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1. Accounts for Data Contributors
1.1 Onboarding

e After your organization joins Vivli as a member or Data Contributor, the Vivli team will begin
your onboarding.

e The Vivli team will send you a draft member’s page to fill out.

e The Vivli team will provide you with metadata sheets to fill out as part of the onboarding
process. Please see Section 2 Listing Studies — Process and Options for more information.

e The Vivli team will send you a copy of the member checklist which defines your data request
review process and how your Organization should be set up on Vivli platform.

e You will designate a person or persons within your organization to act as the Organization
Administrator(s) on the Vivli platform. See Section 1.33 Data Contributor Organization Roles
below for more information about the Organization Administrator’s role. The Organization
Administrator will create a Vivli account on the platform. The Vivli team will send your
designated Organization Administrator(s) an invitation to join the Vivli platform.

e The Vivli team will also provide training on how to review the data request, how to record the
decision on the Vivli platform, and how to upload the data package for studies approved in the
data request.

e The Vivli team will also send you the Data Contributor guide. Please see Section 1.3.5 Accessing
the Vivli Data Contributor Guide.

1.2 Creating your Vivli account

* You can become a user by signing up for the Vivli platform. Please see section 2.0 of the User
Quick Start Guide for the sign-up process.

e Before you create your account, please review our Browser and System Requirements.

¢ If you have any issues creating your account, contact support@vivli.org.

¢ Once you create your account, inform the Vivli team so that they can issue you an invitation to
add you to your organization.

¢ During onboarding, Vivli Admin will assign you the roles based on your member checklist.

e After onboarding, if there are any changes to your team members or their roles, please inform
the Vivli team at support@vivli.org so that they can update the member checklist and provide
appropriate training for new team members.

1.3 Vivli Dashboard for Organizational Administrators

e Once you have been given privileges as Organizational Administrators to your Organization, and
have logged in, you will be taken to your Vivli Dashboard.

e On the dashboard, you may view the Organization that you are part of and your roles as part of
your organization.

e You may track Data Requests that require review and approval.

e You may track Data Requests and/or Studies needing data package uploads that are awaiting
your action.

e You may also view the metrics for your organization.


https://vivli.org/resources/resources/
https://vivli.org/resources/resources/
https://vivli.org/resources/browser-compatibility-system-requirments/
mailto:support@vivli.org
mailto:support@vivli.org
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e 5N
[ & ]
| 10 Home About Members ~ News & Events Resources  Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS () DATAPROVIDER v

A Dashboard Welcome, Data Provider! Organization Memberships

This is your view of Vivli at a glance.

Here you can view your organizational memberships and roles, any * Org Admin 5
pending requests that require your approval, as well as any studies * IRP/Reviewer

awaiting Data Package upload from your organization. You can also + Data Contributor
generate metrics for data requests involving your organization's
studies.

If you have any questions, please contact Vivli Support.

Thanks!

Awaiting My Action

Data Requests Awaiting My Approval

Studies Awaiting Data Package Upload

No studies are awaiting upload

1.3.1 How to Edit My Organization details.
Only the Organizational Administrator can invite other members of your organization to join Vivli and
set up permissions for them.

12. From the Dashboard, you can navigate to My Organization using the My Organization tab, or the
dropdown toolbar in the upper right-hand corner of the screen:

[ B > .
Wiy Home About Members News&Events Resources Find Studies
-
QUICK STUDY LOOKUP v @ DTSSR () Ly SCIENTIST (DATA PROVIDER) v
R Search
Vivli Member Dashbosrd
Research Environments
My Organization
a
Details Shidies
Data Requests
My Organization
| Awaiting Upload

BASIC INFORMATION Edit My Profile

Change Password
Organization Name
Vivli Member

Log Out
Street (Number & Name) City State
9 winter street Watertown MA

ZIP Country
02356 USA

ORGANIZATION DETAILS

Type Domain
- Select an Option - gmail.com

Organization/Platform URL for Requesting Studies L7

BILLING DETAILS
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13. You may edit the contact information and click Save (To make any changes to Organization policy
please contact the Vivli team at support@vivli.org.

wey Home About Members News & Events  Resources Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS n SALLY SCIENTIST (DATA PROVIDER) Vv

Vivli Member ' e

Details

s: My Organization

Organization Administrator Resource:

BASIC INFORMATION

Organization Name
Vivii Member

Street (Number & Name) City State
9 winter street Watertown MA

zIP Country
02356 USA

ORGANIZATION DETAILS

Type Domain

Industry gmail.com

Organization/Platform URL for Requesting Studies )


mailto:support@vivli.org
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1.3.2 Adding Team Members

1. To add team members, ask them to become a user by signing up for the Vivli platform and guide
them to section 2.0 of the User Quick Start Guide for the sign-up process. Note: the team member
cannot be added to your organization until they have created a Vivli User Account.

2. Click on My Organizations on the left-hand side of the screen, or navigate to My Organizations

using the dropdown toolbar in the upper right-hand corner of the screen:

'L
way

Home About Members News &Events Resources Find Studies
a

QUICK STUDY LOOKUP v @ MY DATA REQUESTS n SALLY SCIENTIST (DATA PROVIDER) v

Vivli Member

Details

[‘: My Organization

BASIC INFORMATION

Organization Name

Vivli Member

Street (Number & Name) City

9 winter street Watertown
ZIP

02356

ORGANIZATION DETAILS

Type

- Select an Option -

Organization/Platform URL for Requesting Studies

BILLING DETAILS

Search
Dashboard
Research Environments
Studies
Data Requests

| Awaiting Upload
Edit My Profile
Change Password

Log Out

State

Country
UsA

Domain
gmail.com
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3. To add team members from the Details page, click on the Members tab:

B BN
[ B
ey Home  About Members News & Events Resources  Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS n LY SCIENTIST (DATA PROVIDER) v

Vivli Member m [ canel J

Members

[5,: My Organization
Organization Administrator Resources

INVITE MEMBER WITH RIGHTS
Email S
() Data Contributor

() Organization Administrator

0 PENDING INVITE(S)

ORGANIZATION MEMBERS
Name $ Org Admin Data Contributor Org Membership

Sally Scientist (Data Provider)
dataprovider.vivii@gmail.com

4. You can add the team member to your organization, by simply entering their email in the box, Add
Member with Rights:

wmar Home About Members News&Events Resources Find Studies

ENQUIRY  QUICK STUDY LOOKUP @ MYDATAREQUESTS () LGRAHAM (Operations Admin) v

Vivli Member

Details Members

ADD MEMBER WITH RIGHTS

Email
el Data Contributor
org.vivii@gmail.com
g o

[y My Organizations

'ORGANIZATION MEMBERS

Name 1 Org Admin Data Contributor Org Membership

Rl
VivTestQA+DC-allOrgs @gmail.com
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5. After entering their email address, check the box to the right of the email input, indicating their
role(s) within the organization:

Home  About Members News & Events  Resources Find Studies

ENQUIRY  QUICK STUDY LOOKUP v @ MY DATAREQUESTS () LGRAHAM (Operations Admin)

Vivli Member

Members

o o Resourc
ADD MEMBER WITH RIGHTS
Email Data Contributor
org.vivli@gmail.com
Fiy My Organizations O o o
'ORGANIZATION MEMBERS
Name 4 Org Admin Data Contributor Org Membership
VivTestQA+DC-allOrgs@gmail.com

Note: You may skip this step if you do not want to assign the team member a role. This member
will have the right to submit a data request, which is what all users have as a standard on the

Vivli platform. After entering the team member’s email and selecting their role, click Add
Member:

10
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News & Events

Resources  Find Studies

) LGRAHAM (Operations Admin) v

i B N
| : .
Wiy Home  About  Members
ENQURY  QUICK STUDY LOOKUP v @ MY DATA REQUESTS
<GoBack
Vivli Member
Details Members: ROR
@

ADD MEMBER WITH RIGHTS
Data Contributor

Email
org.vivii@gmail.com

Add Member

ORGANIZATION MEMBERS

Organization Administrator

Data Contributor

[l My Organizations

Name +

QA - DC All Orgs
VivTestQA+DC-all0rgs@gmail.com

Org Admin

Org Membership

6. After adding the team member, the following confirmation pop-up should appear briefly in the

bottom right-hand corner of your screen:

org.vivli@gmail.com successfully added.

7.

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

If the team member hasn’t signed up for a Vivli account, then you will receive the following prompt:

"User org.vivli@gmaill.com not found. Cannot add user to be a member of organization Vivli Member"

11
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8. Once the team member is added to the organization, the team member's information and roles can
be located under the “Organization Members” field. You may remove their roles at any time by
clicking on the Activate/Deactivate button:

ey Home About Members News & Evenls Resources  Find Studies

JUICK STUDY LOOKUP v e My DATAREQUESTS () SALLY SCIENTIST (DATA PROVIDER) v

Vivli Member m Cancel

Members

g My organization
Organization Admimnistrator Resourcas

INVITE MEMBER WITH RIGHTS

Email ] Data Contributor

) Organization Administrator
0 PENDING INVITE(S)
ORGANIZATION MEMBERS
Name $ Org Admin Data Contributor Org Membership
Sally Scientist (Data Provider) m
dataprovider.vivli@gmail.com

9. To change the Organization Administrator rights for your team member, please contact the Vivli
team at support@vivli.org so that they can provide training to the new member, add them to the
member checklist, and give them access to the platform. If you click the Activate/Deactivate button
under the Org Admin, you will see the following message:

& Vivli

QOrganization admins are not allowed to add or remove themselves as admins from an organization

|

10. To deactivate a member from your organization, you may click on the Deactivate button under the
“Org Membership”. To reactivate a member from your organization, you may click on the Activate

12
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button under the “Org Membership”. If you Activate or Deactivate a team member, please inform
the Vivli team so that they can update the member checklist:

11 . .
wmir Home  About Members News & Events Resources Find Studies
ENQUIRY QUICK STUDY LOOKUP v @ MY DATA REQUESTS n LGRAHAM (Operations Admin)

Vivli Member
Details Members ROR
Organization Administrator F
ADD MEMBER WITH RIGHTS
Email [0  DataContributor
[l My Organizations O Organization Administrator

'ORGANIZATION MEMBERS

Name Org Admin Data Contributor

. N W]

Org Membership

Organization Admin
org. vivli@gmail,oom
QA - DC All Orgs

VivTestQA+DC-allOrgs @gmail.com

1.3.3 Data Contributor Organizational Roles
¢ A member of an Organization may be assigned multiple roles.
e Each role may have more than one member from your Organization associated with it.
e Additional persons from your organization may also join Vivli as users.
o Those persons can set up a Vivli account but initially will only be able to request studies.
o Those accounts will also be listed under your Organizational Dashboard

Please see the following table for an overview and description of these roles:
Description Rights & Responsibilities

Vivli Member Role

Organizational e Main institutional contact(s) e May add or deactivate your
Administrator(s) for operations on the Vivli organization’s team members
platform. Assign member roles except for
e Responsible for recording Organizational Administrator

decisions.

rights (contact the Vivli team for
this)

Update Organizational Page /
Contact details

Responsible for keeping Vivli
accounts up-to-date for the
organization

13
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e View the data request(s) and
record the decisions for an
Organization

e Options are to approve a request,
deny a request, or ask for
revisions to the data request form.

e Receive and respond to chat
messages within the data request.

e View the internal metrics of your
Organization on the Dashboard

e Access the Research environment
and Report tabs on Dashboard

Data Contributor(s) e Responsible for uploading e Able to upload data packages for
data packages for approved studies approved in a data request
requests, after the Data e Able to upload data packages for
Requestor signs a Data Use all studies at any time after the
Agreement study is listed on the Vivli platform

No Role Assigned e May log on to the Vivli e Will appear on your organizational
platform as a user, but only members' listing under Members
to create data requests e No administrative rights

1.3.4 Active Platform Accounts

e As part of Vivli's security policy, for accounts to remain active on the platform, we need all users
to log in every six months. This includes Steering Committee Members, Organizational
Administrators, and any shared inboxes that members may use.

e For users who are part of an organization that is a member of Vivli, if those accounts are inactive
for six months, the Vivli team will inform that member’s Organizational Administrators and ask
them to follow up. If a user wants to maintain their account, the Vivli policy is that the user
needs to log on to the platform. Unfortunately, the Vivli team cannot accept notifications via
email to keep these accounts active.

e |[f this is not done within 10 business days, the account will be de-activated. If a user wants their
account re-activated, we can re-activate this account at any time by emailing support@vivli.org.

1.3.5 Accessing the Vivli Data Contributor Guide
1. Logon as an Organizational Administrator and open the My Organization page and click the
“Organization Administrator Resources”:

14
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= BN
- m
wmay Home About Members News&Events Resources Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS n SALLY SCIENTIST (DATA PROVIDER) Vv

Vivli Member == J

Details

g:ﬂ My Organization
Organization ini )t Resource:

BASIC INFORMATION

Organization Name
Vivii Member

Street (Number & Name) City State
9 winter street Watertown MA

2P Country
02356 USA

ORGANIZATION DETAILS

Type Domain
Industry gmail.com

Organization/Platform URL for Requesting Studies o

2. Click the download button to view the updated version of the Data Contributor guide:

Wy Home About Members News&Events Resources Portals LOG IN

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Platform Resources

Resource Description

Vivli Data Contributor Guide Data Contributor Guide for Vivli platform release 3.3 Download

15
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2. Listing Studies — Process and Options

support@vivli.org.

2.1 Listing Studies- Process
To list your organization’s studies, the Vivli administrator will provide you with metadata sheets
to fill out as part of the onboarding process.
Subsequently, the Vivli administrator will send the person(s) mentioned in your member
checklist reminders on the first Tuesday of every month, to list additional studies.

Data contributors can contact the Vivli administrators to list studies at any time and do not have
to wait for the reminder email to send Vivli additional studies for listing.

To list studies, complete the Metadata sheet(s) with the necessary information and send it to

2.2 Listing Studies - Options
There are two types of Vivli Metadata sheets available:

Option Applicability Sheet used Fields

Bulk Metadata Single or Vivli Metadata e NCTID

upload -CT.GOV Multiple studies, | Sheet NCT ID e Study-specific URL (if
listed studies all with NCT ID applicable)

Bulk Metadata Multiple studies | Vivli Metadata Contains several columns
upload -studies without NCT ID Sheet Non-NCT ID including but not limited to:
without NCT ID e Sponsor ID

e Study title
e Medicine
e Medical Condition

e Phase

e Sponsor Clinical Registry
URLs

e FEudraCTID

e Eudra CT URL

e Sponsor

2.3 Listing a single study
To list a single study, provide the NCT ID to the Vivli Administrator, who will complete the listing process.

2.4 Removing studies from the Vivli search
To remove studies from the Vivli search, please contact Vivli at support@vivli.org.

2.5 Study Enquiry Process

A researcher submits an enquiry to Vivli regarding the availability of a study not listed on Vivli
using the Vivli Enquiry form

16
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y Home About Members ~ News & Events Resources  Find Studies
a

ENQUIRY | QUICK STUDY LOOKUP v @ MY DATA REQUESTS n AMRUTHA v

A Dashboard Welcome, Amrutha! Organization Memberships

This is your view of Vivli at a glance.
Here you can view your organizational memberships and roles, any « Org Admin
pending requests that require your approval, as well as any studies + Data Contributor

awaiting Data Package upload from your organization. You can also
generate metrics for data requests involving your organization's

Abiidina

e Vivli Admin sends enquiry details via email including the Enquiry number, PI’s name, Email,
Study Sponsor/Data Contributor, Study ID, Study Title, and a brief description of the enquiry to
the contact of the person at the Member organization to receive such enquiries.

e The contact person at the Member organization responds to the original email from Vivli and
provides an update on the study availability status (i.e. available for sharing, in process, out of
scope, etc.). If the study is available for sharing, please let the Vivli team know if the study can
be listed on the Vivli platform for general request or should be made available only for the
researcher.

e An update of open enquiry requests is included in the data request summary. Please see Section
10.3 for data request summary information. Please do not respond to the enquiries through the
data request summary or directly to the researcher, instead please respond to the original email
sent Vivli about the enquiry.

e Vivlicommunicates the Member organization’s study availability status (i.e. available for

sharing, in process, out of scope, etc.) to the researcher and provides instructions for submitting
a data request, where applicable.

2.6 Supporting documents made available for researchers

searching for studies
For certain studies, you may choose to make the supporting documents such data dictionary,
protocol, and/or the statistical analysis plan, available to researchers while they are searching
for studies. You may load supporting documentation files at any time, including after the study
has been posted. If you would like to do so, please take the following steps:

1. Go to the studies tab and go to the posted section.

17
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= BN
A .
wmay Home About Members News&Events Resources Find Studies

ENQUIRY QUICK STUDY LOOKUP v g MY DATA REQUESTS n KAREN ASADA v

Studies

Submitted by my organizations

- st
—

Title status Posted Shonsor NCTID 1PD
v v v v ¥ ¥
Immunogenicity and Safety Study of GSK Biologicals' Candidate Malaria... Posted 2022-08-03 200596 NCT026990... Y
[E studies
Reactogenicity, Safety and | icity Study of G ithKiine (G... Posted 2022-08-03 207543 NCT032753.... Y
I An Open-Label, Single-Arm Study to Evaluate the Effectiveness and Saf... Posted 2023-02-03 MA30143 NCT030858... Y I
A Single-center, Prospective Clinical Study of High-intensity Focused Ultr... Posted 2024-01-29 MUKDEN 10 NCT062105... N
2. Open the study and go to Study Documents
° .
wmay Home  About Members News &Events Resources Find Studies
a
ENQUIRY QUICK STUDY LOOKUP Vv Q MY DATA REQUESTS n KAREN ASADA Vv
Create DOI For New Data Version Prepare For New Data Version
An Open-Label, Single-Arm Study to Evaluate the Effectiveness and Safety of Current Status: Posted
Ocrelizumab in Patients With Early Stage Relapsing Remitting Multiple Sclerosis Data Available for Sharing: YES
Requests: See Requests Tab
Study
Documents

Any supporting documentation files loaded on this page will be visible on the search screen to researchers searching for studies. Please provide only files that
Studies you want to make available to search screen viewers.;

NO FILES IN PACKAGE

Links to Documents located elsewhere Add New Link
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5.
6.

.......................

& Select Files

Now click on  =======r==smmmmnnaees to choose files to upload. A window will pop up allowing the
data contributor to select the files of their computer. After selecting the files, click Open.
The data contributor may also drag files into the submit window indicated by the dotted
blue box:

Note: Individual participant data (IPD) should NOT be uploaded in this section
The following window may appear to confirm that IPD files are not uploaded in this section

The Study Documents tab is to be used for supporting documents that will help researchers
determine if this study will support their research. This tab must not be used for uploading Individual
Participant Data (IPD) since files on this tab are available to any user without placing a request. If the
file you just asked to load contains Individual Participant Data, please click the Cancel button below.

Individual Participant Data should be loaded only in the "Data Package" tab. If the file does not
contain Individual Participant Data, check "This is not IPD, load this data" and click on OK

O This is not IPD, load this data

Cancel

7. Check the checkbox to confirm that the files are not IPD and then click OK.

The Study Documents tab is to be used for supporting documents that will help researchers
determine if this study will support their research. This tab must not be used for uploading Individual
Participant Data (IPD) since files on this tab are available to any user without placing a request. If the
file you just asked to load contains Individual Participant Data, please click the Cancel button below.

Individual Participant Data should be loaded only in the "Data Package" tab. If the file does not
contain Individual Participant Data, check "This is not IPD, load this data" and click on OK

This is not IPD, load this data

8. You can download the loaded files. You can delete any files by clicking the “delete” button:
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= 0N
' B ] > *
wmay

Home  About Members News&Events Resources Find Studies

ENQUIRY QUICK STUDY LOOKUP Vv g MY DATA REQUESTS n KAREN ASADA v
Create DOI For New Data Version Prepare For New Data Version
An Open-Label, Single-Arm Study to Evaluate the Effectiveness and Safety of Current Status: Posted

Data Available for Sharing: YES

Ocrelizumab in Patients With Early Stage Relapsing Remitting Multiple Sclerosis
Requests: See Requests Tab

Study tive € )at 9 1
Documents ] Pack

: : Select Files
B studies i

UPLOADED FILES

Filename Size Uploaded By File Type g ——

7 Download &, l Delete X |
DIG Data Dictionary Documentation.p. 118.31kB Karen Asada Unknown e ————
Filename Size Uploaded By File Type —

. (o ]
Dig Protocol.pdf 178.72kB Karen Asada Unknown e Y
Filename Size Uploaded By File Type e

S Download &, l Delete X |
Dig Statistical analysis plan.pdf 159.73kB Karen Asada Unknown s

9. You may also Add link to the external website that links to study documents.

. k2 i
ey Home About Members News & Events Resources Find Studies
o
ENQUIRY QUICK STUDY LOOKUP Vv g MY DATA REQUESTS n KAREN ASADA v
Create DOI For New Data Version Prepare For New Data Version
An Open-Label, Single-Arm Study to Evaluate the Effectiveness and Safety of Current Status: Posted
Ocrelizumab in Patients With Early Stage Relapsing Remitting Multiple Sclerosis Data Available for Sharing: YES
Requests: See Requests Tab
Study | € 5 3
Documents )e T "
Dig Protocol.pdf 178.72kB Karen Asada Unknown ~; — Il a
Filename Size Uploaded By File Type e
Dig Statistical analysis plan.pdf 159.73kB Karen Asada Unknown {

Links to Documents located elsewhere

No Links to Documents found
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10. Add in the Title and URL and click Save.

.
Add New Link

Title

URI

11. You can perform a quick search for the study by typing in the study ID in the “Quick study
lookup” search box and clicking Lookup:

Resources  Find Studies

News & Events

Members

Home About

QUICK STU

[CENTER FOR GLOBAL CLINICAL AESEARCH DATA

Find a single study by ID

Studies

Submitted by my organization NCT ID / SPONSOR PROTOCOL ID

NCT03086797] Lookup
=

Draft o

Title Status Drafted Sponsor ID NCTID PD

B studies

No Data Found
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12. Click the “view study details” button.

