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Developing Translational Research Gap
Fund Programs

Welcoming remarks will begin at
11:55 a.m. Eastern Time.

The formal presentation will begin at Noon Eastern

FOR AUDIO:
To connect by phone: dial +1-866-365-4406 Access code 5627649
To connect by VolIP: Click the AUDIO button at the top of the screen.

For a list of international toll-free numbers check your confirmation email for the direct link.
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The following presentation reflects the personal views and thoughts of
Sharon Krueger or Jacob Johnson and is not to be construed as representing
in any way the corporate views or advice of the University of Virginia or
innovosource and their Affiliates, Subsidiaries or Divisions, nor the views or
advice of the Association of University Technology Managers (AUTM). The
content is solely for purposes of discussion and illustration, and is not to be
considered legal advice.
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Developing Translational Research Gap Fund
Programs

Speakers:

Sharon Krueger, University of Virginia School of Medicine
Jacob Johnson, innovosource

October 21, 2015
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Thank you to our

Sponsors.
@ UNIVERSITY OF PITTSBURGH MARSHALL /
Innovation G/
INSTITUTE BORUN w.r
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Questions?

We will be taking questions at the
conclusion of the presentation.
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Operator Assistance

Audio difficulties: Dial00

Other issues: +1-847-559-0846
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Remember

to complete your survey
after the event.

Thank You!

d”TM N AUTM Professional Development Programs

Association of University Technology Managers® www.autm.net/events
Advancing Di for a Batter World®

8 Discoveries

Association of University Technology Managers®
Advancing Discoveries for a Better Wiorld®

www.autm.net
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Advancing Discoveries for a Better World®

Welcome
AUTM Members

www.autm.net
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Member Benefits

Discounted Pricing

— Professional development courses
— Annual Meeting

— Online courses

— Online job posting

— Membership mailing lists

* Access to AUTM Publications

— AUTM Better World Report

— AUTM Salary Survey

— AUTM Technology Transfer Practice Manual

— AUTM Licensing Activity Survey (currently for United States and Canada)
— AUTM Update
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Member Benefits

In-person and Online Networking
— Special Interest Groups (SIGS)

— Online Discussion Groups
— Volunteer committees
— Partnership Forum at Annual Meeting

— Meetings at national and regional levels

Additional Benefits

— Updates on legislative activity and how it affects you

— Meeting proceedings and presentations

— Member discount on the AUTM Licensing Activity Survey (currently for United States and
Canada)

— Access to post data on the Global Technology Portal
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Sharon A. Krueger,

University of Virginia School of
Medicine
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Jacob Johnson,
innovosource
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Translational Research Gap Funds: Insights from
Mind the Gap Report

Jacob Johnson
Founder

innovosource
johnson@innovosource.com
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RESEARCH
INSTITUTION
GOALS

Tactics Outcomes

RESEARCH

Operational tactics must be Success in developing these EDUCATION
aligned with and motivate the  core areas will result in
development of multiple core  outcomes with real impact to
focus areas the research environment

SOCIETAL BENEFIT

TECH COMMERCIALIZATION TACTICS DRIVE CORE INSTITUTIONAL GOALS

10/20/2015
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COMMERCIALIZATION OUTCOMES

Successful outcomes support institutional mission and goals
Expected Time from Initial Investment

Catalyzing the Commercialization Process

Growing a Community of Innovation
Building Businesses and Creating Jobs

Attracting Capital and Expertise

GENERATING TECH COMMERCIZATION IMPACT | Returning Capital

Tactics
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CORE FOCUS AREAS

Evaluation/Diligence
IP Protection
Licensing
Management

Support Programs
Start-up Development
Talent
Tools/Facilities

Improve Tech
Commercialization
Process

Tactical
Target

Alumni/FoftheU
High-tech Companies
Investors

Strengthen Engage with

Campus Groups

f:;g'e‘ryship Internal Campus External NEp
Students Capabilities and Innovation Public/Government Agencies
Support Partners
I GENERATING TECH COMMERCIALIZATION IMPACT | Tactics would ideally positively

impact/improve all three core
areas
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GAP FUND AS A KEY TACTIC

