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Friday, 177 November | 1:00pm -5:15pm

”Clinical Data Sharing” EWVSEFEERITTHEEAN?
Why don't you open the treasure chest of "Clinical Data Sharing"?

A HE#®IE Senior Advisor, Vivii
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Disclaimer and Disclosures

* The views and opinions expressed in this presentation are those of the
Y author(s) and do not necessarily reflect the official policy or position of
CDISC and Vivili.

» The author(s) have no real or apparent conflicts of interest to report.
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Report of Insititute of Medicine:

Sharing Clinical Trial Data: Maximizing Benefits, Minimizing Rights
2015 Apr 20

Dr. Victor Dzau, president of the Institute of Medicine

“We think that the question today is not whether you share clinical trial
data, but instead, what types of data do you share, when do you share
and how do you share it?” Apr 2023

Committee on Strategies for ResponsibleSharing of Clinical Trial Data; Board on Health Sciences Policy;Institute of Medicine
Washington (DC): National Academies Press (US); 2015 Apr 20
https://pubmed.nchbi.nim.nih.gov25590113/
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https://pubmed.ncbi.nlm.nih.gov/?term=Committee+on+Strategies+for+Responsible+Sharing+of+Clinical+Trial%0AData%5BCorporate+Author%5D
https://pubmed.ncbi.nlm.nih.gov/?term=Board+on+Health+Sciences+Policy%5BCorporate+Author%5D
https://pubmed.ncbi.nlm.nih.gov/?term=Institute+of+Medicine%5BCorporate+Author%5D
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1 Dav d nS, McLean C, Tl S Atk M C gh m-Burl Ig/ S, Laurie G, etal. Public acceptability of data sharing between the public, private and third sectors for research
purpos Ed bur ghS tt hG IR rch; 201 Q_mg]gjgh_qlg.[
2 Mello, Michelle M., Van Lieou, and Steven N. Goodman. “Clinical trial participants’ views of the risks and benefits of data sharing.

“New England Journal of Medicine 378.23 (2018): 2202-2211.
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https://scholar.google.com/scholar?hl=en&q=Davidson%20S%2C%20McLean%20C%2C%20Treanor%20S%2C%20Aitken%20M%2C%20Cunningham-Burley%20S%2C%20Laurie%20G%2C%20et%20al.%20Public%20acceptability%20of%20data%20sharing%20between%20the%20public%2C%20private%20and%20third%20sectors%20for%20research%20purposes.%20Edinburgh%3A%20Scottish%20Government%20Social%20Research%3B%202013.
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¥ 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.

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

¢ No: There is not a plan to make IPD available.

¢ Undecided: It is not yet known if there will be a plan to make IPD available.

IPD Sharing Plan Description
Definition: If Plan to Share IPD is "Yes," briefly describe what specific individual participant data sets are to be shared (for example, all

« 20191 A1B &Y., ICMIEIF AR E SREF (CT — 3 H BB D E T ETF
fFFTLB
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FELEBOERNE (ICMIE)

i o TEAME.

: , NEJM, JAMA, The Lancet, BMJ, Annals of Internal Med, PLoS Medicine, and hundreds of others

Ll RBESET—AREERLLHITIRE ST IERDE,
: Must describe how you will share your Individual participant-level data (IPD), including who, what,
. o when, where, and why

o IPDOERFF(ER) BHF TN TGO, " REEIRELOREET IR
s TARBICEATLREBEERETHIENATES"

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

L
Cd Isc gation to responsibly share data generated by -trial-registration.html. If the data sharing plan

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



Platform Types

i i Type Key Features

Broad and Accept all data types regardless of ~ NIH generalist repositories:
: therapeutic area or domain * Dryad
gener-a"s‘: . * Figshare
repository * OSF
* Vivli
* Zenodo
Specific or Accepts only certain data types or * AMR Registry — Vivli
el has a specific disease focus * Github —code
- * |IDDO (Malaria)
repository * VISTA-Stroke

CdISC 2023 Japan Academic Workshop 12
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Vivli DB
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MISSION COMMITMENT BENEFITS

Join Vivli as a member to
» reap all the benefits of our
facilitate clinical research |§ transparency and data innovative, secure and
data sharing through the g sharing, the Vivli platform i user-friendly global data-

Vivli’s mission is to ¥ As a company with a
promote, coordinate, and | = commitment to

creation and o will make it easy for sharing and analytics

implementation of a studies to be found, platform.