Quick Study Lookup results for NCT01243606 CLOSE

Efficacy Evaluation of a Unified Transdiagnostic Treatment for Anxiety Disorders

NCT01243606 | 1ROTMH090053-01
Anxiety Disorders, Mood Disorders
Single Diagnosis Treatment Protocol, Unified Protocol (UP)

13. Click the “Study documents” section to view the loaded supplemental documents.

Home  About Members News&Events Resources Find Studies
a

ENQURY  QUICK STUDY LOOKUP v @ wy oaTAREQUESTS () DATAREQUESTER v

Efficacy Evaluation of a Unified Transdiagnostic Treatment for Anxiety Disorders

Study Documents

UPLOADED FILES

Filename Size Uploaded By

Download 4,
DIG Data Dictionary Documentation.pdf 118.00kB Data Requester
Filename Size Uploaded By

Download 4
Dig Protocol.pdf 179.00kB Data Requester
Filename Size Uploaded By
Dig Statistical analysis plan.pdf 160.00kB Data Requester

2.7 Study Usage and Public Disclosure Metrics
Metrics on the usage and public disclosures involving studies are available on the “Usage” tab.

1. Go to the studies tab and go to the posted section.

ENQURY  Q

Studies

Submitted by my organizations

mE | —0

Title Status Posted Sponsor ID NCTID IPD
| v b W 5 4 2 v
ARandomised, Double-blind, Multi-centre Study to Evaluate the Efficacy Posted 2023-05-24 114496 NCT01431950 Y ]
B studies A Randomized, Double-blind, Double-dummy, Paraliel-group, Placebo C Posted 2024-01-12 112060 ¥
ARandomized Double-Blind, Double Dummy, Placebo-Controlied, Parall Posted 20180327 FFA109684 NCT00603746 Y
ARandomized Double-8iind, Double Dummy, Placebo-Controlled, Parall Posted 2018-03-27 FFA109685 NCT00603278 Y
AMulti-center, Randomized, Double-blind, Placebo-controlled, Five Peri Posted 2018.03-27 113310 NCT00980200 Y
A Single Centre, Randomised, Double-blind, Placebo-controlled, Four-w Posted 20180327 5 NCT00955383 Y
110 100 of 690 Page1of? > I
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2. Open the study and click on the “Usage” tab.

- R —

hasone (Ven-Rd) Current Status: Posted
DRd) in t(11:14) Data Available for Sharing: NO
Requests: None so far

B studies

Usage

0 from 09/19/2023 to 01/21/202

Views:

Vivii counts a view every time a user clicks on Study Details for this study in a
search, or displays the DOI page for this study. In effect this counts views of the
study metadata

Download of Study Documents:

Study Documents are documents made available 1o a researcher priof 1o requesting
the study data to help them determine whether the study contains the kind of data
necessary to support their research topic; this may include the data dictionary and/or
2 redacted protocol document This metnc counts the pumbar of times 2 stud

3. Under “Usage” will see the following fields:
a. Views
i. Vivli counts a view every time a user clicks on Study Details for this study in a
search or displays the DOI page for this study. In effect this counts views of the
study metadata.
b. Download of Study Documents
i. Study Documents are documents made available to a researcher prior to
requesting the study data to help them determine whether the study contains
the kind of data necessary to support their research topic; this may include the
data dictionary and/or a redacted protocol document. This metric counts the
number of times a study document is downloaded. For more information see
Section 2.6 Supporting documents made available for researchers searching for
studies

c. Access of Data Packages
i. The data package includes the data that is provided in response to the request
and includes anonymized Individual Participant Data (IPD) and supporting
documents. "Access" includes placing the data into a secure research
environment or (when allowed) downloading the data.
d. All Usage Metrics
i. The data range here represents the range of dates during which the metrics
above were collected. The start date is either the date the data collection
feature was turned on, or the date the study was posted (whichever is later).
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The end date is always 3 days before the current date, since it takes the system
3 days to process and tally the raw usage data.
4. Under “Public Disclosures” you will see Public Disclosures which have been linked to this study
through a Vivli Data Request.
a.

When a public disclosure is published and the citation is received, the citation is entered

into the Data Request, and linked to the Study(s) involved in that Data Request (See 6.3:
Public Disclosure on the Data Request)

e e e O e s O T T
Phase | Clinical Trial of Bcl2 Inhibitor Venetoclax in Combination With Lenalidomide and Dexamethasone (Ven-Rd) Current Status: Posted

B studies Daratumumab and Dexamethasone (Ven-Dd), or Daratumumab-Lenalidomide-Dexamethasone (Ven-DRd) in 1(11;14) Data Available for Sharing: NO
Multiple Myeloma

Requests: None so far

Usage

Public Disclosures

Mo citations found
Package All usage melric

from 081182023 to 01/21/202.
Views:

Vivli counts @ view every time a user clicks on Study Details for this study in a

search, or displays the DOI page for this study. In effect this counts views of the
study metadata

Download of Study Documents:

Study Documents are documents made available to a researcher prior to requesting
the study data to help them determine whether the study contains the kind of data
necessary to support their research topic, this may include the data dictionary and/or
3 redaciad protocol document Thic matric co & number of timas 3 <tud

5. You may also view citations linked to a specific data request from by navigating to a data

request and clicking on “Public Disclosures” tab. This tab is visible after the request reaches the
data upload stage.

oy aucxsmorioone v (@5 wyonmacouesrs () sauy v

T e

Request: 46066, PI: Heidl Lakes
Status: Archived

Public Disclosures

Current Citations

B

Public Disclosures
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1.

Reviewing Data Requests

3.1 Overview

e Vivli respects Data Contributors’ data sharing policies as noted in their member’s page.

e Organizational Administrators are notified of any request for their data.

e Team members with only the Data Contributor rights cannot view or review the data requests
until it reaches the data upload stage.

¢ Information about the approval, reasons for rejection, DUA and publications can be found in the
publicly available Metrics on the Vivli website Metrics Page.

e Below is the overall review process

LI
ot *

» .. '0
P Revisions 4

Research team
requests
studies

Data request
review

Data Use I::'fn;mtzr:?::: Research team
Agreement conducts
data requested analysis

signed

and uploads it

3.2 Data Request Review

e You will receive an email notifying you when a data request is ready for review.
e Only Organizational Administrators can see and review Data Requests waiting for review for

your organization.
e You must log in with your account to see Data Requests directed to your organization

3.2.1 Navigating to Data Requests
Log into your account

25


https://vivli.org/members/ourmembers/
https://vivli.org/resources/platform_metrics/

Vivli Data Contributor Guide

Version 3.3
Confidential — Do not distribute

Home About Members News & Events Resources Find Studies

quicksTuDYLookuP v (@) MYDATAREQUESTS () SALLY SCIENTIST (DATA PROVIDER) v

Organization Memberships

Welcome, Sally Scientist (Data Provider)!

A Dashboard

This is your view of Vivli at a glance.
« Org Admin >
« Data Contributor

Here you can view your organizational memberships and roles, any pending
requests that require your approval, as well as any studies awaiting Data
Package upload from your organization. You can also generate metrics for

data requests involving your organization's studies

If you have any questions, please contact Vivli Support.
Thanks!

Awaiting My Action

Data Requests Awaiting My Approval
No Data Requests Awaiting Approval
Studies Awaiting Data Package Upload

No studies are awaiting upload

Once you have logged in to the dashboard, you can navigate to Data Requests using the toolbar on

2.
the left-hand side of the screen:

Members News & Events ~ Resources Find Studies

QUICK STUDY LOOKUP v @ MY DATA REQUESTS n SALLY v

CENTER FOR GLOBAL CLINICAL RESEARCH DATA
Search data requests

Research Data Requests

For data provided by my organizations

= BN
[ g N * >
Home About

Awaiting My Action

Vivli ID: 00002553
drugs in patients with type 2 Diabetes (Studi Data Contributor Review

i to
Request.:d By: Data Requester
Lead Researcher: Sarah Jones

@ Data Requests

3. You can also use the dropdown menu on the upper right-hand corner of the screen:
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= BN
iy

i
Wy Home About Members News&Events Resources Find Studies
A

QUICK STUDY LOOKUP v @ MY DATA REQUESTS
Search
ResearCh Data RequeStS Search datare Dashboard

For data provided by my organizations Research
Environments

My Organization

Studies

Data Requests

Awaiting Upload

Awaiting My Action

Edit My Profile
Vivli ID: 00002553

} . Change Password
Predicting Treatment Response to combination drugs in patients with type 2 Diabetes (Studi Data Contributor Review
Requested By: Data Requester

Log Out
Lead Researcher: Sarah Jones og Ouf

@® Data Requests

Note: Please ignore the “My Data Requests” located along the top of your Dashboard. That link is for
data requestors to access their data request forms.

4. The Data Requests Dashboard displays a status bar at the top of the page which displays all the data
requests for your organization’s studies.

Wy Home About Members News & Events Resources Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS () SALLY v

Research Data Requests

For data provided by my organizations

Search data requests

Awaiting My Action

Vivli ID: 00002553

icting to ion drugs in patients with type 2 Diabetes (Studi Data Contributor Review
Requested By: Data Requester
Lead Researcher: Sarah Jones

@ Data Requests

5. The status bar contains 6 sections:
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Awaiting My Action: Displays Data Requests that are awaiting your action.

Draft: Displays Data Requests that are being drafted but not yet submitted and hence don’t have a Vivli
ID.

Active: Displays Data Requests that are in progress. This includes requests in the Vivli form check stage,
requests that were sent back for revision, requests in the Data Contributor Review stage, IRP review
stage, DUA validation stage, awaiting data package upload stage, and requests where some or all of the
data packages have been uploaded. It also displays requests that are currently in the analysis stage,
awaiting results review and awaiting publication review.

Not Approved: Displays Data Requests that are denied. It also temporarily displays requests where
revisions were requested until the Vivli Admin moves the requests to draft.

Withdrawn: Displays Data Requests that were withdrawn

Archived: Displays Data Requests that were completed including those with publication or summary of
results provided

6. The Awaiting My Action section displays a quick view of all the Data Requests that are awaiting your
action including requests waiting for approval and requests where data upload is required. By
default, the requests are sorted by request number, in descending order (this amounts to the
newest first)

= BN
N

i
way Home About Members News & Events Resources  Find Studies

QUICK STUDY LOOKUP v @ MY DATA REQUESTS a SALLY v

Research Data Requests

For data provided by my organizations

Awaiting My Action

Vivli ID: 00002553

ion drugs in patients with type 2 Diabetes (Studi Data Contributor Review

v o
Request:d By: Data Requester
Lead Researcher: Sarah Jones

@ Data Requests

7. Each data request recorded on the dashboard displays the Vivli ID, Project name, Total studies count
in parenthesis at the end of the Project name, Lead Investigator Name, Submitter Name, and
current status of the data request. From the request dashboard, reviewers can also hover over
lengthy request titles to view the full title.
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=N
[ B N 2 :
wmay Home About Members News & Events Resources  Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

QUICK STUDY LOOKUP v @ MY DATA REQUESTS n SALLY v

Research Data Requests

For data provided by my organizations

Awaiting My Action

Vivli ID: 00002553

Predicting Treatment Response to combination drugs in patients with type 2 Diabetes (Studies: 2) Data Contributor Review
Requested By: Data Requester

Lead Researcher: Sarah Jones

@ DataRequests

3.2.2 Data Request Dashboard — Search Feature

You may search for data requests using one of the following fields (you can only view data requests
where one of your studies has been requested):
e Data Request Title/Project Name
e Data Request ID,
e Submitter Name or Email
e Lead Investigator Name or Email
e Data Contributor Organization
Note that after clicking on the Data Requests tab, you should wait until the requests are displayed
before initiating the search. The numbers point out the number of requests that match the search
criteria and the status of the data request.
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B
& . >
Wi

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

@ DataRequests

Research Data Requests

For data provided by my organizations

Active

Vivli ID: 00002553
Predicting Treatment Response to combination drugs in patients with type 2 Diabetes (Studies: 2)

Requested By: Data Requester
Lead Researcher: Sarah Jones

Home  About

Members

News & Events  Resources

Find Studies

QUICK STUDY LOOKUP v @ MY DATA REQUESTS

O sy v

2559

Data Contributor Review

Once you search for a particular data request or particular search criteria, you can export all visible
records to a CSV file. You can also export all your data requests to a CSV file without any filtering.

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

@ Data Requests

Research Data Requests

For data provided by my organizations

Active

Vivli ID: 00002553
Predicting Treatment Response to combination drugs in patients with type 2 Diabetes (Studies: 2)

Requested By: Data Requester
Lead Researcher: Sarah Jones

Home

About

Members ~ News & Events

QUICK STUDY LOOKUP v @ MY DATA REQUESTS

Resources

Find Studies

O sauy v

2553

Data Contributor Review
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The downloaded file contains:

e Data RequestID,

e Request Title/Project Name

e Submitter/Requester Name and Email
e Lead Investigator Name and Email

e Request Status

e Date of the last action

e Data Contributor Organizations

A B (= D E F G H |
1 Request ID Request Title Requester Requester's Email Principal Investigator Pl Email Request Status Date of Last Action Data Contributor Organization
2 VivliID: 00001261 Stan Test Hotfix - 9/13 Ida Sim datarequester vivli@gmail.ccIda Sim a@b.coma Draft 2/5/2019 15:21 ImmPort (a data-sharing platfq
3 Vivli ID: 00001301 Asthma Meta Analysis Ida Sim datarequester.vivli@gmail.cc Ida Sim datarequester.vivli@gm: DUAValidated ~ 10/25/2018 12:58 GlaxoSmithKline
4 \Vivli ID: 00001323 Notification Validation Data Requester datarequester.vivli@gmail.cc Stan Neumann sneumann@vivli.org Fulfilled 12/13/2018 14:43 GlaxoSmitl
5 |Vivli ID: 00001254 Test DoNotTrack Property for Data RequeElizabeth Connolly econnolly@bluemetal.com |lda Sim ida.sim@ucsf.edu Cancelled 3/16/2019 20:20 GlaxoSmitl
6 Vivli ID: 00001255 Stans Asthma Study 8/9 PM Ida Sim datarequester.vivli@gmail.cc Stan Neumann stann@bluemetal.com Cancelled 10/3/2018 22:21 GlaxoSmith
7 Vivli ID: 00001256 Stan - Test delete and re-add 8/10 Ida Sim datarequester.vivli@gmail.cc Stan Neumann Stann@bluemetal.com Cancelled 10/3/2018 22:21 GlaxoSmitl
8 Vivli ID: 00001257 Stan - test upload problem 8/10 AM Ida Sim datarequester.vivli@gmail.cca a a@b.c Cancelled 9/6/2018 10:10 GlaxoSmithKline

3.2.3 Data Request Form

After navigating to your requests, you can review them.

1. First, click on the Data Request Project name and it will take you to a Request details screen. Data
Requests appearing on this screen have already gone through the Vivli Admin form check and are
ready for Data Contributor or IRP review.

/i o
Wy Home About Members News & Events Resources Find Studies

auicksTupyLookup v @) myoararequests @) sauy v

Research Data Requests

For data provided by my organizations

Awaiting My Action

Vivli ID: 00002553

icting to ion drugs in patients with type 2 Diabetes (Studi Data Contributor Review
Requested By: Data Requester
Lead Researcher: Sarah Jones

@ Data Requests
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2. When you open the data request, you can see the Vivli Request number, Pl name, and the Current
status of the data request on the top.

ey Home About Members News&Events Resources Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA ENQUIRY

QUICK STUDY LOOKUP v € MY DATA REQUESTS n SALLY v

Request: 3469, PI: Sarah Jones

Status: Data Contributor Review X Cannot Fuffill ‘ l Process Request m

Research Data Request: Predicting Treatment Response to combination drugs in patients with type 2 diabetes
Vivli ID: 00003469

Comments from the Vivli Team

In the last round of review, Vivii Member 1 requested revisions. As a result, Pl added an additional study. For detailed information on the changes made, please see
attachment "2023_09_20 Vivii ID 00003469_form check comparison report” in chat. Any changes to studies are considered a major revision and therefore data
il are ided with the ity to review the with these revisi

Research Team
Lead Investigator
Sarah Jones
SJJones@ucsf.educ
Professor

University of California, San Francisco
ORCID iD: 0000-0002-1045-8336Country: United States of America

Request Details/Print View

Education or Qualifications
MD, PhD in Biostatistics

Conflicts of Interest and Plan for Management
None

Statistician Researcher

3. Inthe “Request Details/print view” tab of the data request form, the last comments, if any entered
during the Vivli form check approval will be displayed on top.

ey Home  About Members News & Events Resources  Find Studies

mvuRr  aucksmuovioowr v (@ womreauesTs () sALY v

Request: 3469, PI: Sarah Jones X Cannot Fulil e g
Status: Data Contributor Review X Cannot Ful rocess Reques

Research Data Request: Predicting Treatment Response to combination drugs in patients with type 2 diabetes
Vivli ID: 00003469

Comments from the Vivli Team

In the last round of review, Vivii Member 1 requested revisions. As a result, Pl added an additional study. For detailed information on the changes made, please see
attachment "2023_09_20 Vivli ID 00003469 _form check comparison report” in chat. Any changes to studies are considered a major revision and therefore data
contributors are provided with the opportunity to review the proposal with these revisions.

Research Team
Lead Investigator

Sarah Jones

SJJones@ucsf educ
Professor
University of California, San Francisco

Sequast Detalle Edotilew ORCID iD: 0000-0002-1045-8336Country: United States of America

Education or Qualifications
MD, PhD in Biostatistics

Conflicts of and Plan for
None

Statistician Researcher
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4. Reviewers can read the Data Request Form online, or print a pdf copy by clicking on the “print”
button:

a
ey Home  About Members News&Events Resources Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Request: 3469, PI: Sarah Jones
Status: Data Contributor Review

Research Data Request: Predicting Treatment Response to combination drugs in patients with type 2 diabetes
Vivli ID: 00003469

Comments from the Vivli Team

In the last round of review, Vivli Member 1 requested revisions. As a result, Pl added an additional study. For detailed information on the changes made, please see
attachment "2023_09_20 Vivli ID 00003469 _form check comparison report” in chat. Any changes to studies are considered a major revision and therefore data
contributors are provided with the opportunity to review the proposal with these revisions.

Research Team
Lead Investigator

Sarah Jones

SJJones@ucsf.educ
Professor

R + Details/Print Vi University of California, San Francisco
i e i ORCID iD: 0000-0002-1045-8336Country: United States of America

Education or Qualifications
MD, PhD in Biostatistics

Conflicts of and Plan for
None

Statistician Researcher

- 2
Print 10/5/21, 5:04 PM Vivi

Total:3:pages Research Data Request: Predicting Treatment Response to combination drugs in patients with type 2

Diabetes
Printer Vivii ID: 00002553
Save as PDF w Comments from the Vivli Team
In the last round of review, Vivii Member 1 requested revision. As a result, Pl added additional study. For detailed information on the changes
, please see attachment “2021_10_05 Vivii ID 00002553 _form check comparison report” in chat. Any changes 1o studies are considered
Layout major revision and therefore, data contributors are provided with the opportunity 1o review the proposal with these revisions.
> Research Team
o Portrait
Lead Investigator and Statistician
Landscape

Sarah Jones

sjone@ucsf.educ

Professor
Pages University of California, San Francisco
o Al Orcid iD: 0000-0002-1045-8336

Education or Qualifications

eg.1-58,11-13 MD. Phd
Conflicts of Interest and Plan for Management
A, None
More settings
Additional Researchers

Troubleshoot printer issues

Data Requester
Datarequester.vivii@gmail.com
NIA

NIA

Education or Qualifications
NA

Conflicts of Interest and Plan for Management
NA

Research Proposal

General

Title of Proposed Research

el - Preccing TeameRespons o combinaion g i pats i ype 2 Dibeles

summary i the of the project to science and public health
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The additional tabs on the left contain information about the data request:

[ } Home About Members  News & Events Resources  Find Studies

DY LOOKUP v e MY DATA REQUESTS

Request: 3469, PI: Sarah Jones
Status: Data Contributor Review

Research Data Request: Predicting Treatment Response to combination drugs in patients with type 2 diabetes
Vivli ID: 00003469

Comments from the Vivli Team

In the last round of review, Vivii Member 1 requested revisions. As a result, Pl added an additional study. For detailed information on the changes made, please see
attachment "2023_09_ 20VNI|000006469 )_form check comparison report” in chat. Any changes to studies are considered a major revision and therefore data
are p with the ity to review the proposal with these revisions.