TECH TECH COMMERCIALIZATION RESEARCH
COMMERCIALIZATION OUTCOMES INSTITUTION
KEY TACTICS FOCUS AREAS GOALS

Expected Time from Initial Investment

RESEARCH

Catalyzing the Commercialization Process

AN % EDUCATION

Building Businesses and Creating Jobs
Attracting Capital and Expertise sSocCl
Returning Capital

TECH COMMERCIALIZATION TACTICS DRIVE CORE INSTITUTIONAL GOA

DISCUSSION THRUST

A well-resourced and managed gap funding program has the ability to positively
impact the tech commercialization capability in the research environment than
any other single institutional tactic
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THE REALITIES OF ES CAPITAL

STAGES OF EARLY-STAGE INNOVATION
RESEARCH TECHNOLOGY START-UP

Basic Translational Proofof  Commercial Start-up Expand/
Research Research Concept  Positioning Formation Scale
e —_—— e —
‘ Translational |
Research
Gap Funds.
a RESEARCH INSTITUTION GAP FUNDING PROGRAMS .
o e
=
£ FEDERAL RESEARCH FED/STATE PROGRAMS
o
= ACGELERATORS.
S rowowmon
[
¢ CORPORATE | veNTURE

INNOVATION CAPITAL AND SUPPORT GAP

CAPITAL REQUIREMENTS PER PROJECT OR START-UP . .
©2005-2015, Mind the Gap, innovosource

10/20/2015
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DEFINING THE GAP

RESEARCH

TECHNOLOGY START-UP

Translational Proof of
Concept

Gap Funds

Start-up Start-up

Growth

Research
Gap Funds

Formation
Gap Funds

Start-up )

Gap Funds

¢ Waive or Further Develop License to Existing Company
Al 14

* The “Gap” should be segmented to address special needs of
each stage of commercialization

* Translational Research Gap Funds: Applied development of a
promising research project to a point where it can be properly
assessed for commercial potential

©2005-2015, Mind the Gap, innovosource
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SOURCE OF TR GAP FUNDS

Translational Research

N AUTM Professional Development Programs
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Source
. Licensing Royalties

. Donation/Endowment (Alumni)
B Donation/Endowment (Non-Alumni)

* 80% supported by
institution’s own
funding sources

Equity Return
. Federal Program
. State/Region Program

* Increasing support
from public and private
programs

Local Program
. Venture Capital
. Angel Capital
Corporate Support

Type of Fund

Translational
Research
$500000
$OM $1M $2M $3M $4M

Initial Size of Fund

©2005-2015, Mind the Gap, innovosource

10/20/2015

11



é"’M N AUTM Professional Development Programs

Association of Unlversity Technology Managers® www.autm.net/events
Advancing Discoveries for a Batter World®

FUNDING VEHICLE/REQUIREMENTS

:orrg of Einancial Trsns\atiOEal
. lal
TR VY * Mostly Grants
Grant Requirements -
* 86% No Financial Requirements
Repayment 14%
oty associated with funded projects
Investment  No Financial 14% * Associated with projected
Repayment lifetime of fund----budgeted,

evergreen, or capped

Convertible loan

Equity

©2005-2015, Mind the Gap, innovosource
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$/PROJECT AND NUMBER FUNDED

Translational . . !
Research #+ Med:$33K /Avg:$121K [ ]

o

o

$0K $200K $400K $600K $800K
Average $ per Project

Average Projects Funded
S

w

* More projects, less $ per

N

* $121K average/per project

i

* ~8 projects per cycle, up to 22

Translational
Research

©2005-2015, Mind the Gap, innovosource
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USE OF FUNDS

Gap Funding Program Support

W Gap Funding Program Improvement

W Marketing/Events

Mentoring and Education Programs

Technology Assessment/Development Clinical

[ Clinical Validation/Support

M Applied Research Support
Patenting/IP Fees
Prototype Development

Commercial Assessment/Development

MBusiness Planning and Strategy

M Space/Incubator Fees

Equipment Purchase/Rental
Management or Talent

Translational Research Gap Funds

Patenting/IP
Fees

Applied Research Support

Prototype Development

©2005-2015, Mind the Gap, innovosource
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MANAGEMENT

