the “voice of patients” sounds like for this community and educate the FDA 
on their specific needs and interests. (5)  



15 
www.ClevelandNEW.org 

Surveying the patient population to determine needs. 
 
Other 
-Identify new programs that we would benfit to be a part of.  
-Have an UNconference with the FDA for the neural group. 
 

TABLE 2 
 
Question 1 
Group of people define issues and community coalesces around consensus, possibly with a 
position paper, possibly forming a society, especially including an advocacy group or watchdog 
group, identifying leaders and creating central communication for the community 
Go Megan! 
 
Generate FDA response (timely issue) and identify community 
 
Question 2 
Establish a "watchdog" group, need a unified voice 
 
Question 3 
5,5,5 
 

TABLE 3 
 
The one thing that ties us all together is that we want to restore a lost fxn through neural 
interfaces.  This is the voice we should talk to the FDA with.   
 
What are the most pressing issues? 
From a perspective of advocacy, must work as a team with all the key players delivering the 
same message. 
 
We need to provide what are the standards of biocompatibility.  This should come from the 
community.  We need to establish the standards. 
 
Need to have clear guidelines as to how they classify a device. 
Guidelines should also exist as to subsequent and off-label usage of the device. 
 

TABLE 4 
 
Who are we? 
Safe restoration of function for people with neurological disorders and injuries using technology 
 
What are the most pressing issues? 
Patient-first: we and the FDA need to understand the needs of patients 
We all need to work together as a group with the FDA  
We need a network to manage the communication with the FDA and other advocacy groups 
 
What can we do to get started? 
We need to respond to the FDA of their proposed guidance for biocompatibility 
We need to define what matters to the patient and how much improvement is required by the 
technology 
Online Forums - connect users/consumers/medical professionals (primarily from viewpoint of 
consumers) - controlled/reliabile membership- LinkedIn 
 

TABLE 5 
 
Our community is defined by creating an environment where all groups (academic, small 
business, MEDTRONIC, etc.) are subject to regulatory requirements that facilitate innovation 
for novel technologies into pilot testing and eventually clinical deployment. 
 
Major Hurdles 
 
1) more consistent, less burdensome regulation for academic, exploratory, pilot studies of early 
neurotechnology devices under an IDE for a small number of patients.  (less requirements for 
materials, manufacturing, statistical metrics, etc). Resolve regulations based on phase of 
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development.  Pilot vs. pivotal vs. marketed devices should be managed under distinct 
regulatory processes as appropriate. 
Examples of extra burden:  No use of Master files and All testing is GLP 
 
2. Advocating that it is worth the FDA's effort to develop these separate regulations. 
 
3. Willingness for FDA regulation of neurotechnology devices and products as modular 
elements.  For example, ability to clear/approve an implantable EMG recording system for 
prosthesis control as a stand-alone device, without having to get it cleared/approved in 
conjunction with a complete prosthesis.  Many neurotechnology devices under investigation 
(BCI devices, functional stimulators, etc.) are modular and intended to be used with many 
different other devices and systems. 
 
Action right now: 
Advocating the specific burdens and feedback for FDA draft guidance. 
 

TABLE 6 
 
1. COMMUNITY 
 
This meeting is heavy on science, light on clinical and industry representation 
ISO-10993 would chill IDEs and early device development 
Advocac 
Neural engineering community should be defined internationally 
Carrot and stick approach. Include international researchers to threaten moving research 
projects offshore 
 
Community is 
  --Users 
  --Clinicians 
  --Industry 
  --Academics 
Broad approach is more likely to have an impact 
 
2. AREAS TO FOCUS ON 
 
Common theme: How do we convince FDA to approve devices rather than application for pilot 
studies? 
Advantages of master file approach 
 
NIH reviewers don't understand the IDE and master file approach 
 
Database of device master files to reduce reinventing the wheel. 
 
Consumers understanding of risk/benefit ratio should be considered in early small scale clinical 
trials. Early adopters also care very much about leaving a legacy of scientific discovery. 
 