sustainable global data- requested and analyzed Show your commitment as
sharing enterprise. securely. a leader in data sharing,
~ and together we can drive
I forward scientific
i A innovation and advance

human health.
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Portals LOGIN

ey Home
CENTER FOR GLOBAL CLINICAL RESEARCH DATA

About  Members News & Events Resources

Share NIH-Funded Data

oo
WRABRIT
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NIH®D B %32 11 5 RIZHHE
Guidance for researchers on preparing a DMSP and sharing NIH-funded data =
The NIH has updated its policies on data management and sharing (DMS). Effective January 25, 2023, the NIH DMS L T: EII E whm

policy applies to most research funding by the NIH, and requires all applicants planning to generate scientific data to
prepare a DMS Plan (DMSP) that describes how they will manage and share data. An effective DMSP requires

thoughtful planning, preparation, and execution. We've compiled information and resources here to support every step
of the process.

How to prepare a DMSP

The DMSP is a set of principles and guidelines that outline requirements for sharing data generated by NIH-funded
research. It includes six major elements:

How to submit studies to Vivli for data sharing

If you've decided that Vivli is the right repository for your study data, great! We've developed a straightforward and
efficient submission process, and we've got detailed guidance on how to submit your data and a checklist when you're

ready to begin the process to share your data.

Sign the Vivli Upload
Data Contribution anonymized
Agreement data

Create an Provide
account on information

Viwli about your study

Vivli Study Submission Guide How to submit studies for sharing via the Vivli platform Download PDE

Study Submission Checklist A checklist of all information needed for the submission of a study Download
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114,816

COVID-19, Prostate cancer, Psoriasis,
Alzheimer, Breast cancer, Dementia,
Gastric, NSCLC, Arthritis, Diabetes
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Search Vivli Request Data from Use robust Completed
platform IPD Data sets. approved analytical tools research results

for information requests can be to combine and will be assigned
_ Each Data Request _
about available . . accessed analyze multiple a DOL
_ will be reviewed T

studies. : in Vivli's secure data sets.
according to h Researchers
contributors’ rese?arc may use the Vivli
publicly stated SHRIE! platform to meet
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with permission.
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What is included in a data package?

T =31\ r—IIZ AR EFENETH?

Recommended Data Package Set
Study Protocol 3Bk EMEEEE
Data dictionary T—4#&

Statistical Analysis Plan #t&tf&TetEE
IPD dataset BRI BET—4

Anonymization Guidance EBE&{EHAFR
Optional
Analytic code #t&t#@H#HTAY—Ra—F

Analysis ready IPD data set f&47 F{ERIE
ET—4

Casereport forms fEHIEREE
11/28/2023

Final protocol with all amendments

Detailed descriptions of each variable in the dataset, including the
definition, source, coding, etc. of the variable

Description of the principal features of the analysis described in the
protocol

Final cleaned individual participant-level data, de-
identified/anonymized

Outlines the method used to anonymizethe data

Software code used to carry out prespecified and additional analyses

Dataset in a format used to carry out a sponsor’s analyses

Forms used to collect the data that is described in the protocol for
each trial participant 23
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T r T Software and Tools Available
3 & in the Research Environment - R version 4.0.2, + over 446 R packages
o iiiie - Python 3.8.5, + over 392 Python packages
s - Anaconda 3
I : - Apache Spark 2.2.0
S A = B® Microsoft ¢ pL:|J[h0ﬂ . S'P}ATA 15‘_31
E oo VN \ - Microsoft Word, Excel, Powerpoint, Photo Viewer
;: o . . - S'|a'|'a - ‘I:'\:_ln;l\jvggle genome association analysis toolset
RN W ay i o,lar:anBUGs
N Ssas Vv < - stan and rstan
N - Adobe Acrobat Reader
e {0 ANACONDA. qur K.
et S Premium Research Environments:

I I - SAS 9.4, m4 (academic)
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- | NumberofProposals |
; : Al technology 4
o Cardiovascular 37
o Clinical Trial design 2
: . : Dermatology 14
b ::'I '3 Endocrinology 12
1 s Gastroenterology 24
E ’ Vivli’s Proposals Infectious Diseases 22
TinAt Methods 19
N Nephrology 4
5 From Al to Vaccines... Neurology =
: Oncology 119
Ophthalmology 4
Orthopedics
Pharmacokinetic (PK)
Psychiatry 33
Pulmonary 13
Rheumatology 31
Vaccines 3
Other 11
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- ey Home About Members News&Events Resources Portals LOGIN

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Request Data from Vivli

%
fiiniie
. ..... . Vivli provides a global data-sharing and analytics platform to serve all elements of the

international research community.