Type of Fund
Translational
Research

Proof of
Concept

Il Tech TransferVenture Unit

Organization (Informed): Sponsoring body and
leadership

Unit (Accountable/Involved): Operation that
oversees and develops the gap fund program

Individual (Responsible): Professional that
manages the day-to-day process of the program

©2005-2015, Mind the Gap, innovosource
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FUND MANAGER

* Gap Funding Expertise

* Relationship-Builder

* Broad Market Perspective
* Active Managers

Controlled Communicator

©2005-2015, Mind the Gap, innovosource
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GAP FUND PROCESS REVIEW
|

PROMOTION

Process to communicate the gap fund program to both internal
and external stakeholders and invite them to participate

Proposal or submission process in which early information on

INTAKE project or start-up is gathered for gap funding consideration

Assessment of proposal for funding. This can range from ad hoc
EVALUATION reviews to in-depth analysis by advisory boards

' Final decision on funding which includes both authorizing funding
DECISION and communicating to both those the did and did not receive

funding

OVERSIGHT

©2005-2015, Mind the Gap, innovosource

Administering funding, managing allocations, and monitoring
projects and start-ups

10/20/2015
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GAP FUND PROCESS INSIGHTS

* Choose a Promotional (Open vs Targeted) based on fund
objectives and resources

* Use the RFP process to demonstrate transparency

* Install a two-tiered evaluation and decision-making process---
scorecards, advisory boards

* Create a feedback loop to all projects regardless of funding
decision

* Report annually to internal and external stakeholders, but
schedule the delivery prior to the institution-wide strategic
planning, budgeting process

©2005-2015, Mind the Gap, innovosource
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USE ADVISORY BOARDS

Advisory Board Overview

() of 63 funds surveyed use an
'© advisory board for support in

decision-making Composition: Compensation for Participation: Number of Members:
First Rights of  Management
TTO/ Technical/ Business- Business- View of First Opportunities.
Have an advisory board? Central  Scientific Coz‘o"v:te/ Investor Technologies  Refusal
5|7 s
67% Translational Research 34% | 40% | 17% | 9% D ’ O
4funds i) 3 2 | 2 2funds
Proof of Concept 34% 15% | 27% 24% 2 30
76% P Funds it 20 12 20 10 28 funds .n.--
26 funds representation
o, Business Formation - ‘"28% 17% | 24% 3% D 3[ 8 1
81% 13 funds represeniaton ¥ 7 ° ° 13 funds
o, Business Growth 12% | 4% | 37% | 47% 3 I. o
86% 6 unas e 2 e | e | afunas -
5 10 15 20 25 30
W Aways Number of Members
] sometimes
B nNever
©innovosource Mind the Gap 2011 A s
77% require a signed NDA

of 43 responding funds
©2005-2015, Mind the Gap, innovosource

10/20/2015
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SUPPORT PROGRAMS

PROMOTION ‘ INTAKE EVALUATION DECISION OVERSIGHT FUTURE

Programs
Evaluation and
Deveipren I N .

Programs

Internships
and Rasidonce I D B B

Programs

Community

Showcases

Extended
Advisornvestor 1 | | |

Networks

©2005-2015, Mind the Gap, innovosource
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TR GAP FUND IMPACT

Expected Time from Initial Investment ° Catalyzing

Commercialization Process:

Catalyzing the Commercialization Process ¢ 33%Yield Rate, 42%

Commercialized
T I - Leveraging Capita

Government Grants (AVG
$1:12.5)

©2005-2015, Mind the Gap, innovosource

10/20/2015
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THANK YOU! QUESTIONS

Jacob Johnson
Founder

innovosource
johnson@innovosource.com

Mind the Gap: www.gapfunding.org
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Developing Translational Research Gap Fund
Programs at Research Institutions

Sharon Krueger
Director, Translational Research Programs
University of Virginia
School of Medicine

10/20/2015
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Why Should Academia support their
own Early-Stage Research?

* Funding for research from traditional sources (NIH) has become
increasingly competitive to secure (~12% in 2014)

* Industry and cash strapped state governments have not
stepped up to fill the funding gap

* This type of research is typically not funded by venture and
angel investors.