Educate funding agencies to change incentive structures towards translation 
 
Educate academics to understand value proposition for different approaches. Understand 
economics of translation and focus more on projects that have better translation potential. 
 
3. CONCRETE THINGS TO DO 
 
Write a response to FDA about biocompatibility requirements 
Approach FDA about focusing on device testing rather than application testing. Allow for 
development of platforms. 
Convey concerns to BRAIN initiative panel. Need talking points and concensus message. 
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2013 COMMERCIAL TRANSLATION THEME SUMMARY 

The following information is a summary of the action items and discussions from all the tables and 

participants from the 2013 ClevelandNEW Workshop. Please use this as a basis for preparing the 2015 

Theme. Feel free to modify based on changes that have occurred in the field over the past two years and by 

your expertise in the field. 

COMMERCIAL TRANSLATIONS SESSION SUMMARY  

TOP BARRIERS: 

1.  Understanding the value proposition. Value propostion challenging for "orhpan" diseases. 
2.  Incentives of all parties. 
3.  Understanding what is translatable. There is a lack of knowledge of the value chain. 

SOLUTIONS: 

1. Have a prototype of value proposition 
2. Negotiate reimbursements and take alternate routes such as humanitarian device exemptions 
3. Have a process in place that facilitates collaborations with other institutions (joint IRB).  
4. Alternative business models 

SHORT TERM ACTION ITEMS: 

1.  Workshop/working groups on value chain pathways (Tim). 
 

SESSION 6 TABLE SUMMARIES  

TABLE 1 TOP PROBLEMS: 

-Balancing initial costs vs. consumer value reimbursement system 
-Obtaining consumer and non-technology based value chain data  

SOLUTIONS: 

Obtain consumer feedback to obtain value data 
 
will regulatory barriers will drive academic centers to european centers for initial studies 
(industry model)? 

SHORT TERM ACTION ITEMS: 

-Partner with consumer groups to get consumer feedback 
-Create a space to seek potential international collaborators  to test products overseas 

LONG TERM ACTION ITEMS: 

Lower upfront costs of devices 
 

TABLE 2 BARRIERS/PROBLEMS 

-The financial drivers behind technologies and applications are unclear 
-Difficulties collaborating with other institutions because of tech transfer hold-ups 

SOLUTIONS 

-Devetop a matrix with outcomes/quality/access cost/price to consumer- figure out how this 
works for us-- determine what the actual finanical drivers behind  
-Gauge interest in technology, and determine what needs to be done to prove value 
-Form an agreement between a consortium of universities to facilitate tech transfer and 
IRB/data sharing. 



18 
www.ClevelandNEW.org 

SHORT TERM PLAN 

-Begin to form the economics matrix for each application- this can be refined 
-Start with a couple universities to have a tech transfer/IRB/data share agreement-- get this 
started.  Other universities can then be invited in to expand the consortium- or identify other 
institutions in this group that already have it. 
 

TABLE 3 
 
We lack a vertically integrated organization. 
 
Recommendations/AIs 
People need to determine if the research will contribute to society 
Develop an understanding of reimbursement mechanisms 
Convene a meeting/workshop with individuals at all levels (vertical integration) to focus 
specificially on tech transfer/translation to marketplace 
 
Dustin has been charged with becoming a vertical integrator 
 

TABLE 4 
 
User quality of life is superlative goal 
Companies are an engine to be engaged by academia 
PI may be out of the loop (negotiation, licensing), need functional tech transfer offices 
 
Differing incentives of companies, researchers, users, and payers 
Researchers may be naive to profit motive - all parties need to understand 
Companies may acquire a technology and then shelve it 
 
Modify Denison cost-benefit equation to more heavily favor user quality of life 
 
Alternative funding/business models to deploy devices? 
 