Users may search for studies, request data packages, and analyze data sets within the
Vivli platform.

>

Data Request Process Overview ®

; T Data request review process @
id

1%, Data Use Agreement ®

g Secure Research Environment ®

https://vivli.org/resources/requestdata/

CdISC 2023 Japan Academic Workshop 27



Public Disclosures

These tables provide details of approved research proposals that have published or presented their results.

2023 ©

Search: ’

Data

Request | Lead Research Proposal Data Altmetrics
1D Investigator | Institution Title Public Disclosure Contributor(s) | Score

Aggarwal R, Ruff C T, Virdone S, Perreault
S. Kakkar A K, Palazzolo M G, Dorais M,
Kayani G, Singer D E, Secemsky E, Piccini J,
Risk and Benefit Tahir U A, Shen C, 7 Yeh RW. (2023).
Beth Israel ool Development and Validation of the DOAC s
2876 Changyu Deaconess ey Score: A Novel Bleeding Risk Prediction mogeen::§:r 15
. Shen Medical patients with Atrial Tool for Patients With Atrial Fibrillation on Daiichi Sar'1kyo
S e Center ‘.‘l"””' : e Direct-Acting Oral Anticoagulants.
e Circulation.

Doi:
10.1161/CIRCULATIONAHA.123.064556

e e Collier W, Inker LA, Haaland B, Appel GB,
& 5 Badve SV, Caravaca-Fontan F, Chalmers J,
?- Floege ], Goicoechea M, Imai E, Jafar TH,
: Lewis JB, Li PKT, Locatelli F, Maes BD,
h iy Neuen BL, Perrone RD, Remuzzi G, Schena
. y Chronic Kidney FP, Wanner C, Heerspink HJL, Greene T.
Disease Epidemiology Chronic Kidney Disease Epidemiology
Is Collaboration (CKD-EPI). Evaluation of GSK, Takeda
Consortium (CKD-EPI Variation in the Performance of GFR Slope
) as a Surrogate End Point for Kidney Failure

ves https://vivli.org/resources/public-disclosures/
Cd ISC 2023 Japan Academic Workshop
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HREHTOFIRDER

.. Computer Charge (for
el Environment Type 2023) Size of Compute Space and Tools
R i Mo charge, 365 days 2CPUxETGE size
Standard Research Environment $12/day after 365 days Office 365, Jupyter Motebook, Python, STATA and R tools available
4CPUx14GE size

& .
No charge, 90 days Office 365, Jupyter Motebook, Python, STATA, R, and SAS* tools are available

Premium Research Environment
$25/day after 90 days

*Alternative pricing applies for industry users of SAS, email support@vivli.org
for details.
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NIH POLICY FOR DATA MANAGEMENT & SHARING
T—ARAEBEREFICEAT ANIHCKEELFEMAZEFT) Policy
EXN2ODEH
FTARTONHBIBEHRICKT 5T —2EHE - £F T51E] ORH
© ICOMNERRLI-ETEDESF
20235 | A25B %% (2003F DT —F HHF R —IZH 4> B Ey@efurick Offce of Dato scence

and Strategy
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New NIH data sharing policy went into effect Jan. 2023

TRTOBEIEEIC(E, A FE. VD, ECT, EDESITF—a5#A
THOEMNEEFHMICELI2R—D DT AR FEHEZSOHREITNIELESILY,

o TAJRELRRY. fEMISNT=URIMN) (REGA ZFEHT S LTaiERET 5
DR M) Dryad. Figshare. Dataverse. VivliZi&E

F—Al%, TAIREAIRYE O AFZEICET RN Th N BB A,
F1-[3FRE, X EHHOE TEEAONThHARNEEETICTIERT
=B ESCF NETHA )

m GRANTS & FUNDING
A o o
ING POLNK

FRBICGT—SREBRANSENIBENHD

ta Sharing Policy

Find guidance

L
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Data sharing® k¥ ~ ZhhoD10FEIZHIFTBE

Shaping the next 10 years in Data Sharing:

Building on the gains made and looking ahead
to the next 10 years in advancing human health

Thursday, November 16th
8:30am - 4:00pm EST

National Academy of Sciences
2101 Constitution Avenue Northwest
Washington D.C., 20418

https:/Nivli.org/event-shaping-the-next-10-years-in-data-sharing-building-on-the-gains-

made-and-looking-ahead-to-the-next-10-years-in-advancing-human-health/

L
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What is FAIR?