Research Team

Lead Investigator

Sarah Jones

SJJones@ucsf educ

Request Details/Print View Professor

University of California, San Francisco

ORCID iD: 0000-0002-1045-8336Country: United States of America

Ed ion or Qualifi
MD, PhD in Biostatistics

Conflicts of Interest and Plan for Management

e Studies tab: lists all the studies associated with the data request. The studies tab also provides
information about the availability of the stored data package. If there was a stored data package
for that study on the Vivli platform, at the time the researcher added the study to the data
request, you will see a note next to the study card as, “Data already on the platform”. If the
study didn’t have a stored data package, for that study on the Vivli platform, at the time the
researcher added the study to the data request, you will see a note next to the study card as
“Data to be loaded after approval”. The studies tab within the data request has a download
button that provides a CSV list of all the studies in that data request. The CSV contains the
following fields: Sponsor ID, Study ID, IPD Uploaded, Study Title, Principal Investigator of the
study (not data request), Sponsor Name, Data Contributor Name, IRP/Approver Name, and Data
Request ID. For multi-sponsor data requests, you will see a list of all the sponsor studies in the
Studies tab.
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e BN
an 2 2
L K N Home About Members News & Events Resources Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

ENQUIRY QUICK STUDY LOOKUP v @ MY DATA REQUESTS n DATA CONTRIBUTOR Vv

Request: 3221, PI: Amrutha Baskaran

Status: Awaiting IRP/Reviewer Approval X Cannot Fulfill Process Request

Studies
REQUESTED STUDIES D

VIVLI-LISTED AND PROVISIONED STUDIES

Qn Open-Label, Single-Arm Study to Evaluate the Effectiveness and Safety of Ocrelizumab in Patients With Early Stage Relapsing Remitting Multiple Sclerosis

NC’ 810 Sponsor ID: MA30143 Settings: Edit Settings
D 00003221 Dat. only Data to be loaded after approval
or. AbbVie IRP/Approver. Wellcome Trust Data earch environment only
Qeactogemcﬂy Safety and Immunogenicity Study of GlaxoSmithKline (GSK) Biologicals' Investigational Supra-seasonal Universal Influenza Vaccines - Inactivated (SUIVs) (GSK.
Settings
Data has been load Data already on platform
>IAp /elicome Trust Data available in se
QOn-closure of Alveoli After Avulsion of Wisdom Teeth: a Randomized, Open, Multicenter Trial
D: LOCAL/2014/PL-01
ure requests Data already on platform
er Biogen
A B & D E F G H | J
1 |Sponsor ID Study Id Ipd Uploaded Study Title Principal Investigati Sponsor Name Data Contributor Nz IRP/Approver Name Data Request Id
2 |P42-05 TRUE A Multicenter, Placebo-Controlled, Parz Vivli Member Vivli Member IRP Organization 2553
3 205687 NCT03085797 FALSE A Randomised, Double-blind, Parallel G Vivli Member Vivli Member IRP Organization 2553
4

e Status Update tab: Please see Section 3.5.3. Status Update

e Attachments tab: any other documents included by the data requestor. Note: attachments are
also visible at the end of the “Request Details/Print View” tab. Please ‘download a copy of the
attachments for your review.

e Request history tab: shows the history of the data request, including decisions recorded by you
or by other Data Contributor Organizations involved in your data request. Request history also
shows Vivli form checks, Data Contributor review, IRP review, DUA validation events, Data
package upload, when data packages are accessed via Research Environment or through
download (based on member’s data-sharing criteria), Results exported, and when Safety
concerns are reported and when Research Environment was deprovisioned.

o Signed Agreements tab: shows the executed signed Data Use Agreement and any further DUA
extension forms. Note: You will see the executed DUA after the request is approved and the
DUA is executed.

e Chat tab: Open chat is used to communicate with all parties to the data request; for more
information, please see section 10.1 Chat.

Once the research environment is started, the following tabs will appear on the data request.

e Safety Concerns: Please see Section 8. Safety reporting

e Research Results: Results requested by the researcher.

e Research Environment: Research environment tab can be accessed only by the researcher.
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After reviewing the Data Request Form, the Organizational Administrator will move to the next step of
the request review process.

3.2.4 Vivli Policies in Brief
Policies in brief for researchers is available on Vivli’s website. Researchers are provided with this
information while drafting the data request. Policies in brief provides a synopsis of the key policies that
govern the interactions between researchers and data contributors during the lifecycle of a research
proposal. These policies, in addition to being available on the website, are pointed out to researchers
once they submit a request.

3.3 Study settings at Data Contributor Review
Org Admins have the opportunity to specify the study data storage behavior of each study within the
data request. i.e. a specific data package to be uploaded just for this particular request or not. The
current settings are below the “Edit Settings” button.

ey Home About Members News&Events Resources Find Studies

enauRY  auickstuovLookup v (@ wyoareauests () say v

t Fulfill ‘ Process Request

Request: 3469, PI: Sarah Jones
Status: Data Contributor Review

e REQUESTED STUDIES @)

VIVLI-LISTED AND PROVISIONED STUDIES

Data to be loaded after approval

A double-blind, stratified, randomized, placebo controlled study of Ro 64-0796 (also known as GS4104) in the treatment of influenza in chronically ill adults
WV15872 Settings
er Wellcome Trust Data package d

tudy ID: WV15872  Sponsor
t 00003469
tor Roche IRP/Appr

this request on Data to be loaded after approval

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

To make the changes, click on “Edit Settings”.
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The following pop-up will display over the page:

e To load a specific data package for this particular study for this particular request, click
the checkbox “Data loaded for this request only.”

e To load a full data package for this particular study which can be stored in the secured
vault for automatic provision, please uncheck the checkbox “Data loaded for this
request only.”

Advanced settings for the study NCT03085810 in this data request only

This study currently has a stored data package. If you would like to use that stored package for this request,
uncheck the option "Data loaded for this request only".

v Data loaded for this request only

In addition, the Org Admins can see whether a particular study package is downloadable or not within
this data request. This is viewable and not editable by the Org Admins. To make any changes to the
download setting, please contact Vivli at support@.vivli.org.

[N
ey Home About Members News&Events Resources Find Studies

ENQURY  QUICKSTUDYLOOKUP v Q MYDATAREQUESTS () SALLY v

Request: 3469, PI: Sarah Jones
Status: Data Contributor Review

X Cannot Fulfill ‘ Process Request

Studies

REQUESTED STUDIES @

VIVLI-LISTED AND PROVISIONED STUDIES

A Randomized, Double-Blind, Placebo-Controlied, Parallel Group. Multicenter Monotherapy Study to Determine the Efficacy and Safety of 2 Dose Levels of Albiglutide in Subjec

ID: NCT01733758 SponsoriD: 113121
00003469 Data to be loaded after approval

or GlaxoSmithKline IRP/Approver Wellcome Trust

A double-blind, stratified, randomized, placebo controlied study of Ro 64-0796 (also known as GS4104) in the treatment of influenza in chronically ill adults
WV15872 Settings
Data [oaded for thi
er. Wellcome Trust ta g

Data to be loaded after approval

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found
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3.4 Recording a Decision about a Data Request
To record the decision, you may use the options available in the upper right-hand corner of the screen.

wey Home  About Members News & Events Resources  Find Studies

ENQUIRY  QUICK STUDYLOOKUP v e MYDATAREQUESTS () SALLY v

Request: 3469, PI: Sarah Jones ‘
Status: Data Contributor Review

< Cannot Fulfill ‘ Process Request

Research Data Request: Predicting Treatment Response to combination drugs in patients with type 2 diabetes
Vivli ID: 00003469

Comments from the Vivli Team

In the last round of review, Vivlii Member 1 requested revisions. As a result, Pl added an additional study. For detailed information on the changes made, please see
attachment "2023_09_20 Vivii ID )_form check report” in chat. Any changes to studies are considered a major revision and therefore data
are pi with the ity to review the with these

Research Team

Lead Investigator

Sarah Jones

SJJones@ucsf.educ
Professor
R Details/Print View University of California, San Francisco
e o A ORCID iD: 0000-0002-1045-8336Country: United States of America

Education or Qualifications
MD, PhD in Biostatistics

Conflicts of Interest and Plan for Management
None

Statistician Researcher

The data request decision options are:

X Cannot Fulfill Process Request

3.4.1 Cannot Fulfill
You may use this option if the data request or all the studies in the data request don’t meet your Data
Contributor policy in accordance with your members' page

Any reason for being unable to fulfill a request needs to be transparent and listed as a reason for not
sharing on your member’s page.

When recording the decision on the platform, click "Cannot fulfill" button and then choose the
appropriate checkbox that matches your member's page. Please don't leave the reason for non-approval
as blank. Please also check “other reason for non-approval”
the request falls outside your policy.

checkbox to provide more context as to why

Examples: this policy is out of scope of our data sharing policy as the trial is still ongoing or this study is out of scope due to
ongoing litigation.
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If you do decide to not approve a request, Vivli will reach out to you to confirm that this reason is listed
and transparent on your member’s page. Any final rejections will be reflected in the public metrics once
the data request governance process, including DUA execution, has been completed.

1. If the Data Contributor cannot fulfill the request for any reason, click Cannot Fulfill:

‘ X Cannot Fulfill ’

/

2. Adialogue box will pop-up where you can provide the reason the Data Contributor cannot fulfill the
Data Request. Choose the appropriate checkbox that matches your member's page. Please don't
leave the reason for denial as blank:

Reason for Non-Approval

Please provide a reason for your non-approval.

Include any feedback for the researcher in the chat.

. The Data Request is not seeking access to anonymized patient level data

. The Data Request did not meet the data contributor/sponsor policies for informed consent
. The Data Request required data that was not collected in the studies requested

. The Data Request competes with the data contributor/sponsor’s publication plan

. The data contributor or sponsor doesn't have the legal authority to provide the data

. The data requested is not appropniate for the research proposal in the Data Request

. The Data Request's research proposal lacks clear scientific merit

. The Data Request's project aim is commercial or litigious

Reasons for Non-Approval include:

e  The Data Request is not seeking access to anonymized participant-level data
° The Data Request did not meet the data contributor/sponsor policies for informed consent
° The Data Request required data that was not collected in the studies requested
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° The Data Request competes with the data contributor/sponsor's publication plan

e  The data contributor or sponsor doesn't have the legal authority to provide the data
e  The data requested is not appropriate for the research proposal in the Data Request
e  The Data Request's research proposal lacks clear scientific merit

e  The Data Request's project aim is commercial or litigious

e  The Data Request is Out of Scope

e  The data requested is unavailable

e  The data requested cannot be shared due to ongoing regulatory activities

e  The data requested was not collected in English

III

3. To describe any other reason for non-approval, check “other reason for non-approval” and use the
comment box. (Please note this reason for non-approval will need to appear on your member’s
page).

4. Enter the reason(s) and press Ok. This will send an automated email to the Data Requestor and Vivli
Administrator informing them of the decision.

5. This Data Request will now be categorized as “Not Approved” in the Data Request status bar and
Data Requestor may see your comments regarding the revision in the request history section.

6. Your decision will be recorded in the Request history of the Data Request.

7. For multi-sponsor requests, if your organization has recorded its decision but another organization
has not, the request will remain in the Data Contributor review stage under the Active status bar.
Vivli team will follow up with the other appropriate member to record their decision. Once all the
decisions are recorded, the Researcher may remove the denied studies and move forward with the
rest of the studies from other members.
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3.4.2 Request Revision

You may use this option to request a revision to a particular section of the data request form. Another
scenario is if you are willing to approve some of the requested study data but not all i.e. some studies
were denied. In this case, please let the Researcher know which studies don’t meet your Data
Contributor policy and your reason for rejecting the studies in accordance with your members' page.
Please see section 3.4.1 above for the list of reasons for non-approval. You can request the researcher to
remove those studies from your data request. Please note that partial rejection of studies will be
published on the Metrics page once the request passes the DUA Validation stage. For minor revisions
and fixing errors, please reach out to the Vivli Admin via open chat before clicking the revision button.
Then Vivli Admin can make the changes on behalf of the Research team without sending the request
back to drafts. This allows for a more efficient process for all involved.

1. If the Data Contributor requires revisions to the Data Request Form, click Request Revision:

2. Adialogue box will appear where you can enter the details on the requested revisions. It is best
practice to post your revision comments in the open chat for easy access to the Data Requester. If
you have long comments, please use chat instead of request history:

Request Revision Comment

Please use the chat to describe any revisions that you are requesting.

3. When finished, click Ok and this will send an automated email to the Data Requestor informing
them of your decision.

4. This Data Request will now be categorized as “Not Approved” in the Data Request status bar and
remain in that status until the Vivli Admin resets it to drafts for the data requester to make the
revisions. At this stage, the data request will be in the drafts section.

5. The Data Requestor can review your comments regarding the revision in the request history section.
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6. Once the Data Requester has revised and re-submitted their request, Vivli Admin will summarize the
changes and post their comments during the Vivli form check stage.

7. The Organizational Administrator may see the Vivli form check comments in the “Print” view and

may review the request again if it’s a major revision.

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Request: 3469, PI: Sarah Jones
Status: Data Contributor Review

Research Data Request: Predicting Treatment Response to combination drugs in patients with type 2 diabetes

Vivli ID: 00003469

Home About Members News & Events Resources  Find Studies

ENQUIRY  QUICK STUDY LOOKUP v e MY DATA REQUESTS

SALLY v

Comments from the Vivli Team

In the last round of review, Vivii Member 1
attachment "2023_09_20 Vivii ID 00003469_form check
contributors are provided

requested revisions. As a result, Pl added an additional study. For detailed information on the changes made, please see
ccomparison report” in chat. Any changes to studies are considered a major revision and therefore data
with the opportunity to review the proposal with these revisions.

Research Team
Lead Investigator

Sarah Jones
SJJones@ucsf.educ

Professor
R Details/Print Vi University of California, San Francisco
e e F ORCID iD: 0000-0002-1045-8336Country: United States of America

Education or Qualifications
MD, PhD in Biostatistics

Conflicts of Interest and Plan for Management

None

Statistician Researcher

In addition, the Vivli team will post a form check comparison report which shows the comparison

between the previous version and the current version of the data request form via open chat as an

attachment. For more information on major versus minor revisions to data requests, please see

Home Tools [Compare Report]... x
B ® 8 Q ® O ey KD OG
I Compare Files [ side-by-sice  [B) OidFile [2) New Fie

rch Data Request: Anti-TNF Monoclonal Antibody D2E7 in Patients with Active Rheumatoid

Comments from the Vivii Team

i et e St Aty P e oo
P ey

Research Team

Lead Investigator and Statistician

Conficts of Interest and Pian for Management
A

Additional Researchers
> Research Proposal
General

Title of Proposed Research
o2

wnary explaining the relevance of the project to science and public health

i kv A i g o Ty wih T

's/Objectives and Hypotheses

Study Design
Briof

ot tho Amarican Cologe

[Old File] 2021_01_25 Vivii 1D 00002116 DRF (1).pdf

o -
UEL R ~ B 2 & D & 3
——
/' Next Change Y Fiter~  [E] Show ~ (_ Close /,\
e NOURL Pl 2821, 1-4458 M)
squest: Anti-TNF Monocional Antibody D2E7 in Patients with Acive Rhaumatoid
Confictsof teret and Pl fo Mansgement
Additional Researchers
Research Proposal ‘

General

Tite of Proposed Research
Monockonst Antody 02E7 i Patints wih At Rbeumeton A

Narrative

project to i public healtn

To cvavate to eticas o
micivease (TX) I ot Wi achve oo T (1A) =180 Boloet Wi MTX. 3 24wk, (nSoriced, G-t
20 mg. 01, 00000

i

(1.2 povkang s

Study Design
Brief Description

[New File] 2021.01,.25 Vivi ID 00002116 DRF (2).0df &
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3.4.4 Major versus minor revisions to data requests.

Home  About Membars News & Events  Resources Find Studies

Request: 2460 PL: Saran Jones T T =
Status: Duts Contr butor Review arnce Futil neess Reques Pret

Open Chat i Kire )

Communicite with stakeholders involved in ths dals request

UPLOADED FILES

Researcher | v ¢
W2y v
Filo Deleted. Shudy protocol pet o

Fho Uploaded 2023_00_2% VA 1D 00003400 _torm check comparson repodt pet

A WA Y

9. Your decision will be recorded in the Request history of the Data Request.

10. For multi-sponsor requests, if your organization has recorded its decision but another organization
has not, the request will remain in the Data Contributor review stage under the Active status bar.
Vivli team will follow up with the appropriate member to record their decision.

3.4.3 Process Request

You may use this option if the data request or all the studies in the data request meets your Data
Contributor policy in accordance with your members' page.

1. To send the request to the next stage in the Data Contributor’s review model, click Process
Request:

2. A dialogue box will pop up where the data contributor may enter any comments (optional):
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Process Request Comment

If you wish, you may provide context for your processed request here. Simply click "OK" to continue without
comment.

Include any feedback for the researcher in the chat.

3. Click Ok to continue.
4. The request will now be sent automatically to the next stage in your process and the concerned
person will be notified via email.
5. The Data Request will now be categorized as Active in your Data Request status bar.
6. Your decision will be recorded in the Request history of the Data Request.

7. For multi-sponsor requests, if your organization has recorded its decision but another
organization has not, the request will remain in the Data Contributor review stage under the
Active status bar. Vivli team will follow up with the appropriate member to record their
decision.

3.4.4 Major versus minor revisions to data requests

Change Classification
(major / minor)

Change to Primary Investigator Major

Change to Lead Statistician Major

Adding or Removing Studies Major

Change to Statistical Analysis Plan Major

Change to Conflict of Interest Statement Major
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Other Personnel Changes Minor
Changes to the Lay Summary (e.g. Spelling = Minor
out acronyms)

e If a data requester makes any major changes to the data request form i.e Changes to Primary
Investigator, Lead Statistiscian, their conflict of interest or changes to Statistical analysis plan before
the review process is complete, Vivli team will make changes on the researchers behalf and inform
the data contributors via chat.

¢ [f a data requester makes any major changes to the data request form i.e. Changes to Primary
Investigator, Lead Statistiscian, their conflict of interest or changes to Statistical analysis plan after
the data request review process is complete, Vivli will reach out to data contributors via
“Contributors” chat (visible to Data Contributors and Vivli Admins) to ask if they approve this
change. If all data contributors approve, the Vivli administrator will make this change on behalf of
the data requester and will record this change as a note to file and upload it in the signed
agreements tab. If one of the Data Contributor/IRP requests this change go through formal
approval, the Vivli team will send the data request back for review to all other relevant Data
Contributors according to their chosen data request governance process.

¢ If a data requester wants to add any studies from an existing data contributor who has already
reviewed this data request after the data review process is complete, Vivli will reach out to data
contributors via “Contributors” chat (visible to Data Contributors and Vivli Admins) to ask if they
approve this change. If all data contributors approve, the Vivli administrator will add the studies on
behalf of the data requester and will record this change as a note to file and upload it in the signed
agreements tab. The DUA will also need to be re-executed along with the updated data request
form. If one of the Data Contributor/IRP requests this change go through formal approval, the Vivli
team will send the data request back for review to all other relevant Data Contributors according to
their chosen data request governance process.

e If a data requester wants to add any studies from a new data contributor who has not reviewed
the data request after the review process is complete, the data request will require submission of a
new request. A new DUA will also need to be executed. Analysis conducted in the existing Research
Environment can be made available in the new Environment for combination with subsequent data
analysis. Before resubmission, the Researcher will be encouraged to ensure they have a full list of
the studies that they will be requesting, and all participating research team members listed before
submitting a new request. This is to avoid unnecessary work for both the Research Team and the
data contributors involved.
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Adding Additional Studies once your Data Request is in the Analysis Stage

Request Vivli Data IRP DUA Study Analysis
Studies Form Check Contributor Review Executed Package
Review Uploaded

When additional studies are added,

.
LI
LRV
.....

e
..................

Timeline: 2-5 months

3.4.5 Withdrawal process

A Data Request could be withdrawn for many reasons. If a Research team decides to withdraw their
request, they can reach out to the Vivli team via chat or through support@vivli.org and provide their
reasons for withdrawal.

A Data Request will be considered to be non-responsive when it has met the following criteria:

e When the request has been submitted and returned to Drafts for revision (and)

e Has not been revised, resubmitted, or progressed to the next stage of review (and)

e Noresponse is received from the Research Team to Vivli Admin for 4 months following bi-
weekly check-ins in chat and via email.

After 4 months, the Vivli Admin will place a note in chat, and send it via email (if provided),
informing the Researcher that multiple attempts to contact them have been unsuccessful and their
request will be considered withdrawn and moved to the Withdrawn state on the platform. If a
Researcher responds to this message within 30 days, the request can continue through the process.
After 30 days, the request is considered abandoned. The researcher may contact Vivli

at support@vivli.org anytime to move the request back from withdrawn to drafts.

If the data request was submitted for Data Contributor review, then Vivli will upload the note to file in
the signed agreements tab detailing the reasons for withdrawal and withdraw the request on their
behalf. The data request is moved to the withdrawn section of the Data Request Dashboard. The
withdrawal decision is recorded in the request history of the data request. Withdrawn requests are
reflected on the Metrics page.

3.4.6 Target timeline for the review process
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1. Vivli 2. Vivli 3. Data 4.DC 5. 6. 7. 8. Overall
Form form Contributor | final Approving | Approving | Approval | Approval Timing
Check check initial decision | Entity/ IRP | entity’s to DUA to data Steps
Initial Complete | response first final executed | packages
Response response | decision (7&8 run | loaded
in
parallel)
2 days 21 days 30 days 30 days 2-5
Months
(60-150
days)

Note: Targets are focused on what Vivli and members could control

3.4.7 Summary level and document only data request

Vivli members have the option to use Vivli platform for document-only and summary-level data
requests. This will be specified in the Vivli Member Checklist.

Here is a lighter-weight process for such data requests:

©® Nk

Researcher submits the data request

Vivli Admin notes on the top of the data request if this is a summary-level or document only

request

Org Admins sets the study setting by checking the checkbox “Data loaded for this request only”.
See Section 3.3 of the Data Contributor guide

Org Admins records the Data Contributor review as standard

Data request skips IRP review

Standard Data Use Agreement and security addendum is signed

Data Upload the specific data just for this data request

Summary-level data and documents to be downloaded by the researcher
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9. These requests are not counted toward the number of requests that are included as part of a
member’s yearly allocation of data requests.

Vivli Form Data Standard DUA Documents and
Check Contributor with summary-level data

Review Downloadable Downloaded
Rider

3.5 Report of data requests

The report is a “tab” on the left of the Dashboard. It is also a menu choice on the drop-down menu
when clicking on your name.

1N
[ 1] N N
wmars Home  About Members News&Events Resources Find Studies
-~
0 o v |
Search
Report Available Report Types —

Standard Display, 1 Data Request per Row (Org Admin)

search Environments

ﬁumb,r of My‘ Total Studies

Current Status Active Actions iy Organzatons

Vivli Id Lead Researcher Data
Studies

Studies
v v v v v v v
Data Requests

3460 Sarah Jones = GlaxoSmithKline 1 2 Data Contribulor Review true Member! - Awaiting Upload
. N teasibilty ¢
B . Roche Edit b

48058 iz test « Takeda 1 2 Denied true
 Test GSK

2704 Nick Jones « Abbvie 1 4 Draft true
= Roche
= Novelion Therapeutics
« Pizer Inc

48053 Amrutha Baskaran + ADbVie 3 e Awaiting IRP/Reviewer e
+ GlaxoSmithKline Approval

There are four types of reports:

1. Standard Display, 1 Data Request per row, is the default option which is a display-oriented
report and contains an overview of the request.

2. Standard Export, 1 Data Request per row, adds more information on requested studies, and
many fields from the data request form.

3. Full Export, 1 Requested Study per Row, repeats the standard export row once for each

requested study.
4. Studies, a list of the studies a data contributor has listed on the Vivli platform, with study details

and usage metrics
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The default report shown on opening the Reports tab is the Standard Display.