* The number of innovative, early stage start-ups that are based
on university technologies has declined, threatening the
viability of a key source of medical innovations.
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Additional Reason for Academia to
Support Early-Stage Research

* Translational research/Proof-of-Concept
programs connect into Universities strategic
plan

— U.Va. Strategic Cornerstone Plan

* Advance knowledge and serve the public through
research, scholarship, arts and innovation

10/20/2015
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Importance of Translational
Research/Proof-of-Concept Funds

* Bridging the gap between discovery and further
technology development.

* De-risking of the technology enables and accelerates
acquisition of capital to advance the project

* Demonstrating deal-flow coming out of academia by
the increase in launch of new ventures, leading to
economic growth

é”fﬁjﬁ N AUTM Professional Development Programs
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Advancing Discoveries for a Better

University of Virginia i d Commercialization Process

De-risking Concept/Project Business Development
+  Mentoring *  Mentoring
* Real World Feedback *  Project Feedback

+  Freedom to Operate *  Industry Visits &
+  Partnering Opportunities Partnering
+  Identification of Follow-on *  Incubator

Funding +  Company Formation
\ +  Prototype Development Follow-on Funding
Business
Proof-Of- Development,
Basic Concept & New Seed Financing Venture EOmmerciali gD
Research Translational Venture Acceleration Financing
Research Creation

10/20/2015
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Background on Coulter L
Translational Partnership &

* TP programs started in 2006 with funding from the Wallace H.
Coulter Foundation

* 10 Universities selected: UVA, Duke, Stanford, Michigan, Wisconsin,
Drexel, U Washington, Case Western, Boston U and Georgia Tech

* S$1Minfunding each year for 5 years, with $10M endowment if
metrics were reached (University had to match the $10M endowment)

¢ All the universities met bi-annually and worked together to develop
the program process and identify best practices

* 6 additional Universities added in 2011: Columbia, John Hopkins,
Louisville, U of Missouri, U of Pittsburgh, U of Southern California
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The Coulter Process

Documented process utilizing industry best practices to accelerate academic innovations
to the market to improve patient care by reducing risk and attracting follow-on-funding.

z DERIBKING \

Selection Program Commercial
Committee Manager Plan

« Clinicians

* Industry Credible Team

Operatin
+VCs 2 c,

Reviews

Critical
Mrne::,,,e & Image Courtesy of the

Risk Mitigation Wallace H. Coulter

Foundation
PROGRAM MANAGEMENT

10/20/2015
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Coulter Critical Success Factors

* Unmet need: Need statement
* Technology: Feasibility of solving

e Commercialization Analysis: IP, market size, patient impact, provider impact,
FDA & reimbursement, unit cost & health care total cost, manufacturing

* Project proposal: Solution, preliminary data, Killer Experiment, milestones,
budget & risks, value proposition

* Project selection: Industry and investment input

* Project management: Coaching, regular team reviews and timely feedback
Quarterly Operating Reviews

* Follow-on funding: Proactive & continuous engagement with sources of funding
* (Angels, VCs, Industry, foundations, SBIR, NIH, DOD, etc.) and potential CEOs

é”TM _ N AUTM Professional Development Programs

Association of University Technology Managers® www.autm.net/events
Advancing Discoveries for a Batter World®

Additional POC programs at U.Va.

* lvy Biomedical Innovation Grant:

— launched in 2008 ($250K per year and increased to $500K per year
starting in 2013)

* LaunchPad for Diabetes:
— launched in 2009 ($250K per year)
* Clinical Cancer Center Technology Partnership Initiative:
— A Public-Private Partnership 2 year pilot launched in 2012 (up to $1M
per year)
* Virginia Innovation Partnership (VIP):

— U.S. Department of Commerce i6 Challenge Grant- $800K in funding
each year in 2012 & 2013 for projects state-wide in all research areas.

10/20/2015
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Key POC Program Facts

* Oversight Review Committee:

— Internal: senior research scientists, technology transfer director,
senior university leadership.

— External: early-stage venture capitalists and industry scientists with
business development roles.

— Together they select projects, provide real time real word feedback
and mentorship to the funded research projects and have the will to
kill projects.