Sci. Data 3:160018 doi: 10.1038/sdata 2016.18 (2016)

“Data and services that are
findable,
.©. accessible,
interoperable,
re-usable

both for machines and for people.”

cdisc



Fur =

Platform Scale-up

COVID Therapeutics
Accelerator

AMR Register — (Anti-
microbial resistance)

ADDI/Gates Ventures

T1 Diabetes Program

Bill & Melinda Gates
Foundation data
sharing

Ability to enhance the Vivli platform to enable larger scale
data handling (imaging, genomics)

Consortium of funders (Gates, Wellcome, others) to speed
COVID Therapeutics, Vivli's objectives are to make COVID
data more discoverable.

Platformto share industry AMR surveillance data

Projectfunded to enable federated access to Alzheimer’s
data, images across platforms for broader sharing

Projectfunded to enable accessto T1D Exercise data
collected underHelmsley's T1-DEXI’s large observational

studies BILLe MELINDA
) ) GATES foundation
Grant to work with BMGF grantees to share trial data

(primarily focused on COVID)

generalist repository
ecosystem initiative.



AERFE D Vivli RepositoryT—2igH7OEX

bk | Create an Provide Sign the Vivli Upload
- accounton 1B information } Data Contribution } anonymized
L e Vivli about your study | Agreement ' data

» Data Contribution Agreement can be signed in advance between Vivli and institution.

Y TR Vivi BRI TR RIS T AT EATE S,
"« The Vivli team will support researchers through this process.

S ViViF—AIK, 2070 REFELCTHEEE HR—FLET,

“7 « ADOI will be provided for use in subsequent publications for each dataset.

BTtV bDDOIE. ZDREDODERY THERTH-OIZREHEINS,

@+ e Areport on research proposals for secondary analysis of the data can be provided upon

......

______ request
CEHEIISLT. F—AD S RAFICET AR IEEDOREEE IRV -LET,
cdisc

See Vivli Submission checklist



https://vivli.org/Study-Submission-Checklist

i

Research
team ALPHA
contributes

dataset to
Vivli

Research
team BETA
requests
ALPHA
dataset
through Vivli

[ ]
T — Funding Acquisition

[ ]
* — Data Curation

ALPHA Lead
assigns roles to
team following

CRedIT
taxonomy &
associated
ORCiD

Research team
BETA performs
secondary
analysis on the
dataset

[ ]
w —» Software

Vivli assigns
a Dataset
DOI

Team BETA
cites ALPHA
datasetin
publication
references
section by
citing ALPHA

Vivli Academic Credit
Model

D4 ) ThTIVI-9L
Ovk-ETIL

Research team ALPHA accesses their list of secondary

» dataset citations through DataCite or Vivli via DOI
search. (In future, citation information will be
available in researcher’s ORCID profile.)

B Z F—LALPHA/ZL, DataCite £7-/2Vivli DDOIEF Z

BLT, ZRTF—8EIFDEIFIIMNZFOEIL TLY

Bo (FEFHIIZI%, 5/fFIEERILHHFEZ DORCID 7O
F14— /L TFIFTEBELIZ7%H),

Research team ALPHA receives CRediT

for their contribution to the data
» MR F—LALPHANT—E~ADEHRT
CRediTRZ % E

Why this matters: Original study team can track how their
study data has been used and cited in subsequent
publications. Can be used on grant applications,
promotion reviews, and other similar processes.
BECNDREELGOL: AT ILOBERF—LIF. B
OB T—ANEDHROERMTE D LSIFERASh.
SISO EEMHT DN TES, BIREHE. 7
BE .  ZORAHEOTOERATHATES,




V

ili offers our platform one system under one contract

One integrated system, under one contract

\

cdisc

w4 Vivlirequest process +

CONFIDENTIAL - Not for
distribution

VivliSecure Environment \\
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Independent
review panel
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Governance processes flexible and efficient

Adaptable: Vivli respects the review process of each data contributor and
has built flexibility to accommodate various review processes into the current
system.

In areas where harmonization is critical for the user experience, we will do so
“ai » Harmonized Request Form

w: » Harmonized Data Use Agreement
.+ Harmonized Data Contributor Agreement

oe®
cdigc  conroenmaL ot o

distribution



Approaches to Sharing Human Data

Open access Anyone can access, simple account creation, simple on-line Data Use
Agreement (DUA)

Managed access ° for scientific purposes only (standard request form)

. * (independent) review process
(Gate keepmg) * secure environment for data access
* clear legal framework

Restricted access  Invitation only, access only to those who provide data

CdISC 2023 Japan Academic Workshop
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