TABLE 5 
 
Before we move on in the research continuum, have a systematic way (checklist?) of 
ensuring that effort hasn't been lost with regards to translation 
Balancing keeping economic issues in mind from the beginning to the end, without stifling 
innovative research 
 
Solution 
Research community needs more access/education (from industry who are well versed in 
the factors and issues of translational value) on what is involved in the "whole picture" of 
translating technology 
Take advantage of the modularity of our technologies to increase the translational value 
(technology useful in several applications) 
 

TABLE 6 
 
Barrier: 
- Small populations may have severe disability but may not have sufficient value to large 
corporations 
 
Solution: 
- Develop alternative business models that rely on other funding (donation, endowments, 
government funding, other) and explain the benefits of decreased healthcare costs through 
technology 
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2013 CLINICAL INTERACTION THEME SUMMARY 

The following information is a summary of the action items and discussions from all the tables and 

participants from the 2013 ClevelandNEW Workshop. Please use this as a basis for preparing the 2015 

Theme. Feel free to modify based on changes that have occurred in the field over the past two years and by 

your expertise in the field. 

CLINICAL INTERACTION SESSION SUMMARY  

Key Ingredient = Integrators  
Improve incentive structure (tenure/ promotion criteria,  Tech transfer, foster relationships) 
Change way papers are rewarded (reward translation)..protect surgeon time 
Conflict of interest 
Self motivated, manage risks, process 
Funding..education, network building, education 
 
Action Items 
Build a network...community..professional 
Design controls: embed engineers with clinicians..all requirements for a product 
Teach it, preach it....grad school and undergrads 
Identifying important problems, solvable 
Change incentive structure institution by institution...to finish something 
Promote translational faculty 
Incent clinicians to do research, student loans 
Education:  Ensuring that practical classes, team projects etc. are encouraged to better prepare 
students for industry or clinical translation.  Consider offering a separate MS for biomedical translation 
Master's trainees 
Education of everyone working in clinical translational area: Best practices 
Communication...define best practices as a community 
Better training, selection and guidance for reviewers 
Educating junior faculty in the review process....observers, ad hoc 
Nominate junior reviewers for review panels/Volunteer to be a reviewer! 

 

SESSION 4 TABLE SUMMARIES  

TABLE 1 
 
Adjust incentive structures: 
- Change requirements for promotion and tenure for clinicians 
- Pay clinicians for research 
- Increase prevalence of training grants to provide more funding for students and post-docs 
working on translational projects 
- Fund residency research years 
 

TABLE 2 
 
Top Problem : 
Clinicians are under termendous pressure that limits their research time.  
 
How to address barriers: 
 
*Wave payback for clinicians to create incentive to be involved in translational research. 
 
*Create a more involved tech transfer department (IDE submission, IP space, connections) 
 

TABLE 3 
 
Top Problem: 
Lack of appropriate incentive structure 
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Barriers 
Big Data/ Data Sharing/ Data Analysis 
Acesss  
Balance new technology development with translation/how translational research is viewed 
 
How do we overcome 
Change peer review process/tenure & promotion criteria 
Need Tech Transfer Offices to promote sustainability 
 

TABLE 4 
 
TOP PROBLEM(S):  
EDUCATION 
COMMUNICATION 
NETWORK 
 
Barriers 
Appropriate Funding Mechanisms w/ Educated Reviewers 
Education of reseearchers, clinicians, population alike 
 
How to address them 
Marketing blitz 
Incentivizing clinician research participation  (protected time, CME) 
Student/Resident research rotation/fellowship programs 
Create a research marketplace listing ppl interested in research 
 
A few action items 
Network (e.g. LinkedIn, a Research Marketplace) 
Education 
 

TABLE 5 
 
Barriers 
Need persistent desire to see successful translation of device 
Risk/Poorly defined process for translation 
Cost 
Forming good collaborations 
 
Solutions 
Experienced sherpa(s) to navigate translation process 
Deep pockets 
Documented road map to navigate translation 
 

TABLE 6 
 
TOP 3 BARRIERS 
1. Development of technology before a deligent investigation of the need 
2. Not enough appreciation by academics that there are people looking to translate 
technologies that FIT A CLINICAL NEED.  getting engineers into the clinic is essential. 
3. No reward for a lot of effort in defining design requirements completely indepedent of the 
technology solution 
 
