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1. The Vivli Global Platform for data sharing
2. Vivli Datathon sponsored by Microsoft
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Why It matters




Reduce duplication of trials




Shape clinical trial design
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Leverage patient contribution




Benefits for Dat
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Harmonization for increased
efficiency

Reduced workload




Benefits for Researchers

Funder and journal mandates

Analyze and aggregate data

User support services




1. Why Should We Share Our Clinical

Research Data

— Funder requirements
— Journal requirements (new as of 2018)

— Publicly stated commitments for industry (BIO, EFPIA,
PhRMA)

— Drive new science (integrate data to drive new insights faster)
— Ethical obligations to trial participants
— Enhance and advance your career
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What are Journals Requiring as of July 1,

20187

The NEW ENGLAND JOURNAL of MEDICINE

EDITORIALS

Data Sharing Statements for Clinical Trials — A Requirement
of the International Committee of Medical Journal Editors

The International Committee of Medical Journal explained at www.icmje.org/recommendations|
Editors (ICMJE) believes there is an ethical obli- browse/publishing-and-editorial-issues/clinical
gation to responsibly share data generated by -trial-registration.html. If the data sharing plan

Taichman DB, et al. N Engl J Med 2017; 376:2277-2279

g

Major journals including NEJM, JAMA,
The Lancet, BMJ, Annals of Internal Med,
PLoS Medicine, and hundreds of others
(ICMJE)

Trial manuscripts must be submitted
with a data sharing statement

— Must describe how you will share your
Individual participant-level data (IPD),
including who, what, when, where, and why

IPD sharing is not (yet) required but

“editors may take into consideration

data sharing statements when making

editorial decisions”
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Declaring Your Data Re-use Plans as part of the Trial

Registration Record... before the 15 patient is enrolled

»  Data sharing plan is part of the ClinicalTrials.gov registration record

» As of 1 January 2019, ICMJE requires registration of your data sharing plan
at time of trial registration.

¥ 12.IPD Sharing Statement

Plan to Share IPD
Definition: Indicate whether there is a plan to make individual participant data (IPD) collected
in this study, including data dictionaries, available to other researchers (typically after the end
of the study). Select one.

e Yes: There is a plan to make IPD and related data dictionaries available.

e No: There is not a plan to make IPD available.
e Undecided: It is not yet known if there will be a plan to make IPD available.

http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
Note: Undecided is not allowed as a choice for the ICMJE but is a choice in CT.gov
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“Patients don’t have patience”

Why iIs data used only one time to answer one
guestion (the primary endpoint) rather than
leveraging participants’ contributions to answer

multiple questions to understand disease and find
treatments?
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Data Sharing May Drive Adoption of CDEs

Figure |

Vision of Virtuous Cycle of Sharing and Advancement of Biomarker Science Using the Vivli Platform

Datasets with variations

of Biomarker X mapped
to e.g., a common
CDISC variable

Biomarker X Biomarker X
resonates across recognized as a
a number of Common data

clinical studies as element (CDE)
a predictor of and utility
some Outcome Y increases

Virtuous Acceleration of Biomarker
Acceptance Enabled by Sharing
Studies with CDE Within a Global Platform Clinical studies in the

Biomarker X in field recognize
Vivli are readily Biomarker X as a CDE
analyzable across to be incorporated in
datasets protocols

Clinical studies in
the field with
Biomarker X are
contributed to
the Vivli Platform
for sharing

Li, Rebecca, and Ida Sim. "How Clinical
Trial Data Sharing Platforms Can Advance
the Study of Biomarkers." The Journal of
Law, Medicine & Ethics 47, no. 3 (2019):
369-373.
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Introducing Vivli

THE ENTITY THE PLATFORM

* Non-profit organization » A user-friendly, secure, state-of-the
« Convening function art data sharing and computing
- Biomedical industry (pharma, bio, platform
device) - Serving the international community,
- Academia

including trials from any disease,
- Non-profit funders and foundations J y

- Government (funders and regulators) f:ountr_y, sponsor, funder, or

- Patient/patient advocates Investigator

Governance and policy - Open search.

- Harmonizing language & agreements - Robust security _

- Move culture of data sharing - Modern tools and technologies
Advocacy

- Lowering barriers

- Promoting incentives

Oversight of implementation
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Vivli's Diverse Membership
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http://ourcelg.celgene.com/sites/ourCommunity/Celgene%20Logos/Celgene%20Blue.jpg

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

How to Access Data in Vivli?

PA\Y

Participants from

100+

countries

”;4600+,,

Trials /




Secure Environment Bridges Multiple Platforms

e STATA
« MS Office
e R

» Jupyter Notebook

@BIOLINCC Vivli Secure Environment gfgon

i and Data Repository
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Vivli is a Global Data Platform — Agnostic

to Disease, Funder or Data Contributor

Irritable Bowel Syndrome
Bacterial Peritonitis Glaucoma Endometriosis
Kidney cancer Non Hodgkins Lymphoma Epilepsy HIV
Breast cancer Cystic Fibrosis Diabetes Mellitus Insomnia
Coronary Artery Bypass Surgery Schizophrenia Bariatric Obesity

i ibrillati ' ' Traumatic Brain injury Trauma
At?:;llljlebnr;;atlon Fibromyalgia Cance rHuntington's DiseasJe yDabigatran

Atorvastatin CrOh n ’S D|a betes Hepatitis CHepatitis Autism
Hidradenitis jsease Hypertension Mecerdel Arthritis

Interleukin-6 Zoloft

Psoriasis Statin Endometriosis D e p ress | O Heart-Failure

Tysabri Tuberculosis
Bipolar disorder Cannabinoids ASth M d Lung cancer Lymphoma
Multiple Sclerosis Sickle Cell disease Atopic Dermatitis
Tumor burden Vitamin D Total Joint Replacement Cancer
Vedolizumab Pulmonary Arterial Hypertension Infarction
Hemophilia Sleep Apnea Edoxaban Type 1 Diabetes Mellitus
HPV Humira Colorectal Cancer Osteoarthritis
Lymphoma Stroke Ulcerative Colitis Vitiligo
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Data Request and Access Process through Vivli

SEARCH ) REQUEST ) ACCESS ) ANALYZE ) DISSEMINATE

Search Vivli
platform

for information
about available
studies.

Request
IPD data package.

Each Data Request

reviewed
according to
contributor’s
publicly stated
requirements.

@

Access data from
approved
requests in Vivli's
secure research
environment

or downloaded
with permission.

s>

Use robust
analytical tools
to combine and
analyze multiple
data sets.

Completed
research results
assigned a DOI.

Researchers

may use the Vivli
platform to meet
their publication
requirements.

Q)
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Vivli-Microsoft Datathon Scientific Objective

» Background - More than 60 individuals formed 11 teams
and participated in the first Vivli Microsoft Data Challenge.
Participants were from universities, hospitals,
pharmaceutical, biotech and software companies.

» Objective — To find innovative solutions for how to safeguard
participant privacy and minimize privacy loss while
maintaining the scientific analytic value of the data for rare
disease data sets that are more highly identifiable.

2% Microsoft
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Datathon Video

Vivli and Microsoft Data Challenge
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