Re pOr‘t Available Report Types
N

Standard Display, 1 Data Request per Row (Org Admin)
Data Requests
Full Export, 1 Requested Study per Row (Org Admin)

Vivlild Lead Researcher
Standard Display, 1 Data Request per Row (Org Admin)

Standard Export, 1 Data Request per Row (Org Admin)

Studies

3469 Sarah Jones
Studies (Org Admin)

3.5.1. Features of the report

Download icon allows you to download what is currently displayed (and filtered)

When you type into the white text entry field at a column heading, you filter the list to items that
Contain what you enter

S el D Data Contributors ¥V

Email
e ROCHE
SJJones@ucsf.educ « GlaxoSmithKline
« Roche

When you see a funnel next to the white field, you can use that to specify a different type of filter, such
as Not Contains. Contains, Equals, Not equal, Starts with and Ends with.

Data Contributors Number of My Orga..
Mot contains v
Contains

ot contains

+ GlaxoSmithKline Equals
Not equal
» GlaxoSmithKline Starts with

Ends with
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Data Contributors ¥ Humber of My Orga...

AMR v ¥
Mot contains -

+ GlaxoSmithKline
ANA

To filter the field in ascending or descending order, click on the Title name. The upward and downward
arrow shows whether it is in ascending or descending order.

Vivli... Vivli... ¥

If a column title is truncated with an ellipsis, hover over the title to see the whole title

Requested 5tud... V= Requested 5tud... +

Requested Study Data Contributor
glax ¥ ¥

EN e e P AL A e -

To scroll the report, use the scrolling bar at the bottom and right side of the screen.

3.5.2. Fields included in the report

1. Standard Display, 1 Data Request per row, includes the following fields:

e VivliID

e lLead Researcher

e Data Contributors (comma-separated list)

e Number of My Organization’s Studies — Number of studies from your organization included in
the request.

e Total Studies Requested — Number of studies from all data contributors included in the request.

e Current Status — Draft, Vivli Form check, Form check failed, Data Contributor Review, Awaiting
IRP/Reviewer Approval, DUA Validation, Awaiting Data Package Upload, Partially Fulfilled,
Fulfilled, Denied, Cancelled, and Archived

e Active (True or False) - Includes data requests from the time it is submitted for form check until
the final publication is published. Excludes all draft requests.

e Actions Required — Action required by all the data contributors at a particular stage as set by the
Vivli admin. This complements the decisions and uploads required field.

e Decisions and Uploads Required — This is automatically set by the Vivli platform and will always
be up to the minute

e Days in Current Workflow Step — Number of days the request in the particular step. It is
computed automatically, in real-time. If it is greater than the Target Days for Current Workflow
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Step, we put an asterisk on Days in Current Step to indicate “overdue”. If Target Days for
Current Workflow Step is -1, there is no target (e.g. for the Analysis phase).

e Target Days for Current Workflow Step — 21 days for Data Contributor review, 30 days for IRP
review, 30 days for Data Upload and 30 days for Publication review

e Feedback — For Data Contributor to provide any comments in response to weekly summary
comments. For more information, please see section 3.5.3. Status Update

e Request Review Status — shows Form check, Data Contributor review, and IRP review decision

e DUA Status — Pending DUA, DUA execution, DUA extension, and DUA closure

e Data Upload Status — Updates on data upload status

e Results Export Requests — Includes Date and whether approved

e Publication Status — Includes courtesy review, public disclosure acceptance, published
disclosures, and summary of results.

e Additional Notes — Revision of previous Vivli ID#, transition request #, and Pending chat question
or other pending issues.

e Date Submitted to Data Contributor —The date when the request was first submitted to the Data
Contributor review.

e Date of Last Change —Records any change, including updates you or the Vivli admin make to the
status update.

2. Standard Export, 1 Data Request per row includes the fields above and includes the following
additional fields:

o Title — Request title

e Lead Researcher Affiliation

e Lead Researcher Title

e Lead Researcher Email

e Date First Published

e Main Predictor/Independent Variable
e Publication Plan

e Brief Description

e Aims, Objectives, Hypotheses

e Purpose of Analysis

e Therapeutic Area

e All Studies Included by Sponsor ID/NCT ID

3. Full Export, 1 Requested Study per Row, repeats the standard export row once for each
requested study. This is to support the analysis of the requested studies. It includes studies
provided by all contributors. It includes the fields above except “All Studies Included by Sponsor
ID/NCT ID” and includes the following additional fields:

e Requested Study Data Contributor — Name of a data contributor. To see studies from
your organization, filter by “Requested Study Data Contributor”
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e Requested Study NCT ID
e Requested Study Sponsor ID

Tip: If you use the expanded report, and filter on a study ID or NCT ID, you can quickly see what requests
include that study and their status.

4. Studies, has a row per listed study for your organization, with some study metadata and usage
metrics

e NCTId

e Sponsor Protocol Id
e Posted Date

e Submitted Date

e Org Name

e  Study Title

e Ror Names

e Parent Ror Names

e (Citation Count

e Study Metadata Doi
e Is Data Uploaded

e Conditions

e Interventions
e Data Requests Count

3.5.3. Status Update

1. Status updates can be accessed by clicking the data request from the report tab. The request
opens in a new request tab “Status Update”, which allows you to see several fields quickly, and
provide feedback on “Actions Required” or any other issue.

-ay Home  About  Members News&Events Resources Find Studies

ENGURY  QUICKSTUDY LOOKUP v (B WY DATARE

Number of My Total Studies

Vivli Id Lead Researcher Data Contributors. Organization's Current Status Active Actions Requ
Studies Requested

B Report v v v v v v v

3484 ruchi pandey * GlaxoSmithiline 2 3 Fulfilled true
- Vi

3469 Sarah Jones + Glaxosmithidline 1 2 Data Contributor Review true Member1 - Awati

- Roche teasibility decisio

+ GlaxoSmithKiine 1 5 Draft false
= Johnson and Johnson

» Piizer Inc

- Roche
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. .
Home About Members News & Events. Resources  Find Studies

ENOURY  QUGKSTUOYLOOKUP v (5 wrDmREOUESTS () SALY v

CENTER FOR GLORAL CLINICAL RESEARCH DATA

Report Available Report Type o

r Row (Org Admin)

Standard Display, 1 Data Request px
Number of My
Vivli ld Researcher Data Contributors. Organization's Total Studies Current Status Active Actions Required
Requested
Studies
B Report v v v v v v v 7l
3484 ndey » GlaxoSmithKiine 2 3 Fulfiled rue
- Vivii
3469 ones « GlaxoSmitnKline 1 2 Data Contributor Review true Membert - Awating
« Roche teasibillty decision
5 Draft faise

= GlaxoSmithKline

« Johnson and Johnson
= Pfizer Inc.

* Roche

2. Alternatively, the status update can be accessed directly on the data request form. Actions for
data contributors are entered into the ‘Action Required’ field by Vivli.

. .
Home  About  Members  News & Events  Resources Find Studies

Save Feedback Update

EMQUIRY

Process Request

Request: 3450, PI: Sarah Jones . o
Status: Data Contributor Review Zannot Fulfi

Status Update

Days in Current Step Target Time for Current Step (Days)

1

21

[Actions Required

Member1 - Awating feasibility decision t in progres:

Request Review Status DUA Status

09r25/2023 - Form check complete;
Waiting for Member1 to record data contributor review decision;

Data Upload Status Publication Progress
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3. The feedback field is editable (marked in white). All other fields are locked (marked in grey).

| Home  About  Members  News &Events  Resources Find Studies

ENQURY  GUCKSTUDY LoOKUP v () Y DRAREQUESTS

Request: 3460, PI: Sarah Jones [PPSR *7P . )
Status: Data Contributor Review Sannot L rocess Request
Status Update Save Feedback Update
AR Days in Current Step Target Time for Current Step (Days)

1 21

Actions Required Feedback

Member1 - Awating feasibility decision Member1 - 09/26/2023 feasibility assessment in progress;
Request Review Status DUA Status

09/25/2023 - Form check complete;
Waiting for Member1 to record data contributor review decision;

Data Upload Status Publication Progress

4. Note that the feedback field is shared among all contributors. This field is how data contributors
can provide updates to Vivli and all data contributors involved such as the anonymization
timeline, review timeline, etc. that is relevant to the current step. Vivli team will periodically
delete contents that are no longer relevant. Format to use: DC name/Date/Any comments.

7 Home About Members News & Events  Resources Find Studies

ENGUIRY

Request: 3459, PI: Sarah Jones x e Process R
Status: Data Contributor Review e L rocess Requedt |

Status Update Save Feedback Update

Status Update Days in Current Step Target Time for Current Step (Days)
1 21
Actions Required Feedback
Member1 - Awating feasibility decision Member1 - 09/26/2023 feasibility assessment in progress;
Request Review Status DUA Status
09/25/2023 - Form check complete;

Waiting for Member1 ta record data contributor review decision;

Data Upload Status Publication Progress

5. Once you make the changes, click the “Save Feedback Update” button at the top of the page.

To scroll through the information in each field, click on the field and use the cursor keys on your
keyboard to scroll up and down within the field.
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3.6 Data Use Agreement (DUA)
e Organizational Administrators and Data Contributors will be notified via email when the
DUA has been signed, uploaded, and executed by the Vivli Administrator.
e The signed DUA will be available for download under the Signed Agreements tab of the
data request.

Home About  Members News & Events Resources  Find Studies

auicksTupYLookuP v @) myoaareauests () sauy v

Request: 2553, PI: Sarah Jones
Status: At least one Data Package Provided and Available

The Data Usage Agreement (DUA) has been signed and s avallable for download below. If more than one DUA version was uploaded, the latest is the signed and validated version.

UPLOADED FILES

Date size Uploaded By
Download 4,
10521538 pm 674.00kB Amrutha Baskara
Signed Agreements
e In addition, DUA validation is reflected in the data request history.
e B N
° °

- (1} Home About Members News & Events Resources Find Studies
auicksTupyLookup v @) myoamarequests () sauy v

Request: 2553, PI: Sarah Jones

Status: At least one Data Package Provided and Available

v v apaskaran@vivil.org comparison report in cnat. Any

changes to studies are
considered major revision and
therefore, data contributors are
provided with the opportunity to
review the proposal with these
revisions.

Request History

Status changed to Data Request: "Predicting Treatment Response to
10/5/21 5:36 pm combination drugs in patients with type 2 Diabetes" with Id 31€30c7e-421c-
493b-b130-4991d1d9c470, approved by Data Contributor Approver.

Sally
dataprovider.vivii@gmail.com

Status changed to Awaiting IRP/Approver Approval. The last Data
10/5/21 5:36 pm Contributor pre-check was the final Data Contributor pre-check required, so
the request status is changed to Awaiting IRP/Approver Approval.

Status changed to Data Request: "Predicting Treatment Response to
10/5/21 5:38 pm combination drugs in patients with type 2 Diabetes” with Id 31e30c7e-421c-
493b-b130-4991d1d9c470, approved by IRP/Approver.

Amrutha Baskaran
abaskaran@vivii.org

Status changed to Approved The last Approval was the final Approval

10/5/21:6:36,pm required, so the request status is changed to Approved.

2 s o Amrutha Baskaran s T
10/5/21 5:39 pm Status changed to Awaiting DUA Validation abaskaran@vivli.org Begin DUA Validation
e & Amrutha Baskaran
10/5/21 5:39 pm Status changed to Data Use Agreement (DUA) Validated by Vivii Admin abaskaran@vivil.org
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4. Uploading data packages

Data Packages for the listed studies can be provided:

e At the time of listing the study on the Vivli platform

e Before any user has requested the data.

e  While a request is under review

e Once the request has been approved and the Data Use Agreement is signed, uploaded, and
approved by the Vivli administrator if the data was not previously provided, the Data
Contributor uploads their data package so that the Data Requestor can start their Secure
Research Environment.

e By default, Organizational Administrators are given Data Contributor rights.

4.1 Vivli Dashboard for Data Contributors

e Once you have been given data contributor privileges to your Organization and you have logged
in, you will be taken to your Vivli Dashboard.

e On the dashboard, you may view the Organization that you are part of and your roles as part of
your Organization.

e You may track studies needing data package upload that are awaiting your action, (a) either on
the dashboard (shown below), (b) on the Data Requests tab on the left, or (c) on the Awaiting
Upload tab on the left. For more information, see Section 4.4.1 Steps: Uploading Data Package
to an approved request

ey Home About Members News & Events Resources  Find Studies

QuicksTUDY LOOKUP v @) My DATAREQUESTS () SALLY v

A Dashboard Welcome, Sally! Organization Memberships

This is your view of Vivli at a glance.

. P ; « Data Contributor
Here you can view your organizational memberships and

roles, any pending requests that require your approval, as
well as any studies awaiting Data Package upload from your
organization. You can also generate metrics for data
requests involving your organization's studies.

If you have any questions, please contact Vivli Support.

Thanks!

Data Requests Awaiting My Approval

Vivli ID: 00002553

icting to ion drugs in patients with type 2 Diabetes (Stuc At least one Data Package Provided and Available
Requested By: Data Requester
Lead Researcher: Sarah Jones
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4.2 Data Upload Notification

e Once the Data Use Agreement is executed, the Data Contributors will receive an email
notification to upload the data package. Only the team member with the Data Contributor rights
can upload the data package.

e Data Contributor will not receive any chat notifications. If the Data Requestor has any comments
on the data packages needed, they will reach out to the Organizational Administrator via open
chat.

e Organizational Administrators and Data Contributors can see the status of a request if the DUA
has been approved and the system is waiting for data in the Data Request Status bar, under
Active, or under Awaiting My Action. Note: Those with Data Contributor rights cannot see other
data requests that are in a different stage of the review process.

y Home About Members News & Events Resources  Find Studies

SENTER FON GLOSAL CLINICAL RESEARCHIMIA QUICK STUDY LOOKUP v @ MY DATA REQUESTS n SALLY v

Research Data Requests

For data provided by my organization

Awaiting My Action

Vivli ID: 00002553

@ Data Requests

drugs in patients with type 2 Diabetes (Studi At least one Data Package Provided and Available

to
Request':d By: Data Requester
Lead Researcher: Sarah Jones

4.3 General upload guidelines
e The data package upload times vary considerably based on your bandwidth. The observed range
is from 300-400 Megabytes/hour to 5-6 Gigabytes/hour.
e When you have many or large files, using zip or 7-zip is highly recommended:
o If the study contains more than 6-10 files, zip the data. You can leave the
documents separate from the zip containing the data. Compression can reduce
the size of textual data to 10% of the original or more; in addition, uploading a
small number of files is easier and makes the system faster.
o If you have large files, zipping can reduce the size by as much as 90% for files
with textual content.
If you have very large files, 7-zip allows you to break them up into sections.
If the zipped files are large (more than 1 Gb or so), it is best to load them one at
a time rather than all at once. In your computer settings, set Power Plan to sleep
"Never" when plugged in. (The sleep setting will interrupt the upload).
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o Once you start the upload, leave the computer running and the browser open.
The progress of the upload is shown in the button to the right of the "card" that
is created for the file.

e Other upload tips:
o Ifitis practical, uploading is faster in the evening or overnight, as you are
competing with less traffic on the internet.
o Before starting the upload, it can be useful to reboot your computer - this can
free up some memory and reset some elements of the operating system.

¢ After uploading study data and then clicking Submit Files, if you refresh the browser very quickly,
the system may still be in the process of finalizing the storage.

o Inthis case, it may display "Make Data Available"; if you see this after
submitting files, give the system a minute or so to complete and refresh the
browser again.

o If Make Data Available does not clear after a minute or so, this generally
indicates a problem occurred -reach out to Vivli and we'll be able to reset things.

¢ If a network hiccup happens during the upload and the system displays "Upload Failed" for a
given file, we recommend you tell the Vivli system to delete the file, close the data request, and re-open
it before trying again.
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4.3.1 Zip archive process
When preparing large files, create a zip archive. The process is outlined below

Create a zip archive to store the confidential
filesin.

Download 7-zip
(https://www.7-zip.org/download.html)

Create a new folder on your local machine.

Add the files to be provided into the folder. You
can do this for example by Drag&Drop.

To create a zip archive right click on the
folder.

In the dropdown menu select 7-Zip.

Click on Add to Archive.
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Home ___Share __ieur

oa )
- o Quick access. 5 | Temp X
& Boshingsr Ingelheim - Bl e e pr L]
& OneDrive - Boehringer Inge L 3 Ths PCR Systom [C) 3 Tomp N ) »
™ This PC P — Narme Date mod fisd
sie Upbad 29,01 2019 1275720 e
——— & OreDiive - Boshringsr Ing
 tinks 2 300tjeas
e o
& Pictures W Doouments
& Dosmioads
i
B Musk
; Vdn-.x‘
> L) Systern (C)
& Narwerk
| & = | Temp ‘ =
-
“ Home Share View
&« v 4 » ThisPC » System (C:) > Temp
MName -
# Quick access
GO Upload 29012019
Open
Open in new window
Pin to Quick access
& ZurVLC media player Wiedergabeliste hinzufigen
5, Mit VLC media player wiedergeben
] Add to archive...
i %; Scan with Windows Defender... Add to "Upload_29_01_2019.7z"
Give access to > Add to "Upload_29_01_2019.zip"
Restore previous versions [
e Choose the format and volume sizes
The Add to Archive window of 7-zip will
e C:\Users\stan\Desktop'Test\
0 p e n . UploadFiles zip -
Archive fomat: zip ~ Update mode: Add and replace files v
Select Archive format to be zip. R Vs v] ek B potr e B
Compression method: Deflste - Em
[
If the total size to be uploaded will be greater B o= | o et
. Word size: v e files after compression
than about 10 Gb, under Split to volumes, = [Jpsee s starcor>
‘Solid Block size:
. Encryption
bytesl SEIECt EIther Number of CPU threads: k3 ~ /8 Enter password:
8128M (This is about 8 Gb) or S 255108
Reenter password:
23040M (this is about 23 Gb) erer eaae o Docoreerr i
‘Split to volumes, bytes:
] Show Password
Click OK to start the creation of the archive(s) e
If you asked to split the volumes, this will
create a series of files with extensions of .001,
.002, etc o Canca oo
O Neme - Date modified

[ UploadFiles

| UploadFiles.zip.001
] UploadFiles.zip.002
] UploadFiles.zip.003

8:19
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4.4 Loading Data package

e Only the Data Contributor can upload the data package.

e This data package is either provisioned into the research environment or made available
for download, depending on the decision of the Data Contributor as to how to make it
available for use at the time of listing the study.

e Once uploaded, the data package will be stored securely on the Vivli platform.

e As asecurity measure and to prevent accidental uploads of files, the Vivli platform uses
a list of acceptable file types. If you attempt to upload a file type not on that list of
acceptable types, you will get the message shown below. Please reach out to
support@vivli.org to add a file type to the acceptable list.

Continue

4.4.1 Steps: Uploading Data Package to an approved request
When an approved data request is awaiting data upload from your organization, you can locate the
specific study needing upload by any of the following three methods:

Method 1: On the dashboard that is shown at the time of login, scroll down to the Awaiting My Action
section. This will list only the studies that are awaiting upload from your organization.
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o .
Wy Home About Members News & Events Resources Find Studies

QUICK STUDY LOOKUP v @ MY DATA REQUESTS n SALLY v

4 Dashboard If you have any questions, please contact Vivli Support.

Thanks!

Awaiting My Action

Data Requests Awaiting My Approval

Vivli ID: 00002553

Predicting Treatment Response to combination drugs in patients with type 2 Diabetes (Studies: 2) At least one Data Package Provided and Available
Requested By: Data Requester
Lead Researcher: Sarah Jones

Studies Awaiting Data Package Upload

A Randomised, Double-blind, Parallel Group Phill Study to Assess the Clinical...

F ponsor: Vivii Member  Study ID: NCT03085797 IRP/Approver: IRP Organization Data Request ID: 00002553 Sponsor ID: 205687 Upload Data Package >
Data Contributor  Vivii Member  IPD Uploaded No.

Method 2: On the left side of the screen, click on the Awaiting Upload tab:

[
way Home  About Members  News & Events Resources  Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

QUICK STUDY LOOKUP v @ MY DATA REQUESTS n SALLY v

Awaiting Upload

v
-andomised, Double-blind, Parallel Group Phlll Study to Assess the Clinical...

Pl Sponsor_ViviiMember  Study ID: NCT03085797 IRP/Approver IRP Organization Data Request ID: 00002553 >
Sponaor 1D, 205687 9 Upload Data Package

Data Contributor  Vivii Member  IPD Uploaded. No

‘ Awaiting Upload

Method 3: If you want to view all the data package uploads for a particular data request, click on the
Data Request tab on the left side and type in the data request ID to locate the data request— data
requests in need of a data upload will be listed under Awaiting My Action:
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= BN
B ]
wmay

Home About Members News & Events Resources  Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

QUICK STUDY LOOKUP v @ MY DATA REQUESTS n SALLY v

Research Data Requests

Search data requests
For data provided by my organization

Awaiting My Action

Vivli ID: 00002553
@ Data Requests

Predicting Treatment Response to combination drugs in patients with type 2 Diabetes (Studi At least one Data Package Provided and Available
Requested By: Data Requester
Lead Researcher: Sarah Jones

Click on the data request, and then click on Studies on the left:

Home About Members News & Events Resources  Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

QUICK STUDY LOOKUP v @ MY DATA REQUESTS n SALLY v

Request: 2553, PI: Sarah Jones

Status: At least one Data Package Provided and Available m

Studies REQUESTED STUDY TYPES €}

VIVLI-LISTED AND PROVISIONED STUDIES

A Multicenter, Placebo-Controlled, Parallel-Design, Dose-Response Evaluation ...
Pl: Sponsor. Vivii Member  Study ID: P42-05 IRP/Approver: IRP Organization Data RequestID: 00002553
Sponsor ID: P42-05

Data Package Provided to Requestor >
Data Contributor:  Vivii Member  IPD Uploaded: No

andom\sed, Double-blind, Parallel Group Phlll Study to Assess the Clinical...