TOP 3 Solutions 
1.  Get engineers into the clinic 
2. Prioritize design controls. -improve teaching of design controls: the systematic collection 
of ALL the requirements for a successful clinical product BEFORE starting technical 
development 
3. Talk to clinicians before technology development 
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2013 TECHNICAL INNOVATION THEME SUMMARY 

The following information is a summary of the action items and discussions from all the tables and 

participants from the 2013 ClevelandNEW Workshop. Please use this as a basis for preparing the 2015 

Theme. Feel free to modify based on changes that have occurred in the field over the past two years and by 

your expertise in the field. 

TECHNICAL INNOVATION SESSION SUMMARY  

 CRITICAL FACTORS 

1. Money 
2. Setting reasonable expectations from all parties - investors, researchers and consumers 
3. Appropriate problems 
solutions that work -understanding consumer needs 
4. Limited/old/fundamentally not biological Technology 
5. reimbursement 

SOLUTIONS 

1. Milk the rich - as a community, provide filters to consumers 
2. Select projects that are ready for "prime time"  
3.  Consider the biology first - expanding the family 
4. cost benefit analysis in design phase 

ACTION ITEMS 

1. Make case studies of failures ans success available to the community asa way to develop appropriate 
business models 
best practices 
2. Early feedback from industry (Tim) 
3. 

 

SESSION 5 TABLE SUMMARIES  

TABLE 1 
 
Potential solution: 
- Allow rich people, nations, communities to subsidize cost for everyone else 
 
1. Barriers: 
- Academic funding mechanisms don't support incremental technical developments 
- Industry only wants to fund large markets 
- "It's not about high-tech or low-tech. It's about right-tech." 
- Difficult to identify the appropriate application and the appropriate techology at the right 
time. 
- The disorders that require the sexiest solutions tend to have small populations 
- Maybe goals aren't lofty enough 
- User requirements are not well-defined. Users want complete normal function returned. 
Can engineers do a better job defining user requirements than users. 
- These are moonshot projects. 
- The culture of SCI rehab discourages users from participating in neural engineering 
programs 
 
2. Potential solutions 
- Continue brute force approach to technology development (i.e. NNP) 
- Fund the IFR 
- Have rich patients fund poor patients 
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- Allow rich patients to fund early studies to bring down costs. 
 

TABLE 2 
 
Barriers: 
-Limitations of available nervous system interfacing technology. 
-Engineers are not sufficiently trained in biology. We don't understand the patient needs. 
 -Mismatch between market size and costs of technology 
 
Solutions: 
-Targeted academic research dedicated to improving current interfaces. 
-Modify the investment model and transparency of faliures. 
-Design controls 
 
Action Items: 
-Place to make failures available (editorial in JNE). 
 
Five year goals: 
Reliability/stability 
Robust algorithms 
 

TABLE 3 
 
Barriers: 
Unreasonable expectations for success 
Not applying technology appropriately 
Choosing unrealistic problems 
 
Solutions: 
Manage expectations for success and adoption 
Pick a good problem-find a driving problem for the field 
Problems need to be defined clinically and vetted in the marketplace  
Improve ease of use/simplify the use of the technology 
Need a Grand Challenge 
 

TABLE 4 
 
Barriers? 
No clear (consumer) input requirements 
Limited Functionality 
Weak link: the interface  
    Fundamentally not biological (not dynamic, no self-repair) 
    Scalability (large electrodes to very small neurons) 
Funding  
    Risk-adverse, overly-conservative panels w/o focus on translation 
 
How to overcome? 
Evolutionary Approach (modular hardware/software upgrades) 
High risk, high reward translational grant mechanisms 
Make failure data/info available 
 
5-yr/2-yr goals? 
Roadmap to translation (use FHS as the example) 
Standardize how we measure successes (how much is enough?) 
 