* Milestone driven proposals, oral presentations and written
project reports to the Oversight Review Committee
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Metrics from U.Va. POC Programs

* Overall internal funding invested from 2006 to date:
>$14.2MM

* Overall proof-of-concept funded projects to date: 131

* Startup companies launched after proof of concept funding:
16

* Technology license deals to industry: 47

* Overall follow on funding to advance the project towards
commercialization received from investors, industry,
foundations, state and federal sources: S65MM

10/20/2015
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Best Practices
from U.Va.
Translational Research/Proof-of
Concept Programs
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OverSight Review Board Members

* The “right” people are a key component

* External venture capital and industry members serve
as an “investment committee” due to their
experience and real-world/real-time feedback

* Internal scientific members provide the depth of field
expertise

* Internal technology transfer members provide
commercialization analysis

10/20/2015
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OverSight Review Board Role

* Engaged Review Board that clearly understands it’s
role with the program

* Mentoring project teams
* Leveraging networks to connect Pl’s

* External board members that understand early-stage
academic research

* Real-time, Real world feedback to the Pl’s
* Will to kill projects

éurM _ N AUTM Professional Development Programs
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iscoveries for a

Program Director Responsibilities

* Manages logistics and process for the program

* Ranging from internal program marketing for
soliciting applications, proposal preparation, project
selection, project oversight and reporting

* To coaching/mentoring the funded investigators,
outreach to industry and investors for follow-on
funding opportunities

10/20/2015
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University Technology Transfer Office

* Supports proposals by providing:
— An initial assessment of possible intellectual property protection
— Market/commercialization prospects for the proposed project

— Communication of this information to the program director and
the Review Board

* Works with funded project team and program
director to draft a commercialization strategy plan
during the course of project funding

é”TM _ N AUTM Professional Development Programs
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Project Selection Process

* Submitted proposals are triaged and selected for oral
presentation by the OverSight Review Board using the
following criteria:

— Research stage

— Research plan/Science

— Clinical Impact

— Collaborations

— Intellectual Property

— Commercialization

— Regulatory/Clinical Pathway

* Feedback is provided by the Program Director after triage and
oral presentations phases to all projects: funded & unfunded

10/20/2015
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Lessons Learned
from
U.Va. Translational Research/
Proof-of-Concept
Programs
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iscoveries

Overall Lessons Learned:

* Clearly defined “Proof-of-Concept”
* Clearly written RFA
* Provide funding for project diligence

* Dedicated program director with
administrative support

* Virginia Innovation Partnership had engaged
point of contacts at each university

10/20/2015
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A Change in Culture

* Need to educate faculty and administration on the
translational research process

— Milestone driven research and commercialization  vs. the NIH aim
driven research

— Project funding may be tranched to milestones or killed for lack for
progress

* Importance of match-making and networking events to foster
collaboration for proposals

* Need to educate faculty on the technology transfer process
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The Funded Project

* Project diligence:

— Regulatory pathway, reimbursement pathway,
manufacturability, marketability and competition should
be analyzed to identify possible roadblocks

* Funding to advance the project:

— Program Director and funded teams should have a clear
understanding of how the project should proceed through
the different funding mechanisms before it would be ready
for industry or VC funding

10/20/2015
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Enhance the Visibility of the Program

* Increases faculty involvement
* Higher quality of applications

* Networking/collaboration events at specific
universities/areas in the Commonwealth

* PR on the program and project successes at
the highest level within the University and the
State

é”TM _ N AUTM Professional Development Programs
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Advancing Discoveries

Translational Research
Proof-of-Concept
Program
Challenges

10/20/2015
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Program Challenges

* Level of buy-in and support from Senior Leadership
(President, Provost, Dean’s, Department Chair’s)

* Understanding of your university’s entrepreneurial
culture

* How is innovation & entrepreneurships recognized in
the Promotion and Tenure process

* Appreciation of the constraints on academic early-
stage researchers (teaching, advising students, grant
& paper writing, committee work)

éurM _ N AUTM Professional Development Programs
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' Discoveries for a

Measuring Impact & Success

* Traditional hard metrics:
— IP: disclosures, PCT filed, patents issued

— Follow-on Funding received to advance the
project from: internal, state, federal, industry,
investors

— License deals
— Start-up companies launched
— Prototype and/or FDA stage

10/20/2015
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Measuring Impact & Success