Pl Sponsor. Vivii Member Study ID: NCT03085797 IRP/Approver: IRP Organization load cka >
Data Request ID: 00002553 1D: 205687 ok DaiRackage
Data Contributor: Vivii Member  IPD Uploaded: No

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

1) Whichever approach you take, the following steps describe how to upload the data:

2) Next, find the study referenced in the email notification and click on Upload Data Package.

3) Note: The check sign on the left of the study helps you to identify studies that are part of your
Organization versus studies that belong to other Organizations:
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® °
Ll N B Home About Members News & Events Resources Find Studies
QUICK STUDY LOOKUP v @ MY DATAREQUESTS () SALLY v
Request: 2553, PI: Sarah Jones
Status: At least one Data Package Provided and Available
SUCier REQUESTED STUDY TYPES €) |

VIVLI-LISTED AND PROVISIONED STUDIES

A Multicenter, Placebo-Controlled, Parallel-Design, Dose-Response Evaluation ...

gl Spo?aﬂrpxivgé\,‘ember Study ID: P42-05 IRP/Approver: IRP Organization Data Request ID: 00002553 Data Package Provided to Requestor >
ponsor 2
Data Contributor:  Vivii Member IPD Uploaded: No

indomised, Double-blind, Parallel Group Phlil Study to Assess the Clinical...
Pl Sponsor. Vivli Member Study ID: NCT03085797 IRP/Approver. IRP Organization >
Data Request ID: 00002553 _Sponsor ID: 205667 e D e

Data Contributor: Vivii Member  IPD Uploaded: No

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found
4) The following window will appear:
PN
o . . .
ey Home About Members News &Events Resources Find Studies

auicksToY Lookup v @) myoaareauesTs () sauy v

Request: 2553, PI: Sarah Jones
Status: At least one Data Packaae Provided and Available

Studies

A Randomised, Double-blind, Parallel Group Phlll Study to ss the Clinical
ot vii Member yID. NCT03085797 IR/ IRP Organization  Data Request ID- 00002553  Sponsor ID: 205687 >
Data tor. Vivii Member  IPD Uploaded. No

Upload study Data Package below. )
For this Study, your organization has agreed to provide a Basic data package
Basic Data Packages must include:

« IPD

« Protocol with Amendments
« Statistical Analysis Plan

« Data Dictionary

Upload study Data Package below
For this Study, your organization has agreed to provide a Basic data package

NO FILES IN PACKAGE

YOlk) MLIJSI SUPPLY ALL REQUIRED FILE TYPES AS DISTINCT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TYPE. If a file type is unavailable, please provide a file with a note of
explanation

IPD
Data Dictionary

rotocol
Statistical Analysis Plan

i ¢
i =
g

5) Now click on mmmmmmmmmmmmmmmmmmo= o choose files to upload.
6) A window will pop up allowing the data contributor to select the files of their computer:
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Q Open X
1 > ThisPC > Desktop > Digitalis > v O O Search Digitalis m
Organize +  New folder = @ @
Name Date modified Type Size
s Quick access Cal
Zipped 9/16/2021 3:57 PM File folder £553. Sponsor 1D 205687 A
© Creative Cloud Files %) DIG Data Dictionary Documentation 12/16/2020 9:59 AM Adobe Acrobat D.. 119
> &3 Dropbox (Vivl, Inc) ; Dig Protocol 12/16/2020 9:59 AM Adobe Acrobat D. 179
%) Dig Statistical analysis plan 12/16/2020 9:59 AM Adobe Acrobat D... 160
> @ OneDrive & IPD dig.csv 12/16/2020 9:59 AM Microsoft Excel 97 3354
> = ThisPC
> @ Network
< > PACKAGE
File name: | [ fites

J MUST SPECIFY THE FILE TYPE. If a file type is unavailable, please provide a file with a note of

1y
Data Dictionary

rotocol
Statistical Analysis Plan

¢
g
i

7) After selecting the files, click Open.
8) The data contributor may also drag files into the submit window indicated by the dotted blue

9) The files should appear under Uploaded Files. You can delete any files by clicking the “delete”

button:
= HN
| 1) Home About Members News&Events Resources Find Studies

R FoFGLOBAL CLNCAL ESEARON DA quicksTuyLookue v @) Myoamreauests () say v

Request: 2553, PI: Sarah Jones
Status: At least one Data Packaae Provided and Available

Studies
YOU MUST SUPPLY ALL REQUIRED FILE TYPES AS DISTINCT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TYPE. If a file type is unavailable, please
provide a file with a note of explanation

IPD

Data Dictionary
Protocol

Statistical Analysis Plan

UPLOADED FILES

Filename Size Uploaded By File Type ‘7
Delete X

DIG Data Dictionary Documentation.pdf 118.31kB Sally Unknown N |

Filename Size Uploaded By File Type e
Delete X

Dig Protocol.pdf 178.72kB Sally Unknown b ‘ )

Filename Size Uploaded By File Type e
Delete X

Dig Statistical analysis plan.pdf 159.73kB Sally Unknown v ‘ )

Filename Size Uploaded By File Type 7)(
Delete

IPD dig.csv.xls 3.28MB Sally Unknown W ‘ )
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10) Use the dropdown menu on the right-hand side to validate the File Type for each file before
submitting fil

es:

Y JE N U —

A Randomized Controll
Status. Approved

Swuy usa paLRayes nius T

ed Adaptive Study Comparing COVID-19 Conv

s gt st e e -

ent Plasma (CCP) to Non-immune Plasma to Limit Coronavirus-z

ssociated Complications in Hospitalized P.

If any of these files are not available, please include a placeholder file stating that it is not available. When
you are ready to upload data lo the Vivii Platform, if the anonymized Individual Participant-level Data are

held in several files, we recommend that you zip them into a single Data file. We recommend that you load
other accompanying documents as separate files.

Upl

load study Data Package below

6. Upload Data

| unknown
IPD

Data Dictionary

Protocol

Statstical Analysis Plan
Analysis-Ready Dataset
CSR (may be redacted)
Analysis-ready Dataset
Annotated Case Report Form -
ooer i v

11) If the data contributor has different formats of the same file (for example, an Analysis-Ready
dataset SAS file and an Analysis-Ready dataset .csv file), they can select the same file type for all
applicable files from the dropdown menu. Note: You can’t upload an empty file or upload two

files with the

exact same name.

12) Here is the list of what is included in a data package

ltem Description
Recommended | Study Protocol Final protocol with all amendments
Recommended | Data dictionary Detailed descriptions of each variable in the dataset,
including the definition, source, coding, etc. of the
variable
Recommended | Statistical Analysis Plan | Description of the principal features of the analysis
described in the protocol
Recommended | Clinical Study Report Report that summarizes the efficacy and safety data
(CSR) from the study (after regulatory decision)
Recommended | IPD dataset Final cleaned individual participant-level data, de-
identified/anonymized
Recommended | Anonymization What anonymization method was used for the data
Guidance
Optional Analytic code Software code used to carry out prespecified and
additional analyses
Optional Analysis ready IPD data | Dataset in a format used to carry out a sponsor’s
set analyses
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Optional Case report forms Forms used to collect the data that is described in the
protocol for each trial participant

13) For any additional file types for data upload, select the “Other” file type option to upload the
files. Note: If you do not have any of the basic study documents available (Study Protocol, Data
dictionary, or Statistical Analysis Plan, please upload a Word document explaining which files are
available, in lieu of the missing file type.

14) There are two steps involved: uploading the data and then once uploaded, submitting the data
to Vivli. The data package upload happens while you see the progress bar with the label
“Uploading”.

UPLOADED FILES

Filename Size Uploaded By File Type w Delete X
Protocol.pdf 179.00kB Data Contributor Unknown -
Filename Size Uploaded By File Type x

o i . ,T P A4 Uploading
Digitalis_demoData.zip 2.3TMB Data Contributor Unknown

15) If the upload of any file(s) fails, Close the request, refresh the browser, re-open the request,
click on “Upload Files” and delete the file that failed before moving forward.

16) Click the button that says “Verify Upload” to confirm that your files have been successfully
uploaded.

17) A pop-up will appear at the bottom right screen that says “All data has been successfully
uploaded and stored in the system”

Efficacy Evaluation of a Unified Transdiagnostic Treatment for Anxiety Disorders
Status Approved

<
|
H
&
X

1.71k8 v Download 1) | L X |

17268 ).I‘.” A Downioad 4y | C x |
6. Upload Data

. =R

‘Submit Files

18) Important Note: Ensure that all the files have been loaded before clicking the submit button.

Once you click the Submit button, you cannot load further documents to the same study.
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19) If you plan to upload data packages for multiple studies in the data request, click Submit files for
one study, refresh the screen and then click Submit files for the next study.

20) When finished, click Submit Files to load the data package into the Vivli Platform.

= NN
| & | 2 e
Wy Home About Members News & Events Resources  Find Studies
aucksTuovLookue v @) myoamREaUEsTS () SALLY v
Request: 2553, PI: Sarah Jones
Status: At least one Data Packace Provided and Available
Studies + Statistical Analysis Plan

+ Data Dictionary

Upload study Data Package below

For this Study, your organization has agreed to provide a Basic data package.

UPLOADED FILES
Filename Size Uploaded By File Type )
" v Delete X ‘
DIG Data Dictionary Documentation. pdf 118.31kB Sally Data Dictio... |
Filename Size Uploaded By File Type
v Delete X |
Dig Protocol.pdf 178.72kB Sally Protocol
Filename Size Uploaded By File Type TEeE——T
) 4 v Delete X ‘
Dig Statistical analysis plan.pdf 159.73kB Sally Statistical
Filename Size Uploaded By File Type . A
£ v Delete X l
IPD dig.csv.xis 3.28MB Sally IPD

Submit Files

21) The following pop-up will appear:

Are you sure all files have been uploaded and assigned file types? This action cannot be undone.

Yes
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22) Click Ok to submit the files. The following confirmation will appear:

& Vivli

Thank you for uploading the data for this study. It will now be available for further analysis.

23) Once the data package has been successfully loaded onto the platform, the Organizational
Administrator will see the “Data Package Provided to Requestor” note next to the study record
in the studies section of the data request.

P
. - L4 L4
iy

Home  About Members News & Events Resources  Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS () SALLY v

Request: 2553, PI: Sarah Jones
Status: At least one Data Package Provided and Available

REQUESTED STUDY TYPES €)

VIVLI-LISTED AND PROVISIONED STUDIES

A Multicenter, Placebo-Controlled, Parallel-Design, Dose-Response Evaluation ...

Pl S;K)llxl‘_,)ul PXZW;;  Member Study ID. P42-05 IRP/Approver. IRP Organization Data Request ID. 00002553 Data Package Provided to Requestor >
Sponsor

Dala Contributor Vivii Member  IPD Uploaded: No

A Randomised, Double-blind, Parallel Group Phlil Study to Assess the Clinical...

- Vivii Member Study ID: NCT03085797 IRP/Approver. IRP Organization Package il >
11D 00002553 Sponsor D 205687 Moke Da Ayaianie

st 10 5
butor- Vivii Member IPD Uploaded: No

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found
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24) To view the data provided to a specific data request, click anywhere in the study record box
representing the study. This will open up a new tab.

Home About  Members News & Events  Resources Find Studies

QUICK STUDY LOOKUP v @ MY DATA REQUESTS

0 sawy v

Request: 2553, PI: Sarah Jones
Status: At least one Data Package Provided and Available

REQUESTED STUDY TYPES €)

VIVLI-LISTED AND PROVISIONED STUDIES

A Multicenter, Placebo-Controlled, Parallel-Design, Dose-Response Evaluation ...

Ql SXK)[H” PVWI' Member Study ID: P42-05 IRP/Approver: IRP Organization Data Request ID: 00002553 Data Package Provided to Requestor >
Sponsor
Data Contributor. Vivii Member  IPD Uploaded: No

A Randomised, Double-blind, Parallel Group Phlil Study to Assess the Clinical...

Data Contributor- Vivii Member ~ IPD Uploaded: No

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

ponsor:  Vivii Member Study ID: NCT03085797  IRP/Approver. IRP Organization Package >
Request ID: 00002553 Spﬁﬂsyor 1D: 205687 potete fyatne

25) Then go to the Download Data Package tab to display any files previously uploaded. Click on the

download button to see the version of the files provided to the Researcher

Home About Members News &Events Resources Find Studies

QucKksTuoY LookuP v @) NYDATAREQUESTS () SALLY SCIENTIST (DATA PROVIDER) v

B Vi ion With P | Vaccine GSK1024850A, a DTPa-Combined and MenC or Hib-MenC Vaccines

Download Data Package

DOWNLOADABLE DATA PACKAGE - PRESS DOWNLOAD BUTTON FOR EACH FILE

UPLOADED FILES

Filename size Uploaded By File Type 7
109507.txt Sally Scientist (Data Provider) Other
Filename Size Uploaded By File Type

v
Data Dictionary Documentation.pdf 118.00kB Sally Scientist (Data Provider) Data Dictionary
Filename Size Uploaded By File Type
IPD data.xls 26.00kB Sally Scientist (Data Provider) IPD i4
Filename Size Uploaded By File Type
Protocol.pdf 179.00kB Sally Scientist (Data Provider) Protocol v
Filename Size Uploaded By File Type <2
Statistical analysis plan.pdf 160.00kB Sally Scientist (Data Provider) Statistical Analysis Plan

1000
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26) The data package upload and download action will be recorded in the Request history of the
Data Request and includes the study ID in the history entry.

12/15/22 7:41 pm Status changed to Awaiting DUA Validation Amrutha Baskaran abaskaran@uvivii.org Begin DUA Validation

Updated Admin approval status for team member Datarequester vivi@gmail.com to

1211522 7:41 pm Approved

Amrutha Baskaran abaskaran@vivii.org

Request History
12/15/22 7:41 pm Status changed to Data Use Agreement (DUA) Validated by Vivii Admin Amrutha Baskaran abaskaran@vivii.org

Status changed to Data Package Provided for study with Sponsor Id: "BO16411", NCT ID

N/A, and title: "A randomised, double-blind, placebo controlied, multicentre, phase 3 study Provider-Roche
12/15/22 7:45 pm of 0S| 774 plus chemotherapy (cisplatin and gemcitabene) vs. chemotherapy alone in :

patients with advanced (stage 3b or 4) non-small cell lung cancer who have not received

prior chemotherapy.”. (Internal ID: 4919248¢-5907-4f4b-aa7c-1c0767838d02)

dataprovider vivii+roche@gmail.com

4 Provider-Roche Requested Study Data Package was
12/15/22 7:45 pm Status changed to Partially Fulfilled dataprovider vivii+roche@gmailcom  uploaded

Provider-Roche

12/15/22 745 pm Status changed to Partially Fulfilled dataprovider vivii+roche@gmail com

27) Once all the data packages from all the data contributors have been successfully uploaded, the
request status will change to “All Data Packages Provided and Available” under the Active status
bar.

Research Data Requests

For data provided by my organizations

Active

Vivli ID: 00002553

Predicting Treatment Response to combination drugs in patients with type 2 Diabetes (Studies: 2) At least one Data Package Provided and Available
Requested By: Data Requester
Lead Researcher: Sarah Jones

Vivli ID: 00002550

Stan - Test new image 10/5 (Studies: 2) All Data Packages Provided and Available
Requested By: Da?a Requester
Lead Researcher: qq

Vivii ID: 00002549

Ascending Muitiple-dose Safety, Tolerance, Pharmacokinetic, and Pharmacodynamic Study of BMS-201 At least one Data Package Provided and Available
@ Data Requests Requested By: Data Requester
Lead Researcher: Elle Researcher

Vivii ID: 00002548

Stan Multiple Upload 9/26 (Studies: 5) At least one Data Package Provided and Available
Requested By: Data Requester
Lead Researcher: Stan (Gmail) Neumann

Vivli ID: 00002547

28) For multi-sponsor requests, if your organization has uploaded all of its data but another data
contributor has not, the request is still in a partially fulfilled state i.e. “At least one Data Package
Provided and Available” status. Vivli team will follow up with the appropriate member to upload
their data package.

29) For unlisted studies, you have the option to make the study downloadable. To change the study
settings for downloadable data, contact a Vivli admin.

30) If the study is downloadable, after all study data is uploaded, the Research Team will have the
ability to download the study data.

31) Data will be loaded as “For this Request Only” following steps in section 4.4.6, Steps: Uploading
data to only one data request
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ENQUIRY  QUICK STUDY LOOKUP v Q MY DATAREQUESTS

Recuse: 45060 L. 1 Lokes T p— B - |

Studies
REQUESTED STUDIES @) ()

VIVLI-LISTED AND PROVISIONED STUDIES
No Studies Found
VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI
q Randomized, Double-Blind, Placebo-Controlled, Phase 3 Study to Evaluate the Efficacy and Safety of Once a Day, TAK-375SL as an Adjunctive Therapy to Treatment-as-Usual in

NCTO1467713
ata Request 1D
Data Contrioutor  Takeda  IRP/Approver  Welicome Trust

Settings.
Data icaded for
Data package doy

Data to be loaded after approval

-l A~ - . o = 56° = TR L0 A~ am e 120AM -

32) After the data package is uploaded, click into the study and you will see a field that says
“Uploaded Files” where the study data files may be downloaded by clicking on the “Download”
button on the right.

UPLOADED FILES Veerity Upload
Filename Size Uploaded By
Download
Data Dictionary.docx 12.00k8 Sally
Filename size Uploaded By
Download &
IDPdocx 12.00k8 Sally
Filename Size Uploaded By
Download &
Protocol docx 12.00kB Sally
Filename Size Uploaded By
Download &
SAPdocx 12.00k8 Sally

[ o ]
 _——e—e e _]
4.4.2 Steps: Make Data Package Available
If you have data packages previously loaded for a data request and if the same data package is
requested by any other Data Requestor after the data was loaded, the review process will be followed

and if approved and the Data Use Agreement is signed, then the data package will be provisioned for
use or download by the subsequent Data Requester.
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In most cases, that will be an entirely automatic step. In other words, that study will not appear in your
“Awaiting Upload” section. Instead, the data package will be automatically loaded for the data request
and the action will be recorded in the request history of the data request.

However, in some cases where the second data request was submitted before the data was uploaded
for the first request, you will still see the study in the Awaiting Upload section. In such cases, please take
the following steps.

9. Locate and navigate to the study needing your action using the three different approaches described
in the previous section. The only difference is that instead of a button “Upload Data” you will see a
button labeled “Make Data Package Available”:

Wy Home  About Members News & Events Resources  Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS () SALLY v

Request: 2553, PI: Sarah Jones
Status: At least one Data Package Provided and Available
REQUESTED STUDY TYPES €)

VIVLI-LISTED AND PROVISIONED STUDIES

A Multicenter, Placebo-Controlled, Parallel-Design, Dose-Response Evaluation ...

Pl Sponsor ViviiMember  Study ID: P42-05 IRP/Approver: IRP Organization Data Request ID: 00002553 Data Package Provided to Requestor >
Sponsor ID. P42-05

Data Contributor. Vivii Member  IPD Uploaded. No

A Randomised, Double-blind, Parallel Group Phlil Study to Assess the Clinical.

ID: NCT03085797 IRP/Approver: IRP Organization il >
7 (Z((,(;sl Make Data Package Available

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

Vivli Member

1D: 00002553
tcr Vivii Member H

No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

10. Click Ok to submit the files. The following confirmation will appear:

- 1V11

Thank you for uploading the data for this study. It will now be available for further analysis.

11. Once the data package has been successfully loaded onto the platform, the Organizational
Administrator will see the “Data Package Provided to Requestor” note next to the study record in
the studies section of the data request.

73



Vivli Data Contributor Guide
Version 3.3
Confidential — Do not distribute

wey Home About Members News&Events Resources Find Studies

auickstupyLookup v (@) mypamarequests () sauy v

Request: 2553, PI: Sarah Jones
Status: At least one Data Package Provided and Available

REQUESTED STUDY TYPES €3

VIVLI-LISTED AND PROVISIONED STUDIES

A Multicenter, Placebo-Controlled, Parallel-Design, Dose-Response Evaluation ...

Pl Sponsor ViiiMember  Sludy ID: P42.05 IRP/Approver. IRP Organization Data Request ID: 00002553 Data Package Provided to Requestor >
Sponsor |

Data Contributor.  Vivii Member  IPD Uploaded: No

A Randomised, Double-blind, Parallel Group Phlil Study to Assess the Clinical...

PI. Sponsor: Vivii Member Study ID: NCT03085797 IRP/Approver. IRP Organization 'ackage >
Data Request ID: 00002553 iﬁpcnsyv’vr 1D: 205687 Make Dat B fvakshie
Data Contributor- Vivii Member  IPD Uploaded: No

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

12. The data package upload action will be recorded in the Request history of the Data Request.

4.4 .3 Steps: Uploading data while request undergoing review
Data Contributors also have the ability to upload data and update study data packages while the request
is in the review process if the study is listed (this option is not available for unlisted studies)

1. While arequest is in the review process, navigate to the Studies tab from the dashboard.

i
wmay Home About Members News & Events Resources  Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

QUICK STUDY LOOKUP v @ MY DATAREQUESTS n SALLY SCIENTIST (DATA PROVIDER) v

Studies

Submitted by my organization

(] Posted D + Add Study
n
=

8 studies
Title Status Posted Sponsor ID NCTID IPD
v v v v v v
A Randomised, Double-blind, Parallel Group Phlli Study to Assess the Cl... Posted 2021-10-05 205687 NCT03085797 N
A Multicenter, Placebo-Controlied, Parallel-Design, Dose-Response Eval... Posted 2021-10-05 P42-05 N
1to20f2 I Page 1 of 1
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2.

Open the study and select the Study Data Package tab and upload the data package. See section
4.4.1 for the steps for uploading the data package. Also, note that the requests associated with this
study will be listed on the upper right.

wmay Home About Members News&Events Resources Find Studies

Quick sTUDYLOOKUP v (@) MYDATAREQUESTS () SALLY SCIENTIST (DATAPROVIDER) v

A Multicenter, Placebo-Controlled, Parallel~Des(i§;n, Dose-Response Evaluation of the Safety and Efficacy
of Lamotrigine as Add-On Therapy in Epileptic Outpatients with Partial Seizures
Current Status: Posted
Data Uploaded: NO

Requests: None so far
B studies

Study Data Package

Upload study Data Package below

For this Study, your organization has agreed to provide a Basic data package.