TABLE 5 
 
Barriers 
Need tenable third party payer models that take into account lifetime costs with and without 
device 
Need tenable business models for different population/impact sizes 
 
Solutions 
Reimbursement programs for orphan devices, avoid Valley of Death 
Cost-effectiveness analyses in design 
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Careful problem selection (approaches/platforms that can expand to larger populations) 
 
Goals 
Identify alternative business and reimbursement models for various devices and populations 
(orphan) 
Develop economic models for the development of the devices 
Study and disseminate success and failure cases from the past 
 

TABLE 6 
 
Barriers 
-Upkeep, technical support, maintenance 
-Unrealistic projections when the market is predicted to grow because applications will 
expand before this is proven 
-as a field we put complex and innovative technology on a pedestal for conferences and 
publications isntead of "it just works" 
-understand whether natural movement vs function is the goal.  Develop technology to use 
the simplest technology to address user's needs.  Careful balance between increasing 
complexity of the technology to improve the performance. 
 
How to overcome barriers 
-Start the industry with applications that are low risk and require simple technology and a 
HIGH priority for users, allow this application to build the infrastructure (support from peers) 
and generate a well established  
- our group must advocate on our behalf to the NIH and other funding agencies for adequate 
recognition that device translation is important 
-Very clearly defining when the technology is ready for engineering, do not hype up clinical 
application 
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2013 FUNDING THEME SUMMARY 

The following information is a summary of the action items and discussions from all the tables and 

participants from the 2013 ClevelandNEW Workshop. Please use this as a basis for preparing the 2015 

Theme. Feel free to modify based on changes that have occurred in the field over the past two years and by 

your expertise in the field. 

FUNDING SESSION SUMMARY  

connecting/evaluating mechanisms  
help build consensus between the funding mechanisms/agencies and investigation 
 
outreach  
 
We need some mechanism of matchmaking for investigators with expertise on different levels of the 
translational path 
 
working with program and review staff - specific mechanism 
 
Improving review panel expertise 
-How to approach study section 
-Educate the community on how to approach a study section 
 
Evaluating existing mechanisms (U01) 
 
Review panel management 
-Can be dominated by one person 
-Take inspiration from market research field in eliminating human factors 
-Also need to take the real world/diversity of the field into account 
-Does the current review structure work with current funding levels 
 
Suggested changes 
-Heavy focus on editorial review  
-Manage power of the scores 
 
How to make changes? 
-Needs to be done at a smaller level, otherwise change will take way too long 
 
-Need to talk to program officers to understand why a grant wasn't funded 
 
-Applicants need better guidance on how decisions are being made 
 
-Utilize resources - be mindful on where  
 
you apply 
 
managing conflicts 

 

SESSION 7 TABLE SUMMARIES  

TABLE 1 
 
Top Problems: 
1. Lack of translational appreciation in the funding agency review panel 
2.  Understanding how to fund technology refinement and awareness of available funding 
mechanisms.  
 
Solutions: 
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1. How do other study sections in other fields approach translation? Talk to them to see 
what they did. Modify our panels to accomodate for translation. 
2. Learn about available mechanisms that are a good fit to bridge technology gap.  
DARPA? U01? 
 
Short Term Action Items: 
1. Talk to program officers.  
 

TABLE 2 
 
We need to make better use of available networks 
-ResearchGate 
-BiomedExperts 
 
We need some mechanism of matchmaking for investigators with expertise on different 
levels of the translational path 
 
What we can learn from consumer: 
Need to survey all relevant groups of consumers to understand needs 
 

TABLE 3 
 
Problems: 
Professional obligations unfullfilled: people aren't serving on review panels 
Funding Agency "wants" collaboration, but this leads to CoI and that removes educated 
people from the review pool. 
 
AIs: 
Should re-evaluate what constitutes a CoI 
Must make sure reviewers are educated 
Push for serving as a requirement to funding  
Form an advocacy group to get a greater % of $ funneled to our research area 
Get the consumer involved.   
    Advocacy groups talk to Congress about what they (the consumer) wants 
 

TABLE 4 
 
Study psychology of review panels and improve group dynamics through issued guidlines 
(continual process improvement) 
 
Restructure (more engineers) and educate review panels 
 
Forge funding environment and solicitations favorable to neural engineering through 
advocacy 
 
Translational mechanisms should have clear evaluation guidelines and not rely on an 
evaluation that favors "innovation" and is biased against device translation - separate 
concept development with device translation 
 
Internal concept reviews! 
 

