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> About Cohen Veterans Bioscience (2016-present)

We are a national, nonpartisan 501(c)(3) research organization dedicated to

fast-tracking the development of diagnostic tests and personalized therapeutics

for the millions of veterans and civilians who suffer the devastating effects of

trauma-related and other brain disorders.

019 TRA A SCORECARD PTSD mTBlI
# of FDA Approved Diagnostics 0 3*
Qualified Biomarkers 0 1?
Diagnostic Pipeline ? 1+
# of FDA Approved Therapeutics Overall 2 0
# of Therapeutics Approved in Past 17 Years 0 0
Therapeutic Pipeline >20 >20




@ A Platform Approach

Our Approach is
to Build Enabling Platforms
with Strategic Partners,

incentivizing a Team Science
approach

to fast-track solutions.

Reproducibility — Robustness - Rigor
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Specific Challenges: Reproducibility

Research findings advance science only if they are significant, reliable and reproducible.

ECNP Networks Preclinical Data Forum Search this sie

-
Preclinical Data Forum

612 | NATURE | VOL 505 | 30 JANUARY 2014

Why Most Published Research Findings

NIH plans to enhance
reproducibility

Welcome to the Preclinical Data Forum Network SharePoint!

We are sure the rest of your Preclinical Data Forum Network members look forward to

! Are False

~ John P.A.loannidis

2005

| PlosMedicine, 2005

Francis S. Collins and Lawrence A. Tabak discuss
initiatives that the US National Institutes of Health
is exploring to restore the self - caorrecting nature of

preclinical research.

growing chorus of concern, from
Amcnusn and laypeople, contends

that the complex system for ensuring
the reproducibility of biomedical research
is failing and is in need of restructuring'~.
As leaders of the US National Institutes of
Health (NIH), we share this concern and
here explore some of the significant inter-
ventions that we are planning,

Science has long been regarded as ‘self-
correcting, given that it is founded on the
replication of prior work. Over the long
term, that principle remains true. In the

shorter term, however, the checks and
balances that once ensured scientific fidelity
have been hobbled. This has compromised
the ability of today's researchers to reproduce
others’ findings.

Let’s be clear: with rare exceptions, we
have no evidence to suggest that irrepro-
ducibility is about misconduct.
1n 2011, the Office h Integrity of
the US Department of Health and Human
Services pursued only 12 such cases®.
Even if this represents only a fraction of
the actual problem, such papers are vastly

(o)

5(7%)

14 (21%)

2(3%)

B Incensistencies

E Not applicable

[ Literature data are in line with in-house data
B Main data et was reproducible

Bl Some results were reproducible

2014 2015

% Studies in in-house projects

reproduced at Bayer
(Oncology, Women'’s Health, Cardiovascular)

Prinz etal, Nat Rev Drug Dis, 2011

sharing and collaborating with you!

We invite you to upload documents which could be of interest to your network
members in the below folders. Please note these documents will only be accessable
for the members of your particular network.

Launch of Multiple Initiatives:
¢ Society for Neuroscience
** Wellcome Trust

¢ Preclinical Data Forum

+* FASEB

and more...

”COhen Veterans
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P Preclinical — sponsorship of projects to change the paradigm

Sponsorship of PDN Workshops for Young Investigators

< INTERNATIONAL 201,29
JournAL of COMPARATIVE PSYCHOLOGY Dani Brunner, Fuat Balci,
- -h Heather Hill, Patricia Kabitzke

Consensus Preclinical Checklist (PRECHECK)
Experimental Conditions — Rodent Disclosure Checklist

These guidelines follow the recommendation of a number of external bodies to regulate the use
of animals in research. They can be used both for transparency in publication, and in this sense
they extend what is being requested by journals, or for regulatory or funding institutions, to
request information prior, during, or after funding, and to ensure adherence to regulations.

This checklist focuses on the use of rodents in research. Other species (such as marine
mammals, primates, or invertebrates) will be covered in future separated checklists.

Joint press release, ECNP and Cohen Veterans Bioscience

World’s first prize for “neqgative” scientific results announced

Embargo until: 00.01 CET (Amsterdam), Wednesday g November, 2017

What is believed to be the world’s first prize for published “negative” scientific results, the
“ECNP Preclinical Network Data Prize” has been announced by the ECNP’s Preclinical Data
Forum. The €10,000 prize, aimed initially at neuroscience research, is to encourage

publication of data where the results do not confirm the expected outcome or original
hypothesis.




AMP-IT-UP

Alliance for Modeling Pathological
Impacts of Trauma with Unified Practices

AMP-IT-UP Consortium

Mission is to drive the development of robust, reproducible, and translational preclinical models of trauma on the
brain by focusing on constructs, bridging the translational divide, creating best practice and data standards, and
utilizing cutting-edge technologies and computational approaches.

Partnership with Psychogenics (CRO)

Cooperative Thought Knowledge to “INDUSTRIALIZE” translational models
Discovery Leadership Engineering of PTSD & TBI
Legacy Model s preclinical - Partnership with IMEC & NIF
- — Industrializat — Publications — st .
Grant on Toolbox [ on Neuropixels Probe
Individual Innovation Onl!ne Preclinical
— — —  Seminar — Data
Grants Incubator .
L Series | Network
. . Preclinical
Cooperative Symposia
| Grants " | Participation | _ Data
Standards
| AMP-IT-UP | F2F .| Brain
Grants Workshops Commons

J.J. Jun, Fully integrated silicon probes for high-

T —
_ density recording of neural activity, Nature 2017.
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CO M M O N S RESOURCE HUE WHAT WE DO WHO WE ARE

WE ALL MEET IN THE COMMONS

THE NEXT-GENERATION DIGITAL ECOSYSTEM FOR TRANSLATIONAL RESEARCH

A big data cloud-based platform for computational discovery
designed for the brain health community.

SECURE. SCALABLE. SUSTAINABLE.

ENTER THE COMMONS

\"T/'
X

| !
DATA COMMUNITY" TOOLS

- “
Multi-modal datasets integrate-able at all Social media based gognitive network

Intuitive visualization tools coupled with
promoting productivefriction & novel advanced computational modeling.

ideas.
L]

spatial scales.

LEARN MORE

LEARN MORE

LEARN MORE

HOW TO PARTICIPATE CONTACT LOGIN

Working on a
Preclinical Data
Model leveraging
NIH Preclinical CDEs!




Funder’s Levers

e RFA process — give feedback! Blind the reviewers

* Intramural experts work collaboratively with partner institutions in the conduct of the
programs (CVB team has industry-seasoned experts in data science, R&D, diagnostic
development, preclinical modeling, etc)

* Ensure that a Statistical Analysis Plan is developed up front and executed (provide support
when needed)

* Provide the tools and training needed for reproducibility (e.g. the Preclinical Check-list,
Biomarker Bake-off results)

* Require real-time data transfer of all results (and methods), utilization of CDEs & data
standards and require data-sharing through grant agreement mechanisms and enforce by
tying to milestone payments

e Ensure funding for data curation/management and open publication fees within grants, and
for platform maintenance within organizational budgets

e Support multi-disciplinary consortia efforts that develop and/or disseminate best-in-class
methods with academia & industry

* |nvest in next-generation technologies and platforms
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