NO FILES IN PACKAGE

YOU MUST SUPPLY ALL REQUIRED FILE TYPES AS DISTINCT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TYPE. If a file type is unavailable, please provide a file with a note of
explanation

. IPD

« Data Dictionary

« Protocol

« Statistical Analysis Plan

Once the request reaches the Data upload stage, the data package will be loaded to the data
request. Please section 4.4.2 Steps Make Data Package Available for more details.

When a data contributor uploads IPD to a requested study from a data request, and no study
template ID exists yet, the request history will record when the data was uploaded, including the
date/time and the person who did it. Additionally, it will display the request number for data
requests for this study. If the data is uploaded to this request only, the request history will include
this information.

Home About Members News & Events Resources  Find Studies

Create DOI For New Data Version Prepare For New Data Version

A Randomised, Double-blind, Multi-centre Study to Evaluate the Efficacy and Safety of Inhaled Fluticasone Furoate Current Status: Posted
in the Treatment of Persistent Asthma in Adults and Adolescents Currently Receiving Mid to High Strength Inhaled Data Available for Sharing: YES
Corticosteroids Requests: See Requests Tab

History

datapackage for study ‘A Randomised, Double-
SOE. blind, Mult-centre Study to Evaluate the Eficacy
G o i Sy o i Fisson Fotosts m v
v Treatment of Persistent Asthma in Adults and
B studies Adolescents Currently Receiing Mid to High
Strength Inhaled Corticosteroids

14/9/23 6,04 pm Ipd Package Uploaded

QA - DC All Orgs VinTestQA+DC- IPD uploaded 1o Request 00003446, titled

14/9/23 6.04 pm Status changed to IPD Provided for Requested Study - for Data Raquest 00003446 bretie ol ol Liders

Physical fles in IPD Data Package
18/9/23 2:17 pm Status changed to IPD deleted by Vi Admin Ruchi_QA_ViviAdmin ruchi. m 54, 4b5-BeSc-451! 28- were

deleted

’ " : Physical fles in IPD Data Package 20d4357c.

18/9/23 217 pm Status changed to IPD deleted by Vi Admin Ruchi_ QA ViiAdmin ruchivvica@gmail.com  ETS'c3 flee i 190 Dats Package 2044357
18/9123 2:17 pm Status changed to New version of IPD Data Package created Ruchi_QA_ViiAdmin ruchiviqa@gmail com Created new IPD Version vath Versian Number 2

The original IPD version number was 1

Ipd Package uploaded was Available IPD
datapackage for study ‘A Randomised. Double-
blind, Multi-centre Study to Evaluate the Eficacy
12/12/23 659 pm Ipd Package Uploaded Sally datapovider snii@gmail com and Safety of Inhaled Fluticasone Furoats in the
Treatment of Persistent Asthma in Adults and
Adolescents Currently Recening Mid to High
Strength Inhaled Corticosteroids.
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Data contributors can also see all requests that the study data has been uploaded to in the ‘Requests’

1] Home  About Members News & Events Resources Find Studies

Create DOI For New Data Version Prepare For New Data Version

A Randomised, Double-blind, Multi-centre Study to Evaluate the Efficacy and Safety of Inhaled Fluticasone Furoate Current Status: Posted
in the Treatment of Persistent Asthma in Adults and Adolescents Currently Receiving Mid to High Strength Inhaled Data Available for Sharing: YES
Corticosteroids. [EaqUSMs Bas Heauosts I

Requests List:

—— .

#00003445 - tes18914 submited by Datarequester.vivi@gmail.com

#00003483 - test submitted by viviautomation@gmail.com

#00048012 - Stan Empty Team 4 submitted by Datarequester.vivi@gmail.com

#00048011 - Stan Empty test 5 submitted by Datarequester.viviig@gmaii.com

#00048053 - Amrutha

4.4.4 Studies list and stored data package
At any point in time, Data Contributors may download a list of their posted studies from the platform.
Navigate to the Studies tab from the Dashboard, click on Posted, and click on the download button.

way Home  About Members News & Events Resources  Find Studies

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

QUICK STUDY LOOKUP v @ MY DATAREQUESTS () SALLY SCIENTIST (DATA PROVIDER) v

Studies

Submitted by my organization

) Posted D + Add Study

[@ studies
Title Status Posted Sponsor ID NCTID IPD
v ¥ v v v b 4
A Randomised, Double-blind, Parallel Group Phill Study to Assess the Cl... Posted 2021-10-05 205687 NCT03085797 N
A Multicenter, Placebo-Controlied, Parallel-Design, Dose-Response Eval... Posted 2021-10-05 P42-05 N
1t020f2 Page 10of 1

If a posted study has a stored data package, this will be visible in the following two places from the
studies tab:
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e From the list of posted studies, the IPD column will indicate “Y” for data available and “N” for

data not uploaded.

Studies

Submitted by my organization

@ InP Posted
a8 g |——=8
Title
v
Efficacy of a Unified for Anxiety Di... Posted
Stanford A ig n Therapy for Posted
Examining Neurocognitive Profiles of Bipolar Disorder and Attention-Defi... Posted
A Randomized Controlled Adaptive Study Comparing COVID-19 Conval.. Posted

Status

Posted

2023-01-06

2023-01-12

2023-01-13

2023-01-13

Sponsor ID NCTID

v v
1RO1MHO0900... NCT01243606
Blinded-33797 NCT03068715
P50MHO07724... NCT00961935
20-30794 NCT04421404

IPD

e When a posted study is selected, whether data is available is shown in the upper right, and the

data requests for which this study has been made available will be listed under the “Requests”

tab.

(CENTLR 1OR GLORAL CLINCAL RESEARCH DATA

Home  About Members

ENQURY  OUICKS!

News & Events  Resources Find Studies

rworiookr v @) wroaaneovests () sy v

Create DOI For New Data Version Prepare For New Data Version

A Randomised, Double-blind, Multi-centre Study to Evaluate the Efficacy and Safety of Inhaled Fluticasone Furoate
in the Treatment of Persistent Asthma in Adults and Adolescents Currently Receiving Mid to High Strength Inhaled

Corticosteraids.

Study Details

Phase 3

trent

ate albuterol/salbutamol

Sexes Eligible for Study

Accepts Healthy Volunteers

1o evaluate the efficacy and safety of two doses of inhaled fluticasone furoate in the treatment of persistent asthma in adults and ado!

Current Status: Posted
Data Available for Sharing: YES
Requests: See Requests Tab

urrently receiving mid to high strength

al Enroliment
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Home  About Members News&Events Resources Find Studies

evaurr  auckstuorLooke v @ wosreauests () sy v

Create DOI For New Data Version Prepare For New Data Version

A Randomised, Double-blind, Multi-centre Study to Evaluate the Efficacy and Safety of Inhaled Fluticasone Furoate Current Status: Posted
in the Treatment of Persistent Asthma in Adults and Adolescents Currently Receiving Mid to High Strength Inhaled Data Available for Sharing: YES
Requests: See Requests Tab

Corticosteroids.

Requests List:

[— :

#00003445 - tes18914 submitied by Datarequester.vivi@gmail.com

#00003448 ¥

#00003483 - test submitted by viviautomation@gmail.com

#00048012 - Stan Empty Team 4 submitted by Datarequester.vivi@gmail.com

#00048011 - Stan Empty test 5 submitted by Datarequester.vivi@gmail.com

#00048053 - Amrutha 1123 retest submitted by Datarequestervivi@gmail.com

If the study has data that has been loaded, this information will be shown in the upper right.
Additionally, the “Data Package” tab will be displayed — this will allow the Data Contributor to download
the files that have been loaded, for example as a way of validating that the correct version of the files

has been loaded.

- . .
Home About Members News&Events Resources Find Studies

Create DOI For New Data Version Prepare For New Data Version

A Randomised, Double-blind, Multi-centre Study to Evaluate the Efficacy and Safety of Inhaled Fluticasone Furoate Current Status: Posted
in the Treatment of Persistent Asthma in Adults and Adolescents Currently Receiving Mid to High Strength Inhaled Data Available for Sharing: YES
Requests: See Requests Tab

Corticosteroids.

Data Package

SUBMITTED DATA PACKAGE CONTENTS - PRESS DOWNLOAD BUTTON TO DOWNLOAD EACH FILE

9
!

A history entry will be written to the study history whenever data is loaded to a specific request, with
the request number included.

At the request level

e Within a data request, the Data Contributor can see the stored data package provided to the
requestor by navigating to the request and then selecting the Studies tab. Note that this data
might be different from the data in the posted study if the data in the posted study was updated
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since the data was provided to this particular request. Viewing the data through the request
provides a way to validate what data was provided as part of this specific request.

e To view the data provided to a specific data request, open the data request and click on the
studies tab.

‘n y Home About Members News & Events Resources Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS () SALLY v

Request: 2553, Pl: Sarah Jones
Status: At least one Data Package Provided and Available
REQUESTED STUDY TYPES €)

VIVLI-LISTED AND PROVISIONED STUDIES

A Multicenter, Placebo-Controlled, Parallel-Design, Dose-Response Evaluation ...

Pl Sponsor ViviiMember  Study ID: P42-05 IRP/Approver IRP Organization Data Request ID: 00002553 Data Package Provided to Requestor >
Sponsor ID. P42-05

Data Contributor. Vivii Member  IPD Uploaded: No

A Randomised, Double-blind, Parallel Group Phlil Study to Assess the Clinical...

Pl S Vivii Member ). NCT03085797  IRP/Approver. IRP Organization Package il >
Data R 1 1D: 00002553  Spr 1D: 205687 DL fvathe
Data C utor: Vivii Member  IPD Uploaded: No

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

e Click anywhere in the white box representing the study. This will open up a new tab. Then go to
the Download Data Package tab to display any files previously uploaded. Click on the download
button to see the version of the files provided to the Researcher

iy Home About Members News &Events Resources Find Studies

auicksTuoy Lookup v @) MyDATAREQUESTS () SALLY SCIENTIST (DATAPROVIDER) v

Booster Vaccination With P | Vaccine GSK1024850A, a DTPa-Combined and MenC or Hib-MenC Vaccines

Download Data Package

DOWNLOADABLE DATA PACKAGE - PRESS DOWNLOAD BUTTON FOR EACH FILE

UPLOADED FILES

Filename Size Uploaded By File Type
: v Download
109507.txt Sally Scientist (Data Provider) Other
Filename Size Uploaded By File Type
i g v Download
Data Dictionary Documentation.pdf 118.00kB Sally Scientist (Data Provider) Data Dictionary
Filename Size Uploaded By File Type Y T
IPD data.xls 26.00kB Sally Scientist (Data Provider) IPD L
Filename Size Uploaded By File Type
v Download
Protocol.pdf 179.00kB sally Scientist (Data Provider) Protocol
Filename Size Uploaded By File Type
i : ; v Download
Statistical analysis plan.pdf 160.00kB Sally Scientist (Data Provider) Statistical Analysis Plan
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4.4.5 Steps: Upload a New Version of the Data Package
1. Reach out to Vivli support at support@vivli.org to delete the stored data package. The Vivli team will
respond to you once the data package is deleted.
2. If you are ready to upload the new version of data at this time, choose the Study Data Package tab
and upload the new version of the data.

]
wmay Home About Members News&Events Resources Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS () SALLY SCIENTIST (DATAPROVIDER) v

A Multicenter, Placebo-Controlled, Parallel-Des&;n, Dose-Response Evaluation of the Safety and Efficacy

of Lamotrigine as Add-On Therapy in Epileptic Outpatients with Partial Seizures
Data Uploadedi NO

Requests: None so far
8 studies

Study Data Package

Upload study Data Package below

For this Study, your organization has agreed to provide a Basic data package.

NO FILES IN PACKAGE

YOU MUST SUPPLY ALL REQUIRED FILE TYPES AS DISTINCT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TYPE. If a file type is unavailable, please provide a file with a note of
explanation

« IPD
« Data Dictionary
rotocol

Note that if you are not ready to upload data at this time, you will be prompted to upload data
when the data request has completed DUA approval.

4.4.6 Steps: Uploading data to only one data request
By default, the data package uploaded to the Vivli platform is stored in the secured vault and is
automatically provisioned to the next researcher when their request is approved and when their DUA is
executed. However, Org Admins can make selections for a data request when a data request is in the
review process. This means that when a data package is uploaded in the context of a specific request,
the data is to be loaded only to that request, and not automatically stored in the secure vault for the
next researcher. The option is only available for studies listed on the Vivli platform.

Org Admins have the option to make this selection at the Data Contributor review stage. Please see
section 3.3 Study Settings at Data Contributor Review. This setting will be visible (but not settable) on
requests that have been fulfilled (data package uploaded).

To upload the data package for a particular data request only, take the following steps:
1. Click on the Data Request tab on the left side and type in the data request ID to locate the data
request— data requests in need of a data upload will be listed under Awaiting My Action:
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¥ Home About Members News & Events Resources  Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS () SALLY v

Research Data Requests Sl G T S

For data provided by my organization

Awaiting My Action

Vivli ID: 00002553

Predicting Treatment Response to combination drugs in patients with type 2 Diabetes (Studi At least one Data Package Provided and Available
Requested By: Data Requester
Lead Researcher: Sarah Jones

@ Data Requests

2. Click on the data request, and then click on Studies on the left:

Home  About Members News & Events  Resources Find Studies
A

SRR R SR e Bl e ENQURY  QUICK STU UP v @ uy DATAREQUESTS () DATA

Request: 3270, Pl: N A
Status: At least one Data Package Provided and Available

REQUESTED STUDIES 0 v
VIVLI-LISTED AND PROVISIONED STUDIES

A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Efficacy and Safety of Belimumab Plus Standard of Care Versus Placebo Plus Standard of Care in...

Study ID. NCT01639339  Sponsor ID. 114054 Settings:
Request ID. 270 Da n loaded for this and future request: Data Package Provided to Requester
ontributor: Roche  IRP/Approver Wellcome Trust Data package downloadable
Prospective Study of Post Surgical Continued Pain (PSCP) Patients L ing Flexion Distraction D P ion Spinal
NCT05401682 _ Sponsor ID. IRBO0DOC18MGT2 Settings:
D: 0000 Data will be k nd fulure requests Data to be provided by Data Contributor
ata Contributor: BlueMetal  IRP/Approver  BlueMetal Data pack

Qnmunogenicily and Safety Study of GSK Biologicals' Candidate Malaria Vaccine (SB257049) Given at 6, 7.5 and 9 Months of Age in Co-administration With Measles, Rubella and ...

NCT02699099 _ Sponsor 0. 200596
Upload Data Package

equest 1D 00003270
oniributor AbbVie IRP/Approver Welicome Trust

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
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1. Click on Upload Data Package.

e 5N

[ 1 ot >

-y Home  About Members News & Events  Resources Find Studies
A

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

ENQUIRY  QUICK STUDY LOOKUP v @ MY DATA REQUESTS

Request: 3270, Pl: N A
Status: At least one Data Package Provided and Available

REQUESTED STUDIES @) !

VIVLI-LISTED AND PROVISIONED STUDIES

A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Efficacy and Safety of Belimumab Plus Standard of Care Versus Placebo Plus Standard of Care in...

Study ID. NCT01639339 _ Sponsor ID: 114054 Settings: =
Data Request ID: 00003270 ata been loaded for this and future requests Data Package Provided to Requester
Data Contributor Roche  IRP/Approver: Wellcome Trust Data pac loadable

Prospective Study of Post Surgical Continued Pain (PSCP) Patients L ing Flexion Distraction D
NCT05401682  Sponsor ID. IRBO00OC18MG72 Settings:
for BlueMetal IRP/AD :

pression Spinal

and future requests Data to be provided by Data Contributor

o BlueMetal

qmmunogenici!y and Safety Study of GSK Biologicals' Candidate Malaria Vaccine (SB257049) Given at 6, 7.5 and 9 Months of Age in Co-administration With Measles, Rubella and ...
Study ID: NCT02699099 ~ Sponsor 1D 200598 Settings: Edit Settin:

S
Request D 00003270 Data loa ly I Upload Data Package |

oniributor: AbbVie  IRP/Approver Welicome Trust Data pac

e
ge downloadable

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

The following window will appear:

[ ]
ey Home About Members News&Events Resources Find Studies

QUICKSTUDY LOOKUP v (@) MY DATAREQUESTS O suy v

Request: 2553, PI: Sarah Jones
Status: At least one Data Packaae Provided and Available

Studies
A Randomised, Doubl

lind, Parallel Group Phlll Study to A:
St NCT03085797  IRP)
0 Upioaded. No

the Clinical
IRP Organization Data Request ID: 00002553 Sponsor [D: 205687 >

Upload study Data Package below.
For this Study, your organization has agreed to provide a Basic data package
Basic Data Packages must include

« IPD
» Protocol with Amendments
« Statistical Analysis Plan
« Data Dictionary
Upload study Data Package below

For this Study, your organization has agreed to provide a Basic data package.
NO FILES IN PACKAGE

Y()l‘) M%Sl SUPPLY ALL REQUIRED FILE TYPES AS DISTINCT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TYPE. If a file type is unavailable, please provide a file with a note of
explanation

« IPD
» Data Dictionary

« Protocol

« Statstcal Analysis Plan

© Select Files

smmmmmmmmmmmmmmm=ems- o choose files to upload.
6. A window will pop up allowing the data contributor to select the files of their computer:

5. Now click on
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Q Open X
1 > ThisPC > Desktop > Digitalis > v O O Search Digitalis m
Organize +  New folder = @ @
Name Date modified Type Size
s Quick access >
Zipped 9/16/2021 3:57 PM File folder £553. Sponsor 1D 205687
© Creative Cloud Files %) DIG Data Dictionary Documentation 12/16/2020 9:59 AM Adobe Acrobat D.. 119
> &3 Dropbox (Vivl, Inc) ; Dig Protocol 12/16/2020 9:59 AM Adobe Acrobat D. 179
%) Dig Statistical analysis plan 12/16/2020 9:59 AM Adobe Acrobat D... 160
> @ OneDrive & IPD dig.csv 12/16/2020 9:59 AM Microsoft Excel 97 3354
> ®ThisPC
> @ Network
< > PACKAGE
File name: | [ fites

J MUST SPECIFY THE FILE TYPE. If a file type is unavailable, please provide a file with a note of

1y
Data Dictionary

rotocol
Statistical Analysis Plan

¢
g
i

7. After selecting the files, click Open.

8. The data contributor may also drag files into the submit window indicated by the dotted blue box:

Home About Members News&Events Resources Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Request: 2553, PI: Sarah Jones
Status: At least one Data Packace Provided and Available

Studies
YOU MUST SUPPLY ALL REQUIRED FILE TYPES AS DISTINCT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TYPE. If a file type is unavailable, please
provide a file with a note of explanation

IPD

Data Dictionary
Protocol

« Statistical Analysis Plan

Hl O seieciFiies i
UPLOADED FILES
Filename Size Uploaded By File Type .
: v | Delete X
DIG Data Dictionary Documentation.pdf 118.31kB Sally Unknown |
Filename Size Uploaded By File Type _—
v ‘ Delete X
Dig Protocol.pdf 178.72kB Sally Unknown =S
Filename Size Uploaded By File Type ——
v ‘ Delete X
Dig Statistical analysis plan.pdf 159.73kB Sally Unknown |
Filename Size Uploaded By File Type e m
v ‘ Delete X
IPD dig.csv.xls 3.28MB Sally Unknown J
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10. Use the dropdown menu on the right-hand side to validate the File Type for each file before

submitting files:

A Randomized Controlled Adaptive Study Comparing COVID-19 Convalescent Plasma (CCP) to Non-immune Plasma to Limit Coronavirus-associated Complications in Hospitalized P.

Status. Approved

SUWUY U PALRGYES 1TIUSL LU GERASL 1 (YIS © UILA T U1 TN i aun

If any of these files are not available, please include a placeholder file stating that it is not available. When
you are ready to upload data to the Vivii Platform, if the anonymized Individual Participant-level Data are
held in several files, we recommend that you zip them into a single Data file. We recommend that you load

other accompanying documents as separate files.

Upload study Data Package below

O osecesTer -

UPLOADED FILES

Filename
6. Upload Data DIG Data Dictionary Dacumentation. pdf
Filename
Dig Protocol pdf
Filename
Dig Statistical analysis plan. pdf
Filename

IPD dig csv s

_ Unknown
D
Data Dictionary
” Protocol
o Statistical Analysis Plan Fi
1800k Analysis-Ready Dataset Dajp Dictionary
Size CSR (may be redacted) FiledTyps
Analysis-ready Dataset =
Annctated Case Report Form Fidroe
0.00kB ctner Profocol
Size Uploaded By File Type
328MB Data Requester Statrstical Analy.

11. If the data contributor has different formats of the same file (for example, an Analysis-Ready dataset
SAS file and an Analysis-Ready dataset .csv file), they can select the same file type for all applicable

files from the dropdown menu. Note: You can’t upload an empty file or upload two files with the

exact same name.

12. For summary level request or document-only request, you can upload the requested information. To
enable the submit button, you can upload placeholder files (i.e. upload a word document explaining
it is a placeholder file) for the other required documents and select the file type.

!
ll © selectFiles

UPLOADED FILES

Filename

V2Dig Protocol.pdf

Filename

Placeholder_data dictionary.docx

Filename

Placeholder_IPD.docx

Filename

Placeholder_Statistical analysis p...

Size
178.72kB
Size
12.42kB
Size
12.43kB
Size

12.44kB

Uploaded By
Data Contribut...

Uploaded By
Data Contribut...

Uploaded By
Data Contribut...

Uploaded By
Data Contribut...

File Type
Protocol

File Type

Data Dict...

File Type
IPD

File Type
Statistic...

Download ‘

Download ) ‘
Download ‘
Download !, ‘

Delete

Delete

Delete

Delete

Submit Files

13. There are two steps involved: uploading the data and then once uploaded, submitting the data to
Vivli. The data package upload happens while you see the progress bar with the label “Uploading”.
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UPLOADED FILES
Filename Size Uploaded By File Type
P ! P v Delete x
Protocol.pdf 179.00kB Data Contributor Unknown

Filename Size Uploaded By File Type .
- i i ' Uploading
Digitalis_demoData.zip 2.3TMB Data Contributor Unknown

14. If the upload of any file(s) fails, Close the request, refresh the browser, re-open the request, click on
“Upload Files” and delete the file that failed before moving forward.