* Soft but valuable metrics
— Collaborations formed to advance the project
— Connections made to advance the project
— Presentations given on the project
— Publications

— Number of faculty and departments involved in the
program

— PR on the projects/program: print articles, interviews, web
sites, etc.
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In Closing

* Translational research/Proof-of-Concept funding is
critical in facilitating the transfer of innovative
academic research into commercial applications

* OverSight Review Board members provide real-time,
real-world feedback, mentorship and networking
opportunities to academic researchers

* Entrepreneurial faculty teach, mentor and provide
opportunities for the next generation of
entrepreneurial students

10/20/2015
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Questions? Comments?
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8 Discoveries

Discussion
and Q&A

Click the raise hand button.

When called on, press * 7 on your telephone keypad to
un-mute your phone.

Press * 6 to re-mute your phone.
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Thank you for your
participation.

Remember to complete

our online survey.
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Thank you to our

Sponsors.
@ UNIVERSITY OF PITTSBURGH MARSHALL /
Innovation G/
INSTITUTE BORUN w.r
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Webinar Recordings

Basics of Technology Transfer for Licensing Professionals
Basic Patenting 101
Copyright Law and Content/Software Licensing
Equity Based License Agreements
Financial Conflicts of Interest
Marketing: Whether By Traditional or Social Media, the Value
Need to Know Basics of Technology Transfer for Support Staff
Negotiation of License Agreements
Nuts and Bolts for Compliance Under Federal Funding Awards
The Basics of Open Source Licensing
Tips for Managing MTAs
Triage
Valuation of Inventions and Patents
(More Added Monthly)

www.autm.net/onlinelearning
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Register now for
AUTM’s next webinar

* Interest Invoicing
- November 3, 2015

10/20/2015
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Network with AUTM Online

L0 % http://twitter.com/AUTM_Network

Type “Association of University
Technology Managers” into the search
box on Facebook and click “like”
Linked (3. Search-grouPs for AUTM at
www.linkedin.com
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AUTM Eastern Region Meeting
Sept. 29 - 30, 2016

The Westin Philadelphia
Philadelphia, PA

AUTM Central Region Meeting
July 18 - 20, 2016
The Pfister Hotel
Milwaukee, WI USA

Registration Open Soon!

10/20/2015

34


http://www.google.com/imgres?imgurl=http://www.smoothtransitionslawblog.com/uploads/image/linkedin[1](3).jpg&imgrefurl=http://www.smoothtransitionslawblog.com/tags/noncompete/&usg=__i-52DOmOThXdLKQTqLoS79vWKvI=&h=216&w=640&sz=49&hl=en&start=4&zoom=1&itbs=1&tbnid=d5Sjr-qb-drGeM:&tbnh=46&tbnw=137&prev=/images?q=linkedin&hl=en&sa=G&gbv=2&tbs=isch:1
http://www.google.com/imgres?imgurl=http://www.smoothtransitionslawblog.com/uploads/image/linkedin[1](3).jpg&imgrefurl=http://www.smoothtransitionslawblog.com/tags/noncompete/&usg=__i-52DOmOThXdLKQTqLoS79vWKvI=&h=216&w=640&sz=49&hl=en&start=4&zoom=1&itbs=1&tbnid=d5Sjr-qb-drGeM:&tbnh=46&tbnw=137&prev=/images?q=linkedin&hl=en&sa=G&gbv=2&tbs=isch:1

é"TM N AUTM Professional Development Programs
-

Association of University Technology Managers® www.autm.net/events
Advancing Discoveries for a Batter World®

AUTM Business Development Register
Nov. 17 -18 Today!

Hyatt Regency Dallas
Dallas, TX USA

{Save the
|Date!
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Have an Interesting Topic?

The Online Professional Development
Committee is seeking proposals and speakers
for potential webinars.

Submit Your Idea Today!

www.autm.net
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Get Involved

We need your help. The Online Professional
Development Committee is seeking professionals
interested in joining their committee.

D

I'q Interested? Please contact
+AICIING for Melinda Briggs — mbriggs@autm.net
Volunteers

YOUNTEER
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Registration
Now Open!

Feb.14-17
San Diego, CA USA
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