TABLE 5 
 
Barriers 
Limited understanding of where we fit in the system before submitting proposals.  (for 
example:  applying through inappropriate mechanisms) 
 
New travel policies for funding agencies will decrease the communication between PI and 
funding agencies.   
 
We have no mechanism to self regulate.  We spend the money that we get, we can't save.  
Totally dependent on agencies. There is a time lag for supply and demand of science (we 
can only react to changes in monetary situation so quickly) 
 
How to overcome 
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As a community, we need to advocate that we Need for the experts from funding agencies 
to continue to travel and educate us on pitfalls and good practice.   
 
Everyone must be advocates for the work proposed in their field.  Be careful of competitive 
nature 
 
talk to the program officer to help understand expectations  
 
Make sure you develop a relationship so that there can be an advocate on the review 
committee  
 
Take advantage of coaching opportunities (Kip) 
 

TABLE 6 
 
Barrier: 
- Current structure of peer review process not operational under the current funding reality 
 
Solutions: 
- Institute editorial system for funding process 
- Editor relies on expert review to aid in decision making; accountable and can provide 
justification for decisions. 
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KEY TERMS AND DEFINITIONS 

WORKSHOP TERMINOLOGY 

Throughout the workshop we will use certain terms to guide and direct our work.  We 
recognize that these terms may have different interpretations based on personal 
experience.  For the purposes of the workshop we are providing a working definition of the 
key terms that we will be using during the three days. 

 

KEY TERMS & DEFINITIONS LISTING 

 Field/Sector: Neural Engineering, as in the group, industry, academic disciplines involved in Neural 

Engineering Field.  

 Theme: The primary areas involved in the field that have to work together for the field to succeed. 6 

Themes arose from NEW 2013 (Innovation, Consumer, Funding, Commercialization, Clinical, Regulatory).  

 Key Factors: The primary factors involved within each theme. The 2013 factors serve as an illustrative 

starting point.  

 Current State of Theme: A brief summary descriptive overview of the current theme status: a synopsis 

with relevant factors.  

 Vision (at the overall Field level): the Desired State for the overall field (what we intend to become or 

achieve) in the next 20 years. Encompasses the identified Visions of the individual themes and where 

they fit within the field during the next 10-20 years and/or how the overall Field is improved by the 

achievements within each Theme. This is not a wordsmithing exercise and an appropriate framing 

sentence for the Vision will be developed later.  

 Vision (at the Theme level): Desired state of the specific Theme in 10 to 20 years time (within the 

context of the field) . This is not a wordsmithing exercise and an appropriate framing sentence for the 

Vision will be developed later.  

 Goals: The goals are the next level down under Theme Vision and must be achievable within 2 to 5 

years. A goal defines the direction and destination. Also they must directly support the theme vision. 

These goals should be necessary and assessable. The goals will serve as “progressive milestones” and be 

reviewed at NEW 2017 and 2019. Each Theme Group may commit to up to three Goals seen as 

necessary in order to achieve the Vision of the Theme.  

 Deliverables: The Deliverables fall under theTheme Goals and are the action items that directly lead to 

each goal. Deliverables are the ways you will achieve each of your objectives; they are all about specific 

tactics, tasks and actions that must occur. A goal defines the direction and destination, and then the 

road to get there is accomplished by a series of deliverables. The deliverables should be consistent with 

what a small group of individuals can achieve in 12 to 18 months.  

 Strategic Direction for the field: harnesses Strategic Thinking (as defined in the Vision) with Strategic 

Actions (as identified in the Goals and the Deliverables). Includes the set of Themes (and associated V G 

D) identified to impact the Field and also forms the road map for the field. This will be used for 

stakeholders to self-identify and also to recruit expertise and resources to each theme, including funding 

agencies.  

 