15. Click the button that says “Verify Upload” to confirm that your files have been successfully
uploaded.

16. A pop-up will appear at the bottom right screen that says “All data has been successfully uploaded

and stored in the system”

CLNTLR FOR GLOBAL ELIWCAL RESLARCH D ENQUIRY  QUICK STUDY LOOKUP v @ MYDATAREQUESTS () DATAREQUESTER v

Efficacy Evaluation of a Unified Transdiagnostic Treatment for Anxiety Disorders

Status: Approved
:

UPLOADED FILES Verify Upload

<
|
]
E
‘ X

Filename S File Type
oowicad 4, [N
Downioa 11, [ IR

1172k Py e =

6. Upload Data

File Type
) o Downioad 1 [
Statistical Analy. S

Submit Files
Links to Documents located elsewhere Add New Link

17. Important Note: Ensure that all the files have been loaded before clicking the submit button. Once
you click the Submit button, you cannot load further documents to the same study.

18. If you plan to upload data packages for multiple studies in the data request, click Submit files for one
study, refresh the screen and then click Submit files for the next study.

19. When finished, click Submit Files to load the data package into the Vivli Platform.
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= 5N
£ 'w Ly 2
L B Home About Members News&Events Resources Find Studies
QUICK STUDY LOOKUP v @ my DATAREQUESTS () SALLY v
Request: 2553, PI: Sarah Jones
Status: At least one Data Package Provided and Available
Studies + Statistical Analysis Plan

« Data Dictionary
Upload study Data Package below

For this Study, your organization has agreed to provide a Basic data package.

UPLOADED FILES
Filename Size Uploaded By File Type &
' . v Delete X ‘
DIG Data Dictionary Documentation.pdf 118.31kB Sally Data Dictio
Filename Size Uploaded By File Type
7 Delete X |
Dig Protocol.pdf 178.72kB Sally Protocol
Filename Size Uploaded By File Type
: § v Delete X ‘
Dig Statistical analysis plan.pdf 159.73kB Sally Statistical.
Filename Size Uploaded By File Type —
Delete X ‘
IPD dig.csv.xis 3.28MB sally IPD W | S B

18. The following pop-up will appear:

Are you sure all files have been uploaded and assigned file types? This action cannot be undone.

Yes No

19. Click Ok to submit the files. The following confirmation will appear:
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& Vivli

Thank you for uploading the data for this study. It will now be available for further analysis.

1 20. Once the data package has been successfully loaded onto the platform, the
Organizational Administrator will see the “Data Package Provided to Requestor”
note next to the study record in the studies section of the data request.

Request: 3222, PI: Amrutha Baskaran

Status: All Data Packages Provided and Available

REQUESTED STUDIES o

Studies

VIVLI-LISTED AND PROVISIONED STUDIES

‘An Open-Label, Single-Arm Study to Evaluate the and Safety of O

in Patients With Early Stage Relapsing Remitting Multiple Sclerosis

Data available in secure

Study ID° NCT03085810  Sponsor ID. MA30143 Settings:
DataRequestD. 00003 Data loaded for this req IData Package Provided to Requesterl
Data Contrbutor  AbbVie IRP/Approver. Welicome Trust

Q ity, Safety and Study of ¢ line (GSK) i Ipra nal Universal Influenza Vaccines - Inactivated (SUIVs) (GSK...
NCT03275389 SponsorID: 207543
estiD 00003

2. Data Package Provided to Requester
butor. AbbVie IRP/Approver. Welicome Trust
%on—dosure of Alveoli After Avulsion of Wisdom Teeth: a Randomized, Open, Multicenter Trial
NCT02583997  SponsorID: LOCAL2014/PL-01 Settings:
estiD 00003222 Data has been loaded for this and future requests Data Package Provided to Requester
butor Biogen IRP/Approver. Biogen Data package downloadable

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

21. A data request history entry will be written to the Request history.

22. To view the data provided to a specific data request, click anywhere in the study record box
representing the study. This will open up a new tab.
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e BN

[ & ]

ey Home About Members News&Events Resources Find Studies
A

B S A SR B ENQURY  QUICK STUDY LOOKUP v @ MY DATA REQUESTS JATA CONTRIBUTOR v

Request: 3270, Pl: N A
Status: At least one Data Package Provided and Available

Studies
REQUESTED STUDIES 0

VIVLI-LISTED AND PROVISIONED STUDIES

A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Efficacy and Safety of Belimumab Plus Standard of Care Versus Placebo Plus Standard of Care in...

St

NCT01639339 _ Sponsor ID. 114054 Settings
Request ID: 00003270 i and future request: Data Package Provided to Requester
Contributor Roche  IRP/Approver Wellcome Trust

Prospective Study of Post Surgical Continued Pain (PSCP) Patients L ing Flexion Distraction D ion Spinal
Study NCT05401682 _ Sponsor ID. IRBO00OC18MGT72
D st D 00003270 Data to be provided by Data Contributor

ibutor  BlueMetal IRP/Approver BlueMetal

q"munogenicity and Safety Study of GSK Biologicals' Candidate Malaria Vaccine (SB257049) Given at 6, 7.5 and 9 Months of Age in Co-administration With Measles, Rubella and ...

NCT02699099 _ Sponsor 0. 200596 Settings: Edit Settings
quest ID° 00003270 Data equest only Upload Data Package
Data Conlributor AbbVie  [RP/Approver  Wellcome Trust Data pax vinioadable

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

23. Then go to the Download Data Package tab to display any files previously uploaded. Click on the
download button to see the version of the files provided to the Researcher

o m — >
ey Home  About Members News &Events  Resources Find Studies

ENQUIRY QUICK STUDY LOOKUP v @ MY DATA REQUESTS n DATA CONTRIBUTOR v

An Open-Label, Single-Arm Study to Evaluate the Effectiveness and Safety of Ocrelizumab in Patients With Early Stage Relapsing Remitting Multiple
Sclerosis

Download Data Package

DOWNLOADABLE DATA PACKAGE - PRESS DOWNLOAD BUTTON FOR EACH FILE

UPLOADED FILES

Filename Size Uploaded By
Download %,

V2DIG Data Dictionary Documentation.pdf 118.00kB Data Contributor

Filename Size Uploaded By

V2Dig Protocol.pdf 179.00kB Data Contributor

Size Uploaded By

Filename

Download &
V2Dig Statistical analysis plan.pdf 160.00kB Data Contributor
Filename Size Uploaded By

Download
V2IPD dig.csv.xls 3.28MB Data Contributor

24. Once all the data packages from all the data contributors have been successfully uploaded, the
request status will change to “All Data Packages Provided and Available” under the Active status

bar.
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Research Data Requests

For data provided by my organizations

Active

Vivli ID: 00002553

Predicting Treatment Response to combination drugs in patients with type 2 Diabetes (Studies: 2) At least one Data Package Provided and Available
Requested By: Data Requester
Lead Researcher: Sarah Jones

Vivli ID: 00002550

Stan - Test new image 10/5 (Studies: 2) All Data Packages Provided and Available
Requested By: Dala Requester
Lead Researcher: g q

Vivli ID: 00002549

Ascending Multiple-dose Safety, Tolerance, Pharmacokinetic, and Pharmacodynamic Study of BMS-201 At least one Data Package Provided and Available
@® Data Requests Requested By: Data Requester
Lead Researcher: Elle Researcher

Vivli ID: 00002548

Stan Multiple Upload 9/26 (Studies: 5) At least one Data Package Provided and Available
Requested By: Data Requester
Lead Researcher: Stan (Gmail) Neumann

Vivii ID: 00002547
25. For multi-sponsor requests, if your organization has uploaded all of its data but another data
contributor has not, the request is still in a partially fulfilled state i.e. “At least one Data Package
Provided and Available” status. Vivli team will follow up with the appropriate member to upload
their data package.

4.4.6 Uploading large files and data packages to the Vivli Platform:

If you have not already had a discussion with Vivli about how the data will be organized and how it will
be used, we recommend that you start with that, so that Vivli can advise on how best to package the
data, e.g. into a single large zip file or a small number of individual zip files.

1. Download and install the Azure storage explorer from the URL:
https://azure.microsoft.com/enus/features/storage-explorer/ (you can also enter “Azure
Storage explorer download” into your favorite search engine.) After starting storage explorer,
click on the icon that looks like a power plug:
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= Microsoft Azure Storage Explorer

File Edit View Help

P E)XPLORER
P Y
Collapse All Refresh All
tj 1% Quick Access
v ¢ Local & Attached
» = Storage Accounts

> BN Data Lake Storage Gen' (Preview)

Actions Properties ~  Activities hd

Clear completed Clear successful

2. Inthe pop-up window pick “Storage account or service”:

Select Resource

Select Resource Authenticate Connect

What kind of Azure resource do you want to connect to?

Subscription 5
Sign in to Azure to access storage resources such as blobs, files, queues, and tables under subscriptions you have access to.
=== Storage account or service 5
=== Attach to one or more services in a Storage account,
== Blob container 5
WX Attach to an individual Blob container.
p== ADLS Gen2 container or directory 5
S8 Attach to an individual ADLS Gen2 container or directory.
== File share N
— Attach to an individual File share,
™M Queue 5
. Attach to an individual queue,
Table 5
Attach to an individual table.
[ f‘. Local storage emulator N
Attach to resources managed by a storage emulator running on your local machine.
Cancel
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3. Inthe Select Connection Method window, choose Connection string:

= Connect to Azure Storage

Select Connection Method

Select Connection Method Enter Connection Info Summary

How will you connect to the storage account?

(® Connection string (Key or SAS)
(O Shared access signature URL (SAS)

O Account name and key

= Connect to Azure Storage

Enter Connection Info
Enter Connection Info ~ Summary
Display name:
Biosciences Upload

Connection string:

DefaultEndpointsProtocol=https;AccountName=vivlidatacussabioscinces; AccountKey=i0000000000000000000000000000000h;End pointSuffix=core.windows.net

4. The display name should be the NCT or Sponsor ID for the study; the connection string must be
the value sent to you separately from Vivli. On the summary/confirmation screen, click

“Connect”:

8 Connect to Azure Storage

Summary

Summary

The following settings will be used to connect to your resource:
Display name: Biosciences staging area

Account name: biosciences

Account key: 5+v3uda+n9mPSqYEuioZtDUvQ57nANdb853TN2dZAZ/O/Urm1CQOW7CZ0hzO%pe1cHgbgYPusV08)xo+WfDw==
Default endpoints protocol: htips

I' Make sure you only connect to resources you trust

5. It should add the storage account to the list on the upper left, and report “Successfully added
connection:
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.-fl Microsoft Azure Storage Explorer

File Edit View Help

EXPLORER

o Y
Collapse All Refresh All
% Quick Access
W O/o Local & Attached
v == Storage Accounts
?> = (Attached Containers)
» = (Emulator - Default Ports) (Key)

E == Biosciences Upload I[Key]]

> [l Data Lake Storage Gen1 (Preview)

Actions Properties v Activities v

Clear completed  Clear successful

| & Successfully added new connection I

6. Click on the “>” to open the storage account, then right click on Blob Containers and choose
“Create Blob Container”. Give it a name that represents the study (e.g. the NCTId or sponsor ID).
Note that container names are limited to numbers, lowercase letters and hyphens, but no
spaces or uppercase characters.
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File Edit View Help

EXPLORER
Q2
Collapse All
2% Quick Access

v @ Local & Attached

~ Storage Accounts

> (Attached Containers)

> = (Emulator - Default Ports) (Key)
~ = Biosciences Upload (Key)

Blob Containers

» M File Shares
» [ Queues
> B3 Tables
> Bl Data Lake Storage Gen1 (Preview)

Actions Properties

Custom Domain
Soft Delete
Retention Days | 7

Enabled

Y

Refresh All

Create Blob Container
Open Container by Name...

lob Containe:

Configure CORS Settings..
Configure Soft Delete Policy...
Search From Here

Refresh
v Activities

Clear completed Clear successful

@ Successfully added new connection.

=& Microsoft Azure Storage Explorer

File Edit View Help

Collapse All
2% Quick Access
v ¢ local & Attached

v Storage Accounts

(Attached Containers)
(Emulator - Default Ports) (Key)

<vv Il

== Biosciences Upload (Key)
v 1 Blob Containers
™1 Slogs
7 nct12345678
> @ File Shares
> M Queues
> BB Tables
> ES Data Lake Storage Gen1 (Preview)

Actions Properties

URL https://vivlidatacussabioscinces.t

Custom Domain

Type Blob Container
HNS Enabled false

Lease State available
Lease Status unlocked

Public Read Access  off

T nct12345678 X

T~ | > + © -

Upload New Folder Select All

& —> v I Active blobs (default) v

Showing 0 to 0 of 0 entries

Vv Activities

Clear completed  Clear successful
(V] Successfully created blob container ‘nct12345678"

(V] Successfully added new connection.

| art Adacifind Coiclos Ao 20 2020 0.EC 40 ANS

nct12345678

More

It
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7. From the ribbon at the top, click Upload and from the drop-down choose Upload Files. From the

Target Access Tier choose “Cool”.

= Microsoft Azure Storage Explorer

Upload Files

8. In general, we recommend uploading files that have been zipped; you can have a discussion
with Vivli about whether a single zip file or several files will be more useful to the researchers;
this can depend on how the data may be used. It will report progress on the upload at the

bottom under activities:

il S ™ S
Activities
Clear completed “lear successfi
£, Transferring 'C:\Large Files\LargeFile1zip’ to 'nct12345678/ (using SAS): 214 Mbps Copy AzCopy Command to Clipboard  Cancel
Started at: 5/22/2022 7:54 PM

9. Note that Storage Explorer will remember the connection the next time you start Azure Storage
Explorer —to get it to “forget”, right click on the storage account name (Biosciences in the
example screenshots above) and choose “detach”. When you have completed the upload, notify

Vivli at support@vivli.org

5. Research Environment monitoring
e Organizational Administrators for the Data Contributor Organization can monitor the progress of
the Research environments for data requests containing at least one of their studies. Note:
Those with only Data Contributor role cannot view this dashboard.
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F7
= BN
[ B 4 >
Wway Home About Members News & Events Resources Find Studies
QUICK STUDY LOOKUP v @ MY DATA REQUESTS n DATA PROVIDER v
Research Environment Management Export to CSV
i Data Request Id ) Requestor Email
B Research Environments 2 Title : 35 Status : Days Since Last . 5 =
v v (il
Login s untime (Days)
Influenza Study :
00002875 Project datarequester.vivl... Stopped -1 54
00003409 Sickle cell request datarequester.vivl... Stopped -1 60
00003414 Malaria Study 1 datarequester.vivl... Running 0 5

e You may filter for a specific data request using the Data request ID, Title, Requestor Email, and
Status of the Research Environment (Running, Stopped, and Deprovisioned)
e You may click on the Data Request ID to see details of a specific environment.

Research Environment Details - 00002875 (Influenza Study Project)

Requestor Name:

Data Requester Machine Size: Large

Requestor Email: datarequester. vivlii@gmail.com Status: Stopped
Number Authorized Users: 1 Licenses: SAS, STATA
Provisioned Date:  09/10/2018 Runtime since last restart (days): 54

Deprovisioned Date:  N/A Days since last login (days): -1

e The date when a Research Environment was started and deprovisioned will also be recorded in
the Request history tab of the data request.
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5.1 Software in the Research Environment

The software available in the Research Environment is updated on a regular basis and a
comprehensive listing of the software and R packages is available in the Vivli Research
Environment. The full list is on the Vivli website, https://vivli.org/resources/resources/

The current list applies only to new research environments — updates to software installed are
not retroactive to existing research environments, although we can make updates to existing
environments when requested.

6. Public Disclosures & Publications & Summary of results

6.1 Review(s) by Data Contributor
The Data Use Agreement requires Data Requestors to provide to Vivli, at least 30 days prior to

submission, the submitted copy of any publication, which Vivli will make available to all Data
Contributors for review.

1.

Data Requestors will provide Vivli at least 30 days prior to submission, the submitted copy of
any manuscript via the platform open chat under chat attachments.

The Vivli team will notify the Organizational Administrator regarding their courtesy review via
Contributors chat (visible only to Vivli Admin and Organizational Administrators). The
Organization Administrator will respond to the Data Requestor with their comments using the
platform open chat.

As per the DUA, during this period if you would like to provide non-binding comments on the
scientific content you may do so. You may also request the deletion of any confidential
information (as defined in the DUA).

If a researcher indicates that they do not have publishable results, Vivli requests the summary of
results from the Researcher. A summary of results will be sent to the Org Admins for 30-day
courtesy review.

When should a data contributor be considered an author on a manuscript or public disclosure?
It is Vivli policy that the decision to appoint someone as an author should be made by applying
the ICMJE authorship criteria (reviewed and agreed by Steering Committee in May 2023).

6.2 Publication Notification by Data Requestor

When a public disclosure based on the results obtained from the data request is published, the
Data Requestor must inform Vivli.

Vivli will notify the Data Contributor(s) about the publication via email.

In addition, the link to the publication will also be made available for public view on Vivli’s
Metrics page linked to their approved request page.

Once all the publications are published and the analysis is complete, the Vivli team will move the
data request to the Archived section of the data request.

For a summary of results, once the courtesy review is complete, the Statistical Analysis Plan
(SAP) and the summary of results will be posted on the Vivli website under the approved
request page. The summary of results will not be added to the publication table and will not be
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counted under Publication metrics. Once the website is updated, Vivli Admin will notify the data
requester via the platform chat and the Data Contributors via email that the summary of results
has been published and archive the data request.

7. DUA extension

e According to Vivli policy, DUA extensions are given in 6-month intervals up to a maximum of 2
years. After that, any extensions will need to be reviewed by the Data Contributors who may
approve or decline the extension.

e For the third extension, the Vivli team will reach out to the Data Contributor via the
Contributors chat and share the PI’s reason for the extension. The Vivli team will also include
our recommendation about the extension. DUA extensions are given in six-month increments.

o If we do not receive a response in 1 month, Vivli will assume the approval of the DUA extension.

8. Safety reporting

e During the course of the analyses, results review, or manuscript writing, if the Data Requestor
comes across any safety concerns, they must report them within 24 hours via the Vivli platform
reporting mechanism.

e All the Organization administrators involved in the data request will be notified automatically via
email with the description of the safety concern reported.

9. Metrics

1. Organizational Administrators can view your organizational metrics from your Dashboard.
Click on Generate New Report and select the dates to generate the new metrics report. You may run
this report at any time.
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wmay Home About Members News&Events Resources Find Studies

SHRICAL KESEARCH DATA QUICK STUDY LOOKUP v @ My DATAREQUESTS () SALLY v

Welcome, Sally! Organization Memberships

This is your view of Vivli at a glance.

« Org Admin
Here you can view your organizational memberships and roles, any « Data Contributor
pending requests that require your approval, as well as any studies
awaiting Data Package upload from your organization. You can also
generate metrics for data requests involving your organization's
studies.
If you have any questions, please contact Vivli Support.
Thanks!
Metrics
From To
Generate Metrics Report
MM/ddlyyyy MM/ddlyyyy e
3. Click Print Report to generate a PDF of the report.
. .
Home Aboul Members News&Evenls Resources Find Studies

cucxstuov oo v @) wro

A Dashboard Welcome, Sally! Organization Memberships

This is your view of Vivii at a glance.
+ Org Admin >

Here you can view your organizational memberships and roles, any pending requests that require « Data Contributor

your approval, as well as any studies awaiting Data Package upload from your organization. You can

also generate metrics for data requests involving your organization's studies.

If you have any questions, please contact Vivii Support.

Thanks!

Metrics

From To
Generale Metrics Report
Middyyy MMddyyyy

Metrics Report for: Vivli Member generated 05 Oct 2021 07:41 pm until 05 Oct 2021

o s

Requests in Progress 0 Submitted 1
Retumed to Draft 0 Approved 1
Form Check 0 Revision Requesied 0
Data Contributor Review 0 Not Approved 0
IRPIFinal Approval 0 Withdrawn 0
DUA Execul [ Published 0
Data Package Upload 1 Studles Accessed in Research Environment 0
Analysis and Publication 0 Studies Downloaded [

Participants in Accessed Studies = 0
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Data Requests Submitted Involving Single Data Contributors (N = 2)

How Data Contribuior 3 compares to the average for all data contributors

Average time to complete each step (days) . vou ALL DATA CONTRIBUTORS
0 2 4 6 8 10 12 14 16 18 20 22 24
Form Check _6%%3
Data Contributor Review —32-4

I .34
IRP Approval 097

jon NI 4.63
DUA Execution AT

I 214
Data Package Upload )

. g 4.3
Analysis and Publication 16.22

Your average time to complete each step Time in days from submission to publication

STAGE AVERAGE MIN - MAX
Form Check ) 6.48 377-918 56.31 +11.03 days
Data Contributor Review 8.4 519-11.6

Yi A forall Y ed t
IRP Approval 4.34 384-485 “ldays) . datacontributors  alldata
DUA Execution 4.63 376-55 (days) contributors
Data Package Upload 8.14 459-117
Analysis and Publication 24.32 0-4865
Cverall Process to Publication 2115-91.48

Data Requests Submitted Involving Multiple Data Contributors (N = 2)

How Data Contributor 3 compares to the average for all data contributors

Average time to complete each step (days) . ol ALL DATA CONTRIBUTORE
0 5 10 15 20 25 30 35 40 45
Form Check IEG_—__-—=— 03

Data Contributor Review I 4.12

I 7
IRP Approval 658

DUA Execution I 338

Data Package Upload M 1.71

Analysis and Publication :;:

Your average time to complete each step Time in days from submission to publication

STAGE AVERAGE MIN - MAX

Form Check 5.03 216-79 m +4.4 days
Data Contributor Review 412 36-4863

IRP Approval 7.9 3821199 Your average Average for all You compared to
) (days) data contributors all data

DUA Execution 3.38 299-376 (days) contributors

Data Package Upload 1.71 096 -246

Analysis and Publication 4718 31.71-6265

Overall Process to Publication 45.24 - 83.39

4. Publicly available metrics are available here: Vivli Metrics. These are updated every other month.
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10. Communications
10.1 Chat

e You can use the open chat within the data request, to communicate with data requestors, the
Vivli Administrators, members of your organization, delegated reviewers, and other data
contributors associated with the specific request for your data.

e Please note that messages in the open chat are visible to all persons attached to a data request.

e When any other party enters a message in chat, you will receive an email notification containing
the body of the chat message and the name of the person entering it.

10.1.1 Open Chat
1. Log on to the platform:
2. Go to the Data Request tab:

Mews & Events Resources  Find Studies

ugs

Research Data Requests

Wil ID: 0Q003465

Prediciing Treaiment Re-sponss in combinaiion dngs in pailents. with irpe 2 dabeies (Shudies: ) Diata Conribailor Review
Regues Ressarcher
Lead Aenearcher, Sarsh Jonas
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3. Open the applicable data request and click on the Chat tab on the left-hand side of the screen:

wmay Home  About Members News&Events Resources Find Studies

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA| ENQURY  QUICK STUDY LOOKUP v g MY DATARE

Request: 3469, PI: Sarah Jones

Status: Data Contributor Review X Cannot Fulfill l Process Request m

GlaxoSmithKline @

Open Chat Sontributors

Communicate with stakeholders involved in this data request.

NO FILES IN PACKAGE

4. Enter your message in the chat message box under “Open chat” and click Send:

° °
way Home About Members News&Events Resources Find Studies
ENQURY  QUICK STUDY
Request: 3469, PI: Sarah Jones "o i
Status: Data Contributor Review X Cannot Fulfill { Process Request m
Open Chat Con GlaxoSmithKline Q

Communicate with stakeholders involved in this data request.
NO FILES IN PACKAGE

i - :
25923 417 pro A E © Select Files i s | ¢ E

File Uploaded: Study protocol pdf

Researcher |
2509123 421 pi
File Deleted: Study protocol pdf
‘Arcy |
26023 10:46 ami R
File Uploaded: 2023_09_25 Vivi ID 00003469_form check comparison report pdf

| Type your chat message here and then click ‘Send’ |

[ = |

' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
' '
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5. Inthe chat window, there is a hash mark on the lower right of the text entry panel. Hover over it and
the cursor changes to a double-headed arrow

y Home About Members News&Events Resources Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA|

ENQUIRY  QUICK STUDY LOOKUP v g MY DATARE

Request: 3469, PI: Sarah Jones r——
Status: Data Contributor Review X Cannot Fulfill [ Process Request m

Open Chat Contributors

(2]

Communicate with stakeholders involved in this data request.
NO FILES IN PACKAGE

Researcher i

25/9123 4:17 p
File Uploaded: Study protocol.pdf

Researcher i
File Deleted: Study protocol. pdf

25/9723 4:21 i

Chat

Catherine D'Arcy |
File Uploaded: 2023_09_25 Vivii ID 00003469 _form check comparison report.pdf

6. Dragthe arrow to enlarge the text entry area. Drag it off the edge of the screen to make it very
large.

wmar Home  About Members News & Events  Resources Find Studies

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

ENQUIRY QUICK STUDY LOOKUP @ MyDATAREQUESTS () saLLY v

Request: 3460, PI: Sarah Jones BV
Status: Data Contributor Review X Cannot Fulfill J Process Request

The following documents are available for NCT01134672:

Study Protocol

Full clinical study report

CRF 26/9/23 11:53 am
Statistical Analysis Plan

Define file

We are not able to provide imaging data for this study, or individual patient narrative:
summaries.

You can then
write a long chat
and see

all of the message
on screen

without scrolling

Chat
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7. The message will now appear in the Chat record:

way Home  About Members News & Events Resources Find Studies

ENoURY  auicksTUDYLookUP v (& uyDararecuests ()

Request: 3469, PI: Sarah Jones n e %
Status: Data Contributor Review X Cannot Fulfill ‘ Process Request ‘

Open Chat ntributor SlaxoSmithKline (7]

Communicate with stakeholders involved in this data request

NO FILES IN PACKAGE

Please provide information about the type of data you require:
Raw dataset

Analysis-ready datasets -
& Select Files 4
'

The following documents are available for NCT01134672:
Study Protocol

Full clinical study report

CRF

Statistical Analysis Plan

Define file

26/9/23 12:02 pm

We are not able to provide imaging data for this study, or individual patient narrative
summarnes.

Please confirm this will meet your needs.

Regards,
Member1

8. You can also upload files via chat by clicking on the Select Files button and selecting the file you wish
to upload from your computer, or you may drag and drop the files into the dotted blue box:

Home  About Members News & Events Resources Find Studies

BouRY  aucksovL00RR v (@ WYDAAREC

Request: 3469, PI: Sarah Jones
Status: Data Contributor Review

Cannot Fulfill Process Request l m

Open Chat Contributors

Q

Communicate with stakeholders involved in this data request
NO FILES IN PACKAGE
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9. The upload bar will show the progress:

A A4
Home  About Members  News&Events  Resources Find Studies

Request: 3469, PI: Sarah Jones % Gannot Fulfill ocess Request m

Status: Data Contributor Review

Open Chat Contributors GlaxoSmithKline 0

Communicate with stakeholders involved in this data request
NO FILES IN PACKAGE

UPLOADED FLES

Chat

ZA

10. The history of the uploaded file will appear in the chat window:

[ 1} 2 :
Home  About Members News&Events Resources Find Studies

aucksTuovLookwe v @ wrommrzavests () sy v

ENQUIRY

[CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Request: 3469, PI: Sarah Jones X Cannot Fulfill

Status: Data Contributor Review

GlaxoSmithKline (2]

Open Chat Cor

Communicate with stakeholders involved in this data request

NO FILES IN PACKAGE

Define file

We are not able to provide imaging data for this study, or individual patient narrative
summaries.

Please confirm this will meet your needs
UPLOADED FILES

Regards,
Member1

sally ©
26/9/23 1202 pm
File Uploaded: Information for the researcher pdf

Chat
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11. You may also download chat files by clicking on Download:

Home About Members News & Events Resources Find Studies

(CONTER 18 GLOBAL CLCAL WEMARCH ORI

Request: 3469, PI: Sacah Jones.
Status: Data Contributor Review

Communicate with stakeholders involved in this data request.

e
Statistcal Analysis Plan © Select Files

Define file
We are not able to provide imaging data for this study. of indvidual patient narative summaries. UPLOADED FILES
Please confirm this will meet your needs.

Regards
Membert

Sally O
0922
File Uploaded: Information for the researcher pdf

e ]
12. You can delete the uploaded file by clicking delete:

Home  About Members News & Events  Resowrces Find Studies

Request: 3469, PI: Sarah Jones 2 = aaciaiet
Status: Data Contributor Review @

(2]
Communscate wth stakehoiders imohed in thes data request
oo
Stasssca Anairsis Plan €5 Sviect Fies
Detne tie
We are not adle 10 provide IMagIng Gata for Ps S8ty Of INGMAUM PIBENt NNTIVE SUMMAnes UPLOADED FRES
Please contem Pes will meet your needs
Uemdert . ‘ »

Saty O
Fide Uploaded nformadion for e researcher o

20923 12026m
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13. The deletion of the file will appear in the chat history:

14.
15.
16.

17.
18.

19.

[ 1]
wmay Home About Members News&Events Resources Find Studies

ENQURY  QUICK STUDY LOOKUP v g uvDATAREQUESTS () SALL

Y v

Request: 3469, PI: Sarah Jones P (
Status: Data Contributor Review l X Cannot Fulfil ‘ Process Request Print

Open Chat Contributors GlaxoSmithKline (7]

Communicate with stakeholders involved in this data request.
e e e S S S

NO FILES IN PACKAGE
Regards,

Member1 P
ember Hl & select Files

sally ©
26/9/23 12:02 pm
File Uploaded: Information for the researcher pdf

Chat
2609123 12:09 pm

sally © |

File Deleted: Information for the researcher.pdf

Chats are posted when you click “Send” which permits you to write and read distinct paragraphs
Chat messages automatically scroll to the most recent post instead of the first.

In chat, files are sorted by date, newest on top, and the hover text displays the filename, date, and

person who uploaded it.

Posted chat messages are visible immediately.

Chat email notifications will include the display name and organization of the uploader and the
content of the chat. The subject line will include the Request ID and the name of the Lead
Investigator.

Email notification of chat will include the content of the chat message in its original formatting.

Chat Notification for Data Request #2553, Lead Researcher: Sarah Jones Inbox x

Vivli Center <noreply@vivli.org> 5:26 PM (2 hours ago)
to info, bcc: me «

v
A

w

&

-~

As part of your participation in the Vivli platform, you have been or will be involved in a DataRequest titled "Predicting Treatment Response to combination drugs in

patients with type 2 Diabetes" with id "00002553".
User Amrutha Baskaran, a member of Vivli, has entered additional information or a question into the Open chat on that DataRequest.
The content of the chat message follows:
File Uploaded: 2021_10_05 Vivli ID 00002553_form check comparison report.pdf
Click here to view or respond to that discussion.

Thanks,
The Vivli Team

& Vivli
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20. Note: Vivli Admins may set up automatic follow-ups for repeated follow-ups (E.g. revision, DUA,
publication follow ups, etc.). Org Admins won’t receive any there won’t be any email notifications
for such follow ups. Org Admins can see the chat messages on the chat window.

10.1.2 Private Chat
You may also open a private chat within the data request to communicate with other members of your
organization.

Please note that private chat is visible to only members of your organization on the Vivli platform. When
any other party in your organization enters a message in chat, you will receive an email notification.

wmar Home ~ About Members News&Events Resources Find Studies

[CENTER FOR GLOBAL CLINICAL RESEARCH DATA ENQUIRY  QUICK STUDY Li

Request: 3460, PI: Sarah Jones % Cannot Fulfl . . .
Status: Data Contributor Review ~annot Fulfil | ocess Reques ]

NO FILES IN PACKAGE

............................................

10.1.3 Contributors Chat
You may also open a Contributors chat within the data request to communicate with all the data
contributors involved in the data request (but not the researcher). Organizational administrators will
receive email notifications from this chat, but not those who have the Data Contributor role within an
organization.
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= Y
[ N
wmar Home About Members News&Events Resources Find Studies

Request: 3460, PI: Sarah Jones [ % Cannot Full ‘ - "
Status: Data Contributor Review < Cannot Fulfi rocess Request

Open Chat

Member 1 Q

NO FILES IN PACKAGE

10.1.4 Setting up an inbox rule on Outlook to filter emails
Here are instructions for creating an inbox rule that can refile messages containing a specific sub-string
in the subject line. The specifics are written for platform messages, but they can be generalized for
other frequent messages that you don’t want actively in your inbox.

In Outlook, click File in the menu bar, then in the window that appears click on “Rules and Alerts”

(G) Account Information
| Q o

Open & Export

Account Settings

Save As 0
& Change settings for this account or set up more

Save as Adobe Account connections.

POF Settings -

orin =

Automatic Replies (Out of Office)
J] Use automatic replies to notify others that you are out of office, on vacation, of
not available to respond to email messages.

Automatic
Replies
Mailbox Settings
L\Q Manage the size of your mailbox by emptying Deleted Items and archiving.
Tools

= 261 GB free of 49.5 GB

Rules and Alerts
00 || e e o e 2 Do organte s lomog e meseages; s recche
Manage Rules | Up4ates when femsare adcd, changed, of removed
Y

Slow and Disabled COM Add-ins
E Manage COM add-ins that are affecting your Outiook experience.
Manage COM
Add-ins
Office Account
P Manage Add-ins
Fredtak & Manage and acquire Web Add-ins for Outiook

Manage Add
Options s
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In the pop-up window, click New Rule:

Rules and Alerts

Email Rules  Manage Alerts

Apply changes to this folder: |Inbox [ ivli.org]

ew Rule... Change Rule - E@ Copy... ){gelete ¥ Bun Rules Now... Options

New Rulel

M Results Request Status Change (dient-only)
assigned (dient-only)

[HISTORY]

[ALERT ACTIVATED] (dient-only)

Vivli User Support, received (dient-only)
|7| noreply @vivli. org (noreply @vivli.org)

[ Teula f=nplied in the order shown) Actions

]

i

BiE

it

it}

it}
it}

===

Rule description [click an underlined value to edit):

Apply this rule after the message arrives
from ElueMetal
move it to the Discard folder

and stop processing more rules

[:I Enable rules on all messages downloaded from RSS Feeds

Cancel Apply

In the pop-up wizard, pick “Move messages with specific words in the subject to a folder”

Start from a template or from a blank rule
Step 1: Select a template
Stay Organized
EJ:I Move messages from someone to a folder
EJ:I Move messages with specific words in the subject to a folder
i EJ:I Move messages sent to a public group to a folder
Flag messages from someone for follow-up
EJ;I Move RSS items from a specific RSS Feed to a folder
Stay Up to Date
E_'ﬂ(' Display mail from someaone in the Mew [tem Alert Window
4'}) Play a sound when | get messages from someone

Send an alert to my mobile device when | get messages from someone
Start from a blank rule

[ apply rule on messages | receive
B Apply rule on messages | send

Step 2: Edit the rule description (click an underlined value)

Apply this rule after the message arrives
with specific words in the subject
mave it to the specified folder

and stop processing more rules

Example: Mowve mail with Project in the subject to my Project folder

Cancel < Back Mext = Finish
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Click Next (it should display the choice “with specific words in the subject”),

Which condition(s) do you want to check?
Step 1: Select condition(s)

with specific words in the subject

[ from people or public group

[7] through the specified account

[] sent only to me

[] where my name is in the To box

[] marked as importance

[[] marked as sensitivity

[7] flagged for action

[] where my name is in the Cc box

[[] where my name is in the To or Cc box

["] where my name is not in the To box

[] sent to people or public group

[] with specific words in the body

[] with specific words in the subject or body
[] with spedfic words in the message header
[] with specific words in the recipient's address
[] with specific words inthe sender's address
[] assigned to category category

Step 2: Edit the rule description (click an underlined valugj
Apply this rule after the message arrives
with specific words in the subject
move it to the specified folder
and stop processing more rules

Cancel < Back Finish

In the bottom half, click on “specific words” and enter “(AMR ID:” or “(Vivli:” or “(Chat Notification:”

Specify words or phrases to search for in the subject:
[AMR 10| Add
Search list:
Remave
0K Cancel
L
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Click add to add it to the search list and then click OK:

Rules Wizard

Which condition(s} do you want to check?
Step 1: Select condition(s)

with specific words in the subject

[] from people or public aroup

[] through the specified account

[7] sent only to me

[T where my name is in the To box

["] marked as importance

["] marked as sensitivity

[[] flagged for action

["] where my name is in the Cc box

[ where my name is in the To or Cc box

["] where my name is not in the To box

[[] sent to people or public group

[7] with specific words in the body

[] with specific words in the subject or bady
[7] with specific words in the message header
[7] with specific words in the recipient’s address
[] with specific words in the sender's address
[7] assigned to cateqory category

Step 2: Edit the rule description [click an underlined value)
Apply this rule after the message arrives
witl n the subject
move it to the specified folder
and stop processing more rules

Cancel < Back Finish

Back at the wizard, click on “specified” (as in ‘move it to the specified folder’); In the browse screen,
select your destination folder and then click OK.

Rules and Alerts

Choose a folder:

O Discard (6395) oK
3 Junk Email [25]

> Hiring

> [ Events (10)

.| Insight

5> T Members
[® Journal

> O Microsoft
[} Notification_History (27540)
[J Notes

> [ Notifications (30563)
O Notifications AMR
T outbox

> O Partrers

T Persona
- .

Cancel

New...
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Which condition(s) do you want to check?
Step 1: Select conditions)

with specific words in the subject

[] from people ar public group

[] through the specified account

[] sent only to me

[] where my name is in the To box

[] marked as impaortance

[] marked as sensitivity

["] flagged for action

[_] where my name is in the Cc box

[] where my name is in the To or Cc box

[] where my name is not in the To box

[] sent to people or public group

[] with specific words in the bady

[ with specific words in the subject or body
[ with specific waords in the message header
[] with specific words in the recipient's address
[ with specific words in the sender's address
["] assigned to category category

Step 2: Edit the rule description [click an underlined value)

) after the message arrives
iAMER ID:iin the subject

move it to the Notifications AME folder

and stop processing more rules

Cancel < Back Finish

Click Finish and the rule should appear in the rule list:

Email Rules  Manage Alerts

Apply changes to this folder: | Inbox [sneumann@vivli.org] -
-7 Mew Rule.. Change Rule~ EB Copy.. X Delete ¥  Bun Rules Now... Options
| Rule (applied in the order shown) Actions

[~ (amr ID: 2] it
| z‘ BlueMetal EL'I ﬂ',
z‘ Results Request Status Change (dient-only) FU
z‘ assigned (dient-only) FU
] pasron i it
[.] [ALERT ACTIVATED] (dient-only) | B

7| Vivli User Support, received (dient-only) E\l:l ﬁ,

Rule description (click an underlined value to edit]):

Apply this rule after the message arrives

with [AME |ID: in the subject

move it to the Motifications AMR folder
and stop processing more rules

[:] Enable rules on all messages downloaded from RSS Feeds

QK Cancel Apply

Click OK to commit this.
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(Note that this rule works only when you are in Outlook — if you read your email from your phone, the

rule will not yet apply until you open it.

Also, note that there is an option to “Run rules now”, so you can refile messages that you received

before setting up the rule.

Rules and Alerts

Email Rules  Manage Alerts

Apply changes to this folder: | Inbox [sneumann@vivli.org]

- Mew Rule... Change Rule~ E@ Copy. )'{ Delete & % BunRules Now... Options
Rule (applied in the order shown) Actions

] (AMR 1D 4l i
Z‘ BlueMetal 4 'if-E-
Z‘ Results Request Status Change (dient-only) Ftl
Z| assigned (dient-only) Ftl
[] (HIsTORY] £h ik
[/] [ALERT ACTIVATED] (dient-only) | fo
7| Wivli User Support, received (dient-only) El:l 'ﬂ'{
Rule description (click an underlined value to edit):

Apply this rule after the message arrives

with [HISTORY] in the subject

move it to theilotification Historyifolder

and stop processing mare rules

I:I Enable rules on all messages downloaded from R55 Feeds

10.2 Emails for Organizational Administrators

You will receive a number of automated emails from the Vivli platform, relating to your organizational

account. Please see the table below for a synopsis:

Email When sent Purpose
Data Request Ready | When a data request for your studies has Notify you of the data request; prompt
for Review been submitted you to record your decisions if applicable

Data Request Non-
Approval during
Data Contributor
review

whenever any Vivli Member records their
non-approval. The email also shows the
reasons for non-approval.

For multi-sponsor requests that include your
organization’s studies, an email is generated

Notify Organizational Administrators of
any non-approvals to the data request.
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Request Approved

When a data request for your studies is
approved, by you or a delegated approver.
For multi-sponsor requests, an email is
generated after that last IRP records their
final review decision

Notify of final governance approval

DUA Approved

When the Vivli Admin has validated the DUA
associated with the data request

Notify Organizational Administrators and
Data Contributors of approved DUA.
Please work with your Data Contributor
to upload the data package, if applicable.

Safety Concerns

When a data requestor logs a safety concern
relating to any of the data associated with
the request

Notify Organizational Administrators of
safety concerns

Chat

When anyone associated with a data
request enters a message in chat once the
request reaches the Data Contributor
Review stage for the first time. Once it
reaches that stage, Org Admins will continue
to receive notifications even if it goes back
to draft for revisions.

Facilitate communication and the data
request workflow

Research
Environment
deprovisioned

When the research environment is
deprovisioned

Notify Organizational Administrators
when analysis is complete

Data Request
Archived

When the data request is Archived, the
project is considered closed.

Notify Organizational Administrators that
the lead researcher and research team
have met the DUA obligations for public
disclosure/summary of results and the
data request is now archived.

10.3 Data Request Summary to Organization Administrators

e You will start receiving data request summaries from the Vivli team once you have the first data
request that reaches the Data Contributor review stage.

e Data request summary emails are typically sent out every other Monday afternoon from
support@vivli.org but the cadence may change depending on holidays. The Vivli team will aim

to inform members in advance if there is a change in timing.
e The email contains the spreadsheet of data requests that require action from a data contributor
and open and recently closed enquiries for your studies.

e Itis also used to communicate other important updates or queries and will serve as a reminder
if you have requests that are past the target timeline.

e For enquiry updates, please respond via the original enquiry email.

e Responses from data contributors will be done via the platform instead of emailing Vivli back a
spreadsheet, this will create increased efficiencies for all involved. Use the feedback field on the
Status Update to provide comments. See Section 3.5.3 Status Update for more information.
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11.

Support and Additional Information

11.1 Vivli Contact Information
Data Contributor User Support Contacts:

General User Support: Support@vivli.org
You may also use the Chat to contact the Vivli Admin

11.2 Data Use Agreement
The Vivli Data Use Agreement is posted online and available here: Data Use Agreement

11.3 Browser and System Requirements
Please review our browser and system requirements, as well as configure your browser to use the Vivli
platform: Browser and System Requirements

11.4 Standard Process for Vivli-Member Engagement

12.

Please review the data request summary

Check Data Contributor Manual for reminders on how to do tasks before emailing
support@vivli.org for specific questions.

Any changes to your policy (like the IRP change) or operations (team change), please update the
member’s checklist and email it to support@vivli.org

Instructions for using a printed copy of this document

If you would like to use this document in its printed form, you can change the Microsoft Word settings
to display the URL addresses that are hyperlinks in the electronic version. To do this, change your Word
settings as follows:

Open the File menu and select ‘Options’

In the Options menu, select ‘Advanced’

In the Advanced menu, scroll to the ‘Print’ sub-menu; select and check the box for ‘Print field
codes instead of their values’

After checking the relevant box, click ‘OK’ at the bottom of the pop-up menu, then print a copy
of the document.

The printed version of the document should replace hyperlinked text with text that looks like
this:

{HYPERLINK “https:...” etc. }

This will allow you to navigate to relevant URLs using a printed version of this document
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