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1.0 Data Access Introduction

Your team’s data request has been approved and your Data Use Agreement has been executed.
Now that one of the studies from your request has been uploaded, your research team is able
to begin analyzing the data. Depending on the access options available on your requested
study(ies), you can either download the data (See section 12.0 for more information) or you can
access the data via a secure, cloud-based, isolated workspace known as a research
environment.

e The Research Environment is a where users have access to various tools to analyze their
data and conduct their research, including R, Python, Jupityr, the Microsoft Office suite,
STATA, and SAS (Academic-license only) depending on the type of the Research
Environment selected. A complete list of the software included and versions in the
Research Environment can be found on the Vivli website resources page.

e The Vivli Research Environment can also accept your own preferred analytical tools if you
can provide the license key for the tool, or if it is an open-source tool. Publicly available R
packages or Python scripts can be added by the Vivli team.

2.0 Before you start the secure research environment

e To access the research environment, your computer must have a tool called Remote
Desktop. This tool opens a connection to the research environment and allows you to
interact with the research environment as though it were your local machine.

e On Windows: Remote Desktop tool is already installed on the machine - no setup is
required.

e On Macintosh: users will need to go to the Apple Store. Download and install the Microsoft
Remote Desktop.
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Figure 1 — Microsoft Remote Desktop

e Some networks may have enhanced security controls that prevent users from accessing the
research environment. For help, contact support@vivli.org.

3.0 Getting Started

e Once one of your requested studies data packages has been uploaded, you will be notified
via email that your data is available.

e At this point, you may initiate the Secure Research Environment. Please note that only the
“Owner” of the data request can start the Research Environment.

3.1 Locating the Data Request and seeing how many studies are available for analysis

1. Click on My Data Requests in the top right corner of the screen:

Figure 2 - My Data Requests
. NN

Home  About gibers  News & Events  Resources  Find Studies

o v @G wroamneouests () DATAREQUESTER v

| A pashboara Welcome, Data Requester! Organization Memberships

This is your view of Vivli at a glance.

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 invelving your organization's studies.

If you have any questions, please contact Vivii Support.

Thanks!

Data Requests Awailing My Approval

No Data Requests Awaiting Approval

Studies Awaiting Data Package Upload

Only data contributors are authorized to upload IPD data

2. The request will appear under Active:
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Wwhy Home About Members News & Events Resources Find Studies

QUICK STUDY LOOKUP v §1=u MY DATA REQUESTS n DATA REQUESTER v

My Data Requests (166) 2549

ASCENDING MULTIPLE-DOSE SAFETY, TOLERANCE, PHARMACOKINETIC, AND F
Vivli ID: 00002549

Status: At least one Data Package Provided and Available

| S—

Figure 3 - Fulfilled Requests

3. If the request has been approved, the Data Use Agreement validated and the requested
data from at least one requested study is available, the request will appear under “Active”,
with a status of “At least one Data Package Provided and Available”

- ° .
way Home About Members News & Events Resources  Find Studies
QUICK STUDY LOOKUP v &y MY DATA REQUESTS n DATA REQUESTER v

My Data Requests (166) -

12 3 @ Active

n

ASCENDING MULTIPLE-DOSE SAFETY, TOLERANCE, PHARMACOKINETIC, AND F

Vivli ID: 00002549

Status: At least one Data Package Provided and Available

Figure 4 — At least one Data Package Provided

To determine which studies have been loaded, open the request and click on the Studies tab:
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y Home About Members News & Events Resources  Find Studies

QUICK STUDY LOOKUP v MYDATAREQUESTS () DATAREQUESTER

Ascending Multiple-dose Safety, Tolerance, Pharmacokinetic, and Pharmacodyna... m

Studies

VIVLI-LISTED AND PROVISIONED STUDIES

Ascending Multiple-dose Safety, Pt ic, and

Pl: Sponsor: BMS S[uﬂy ID: AEGR-CV145-002 IRP/Approver: Novelion Tharapeut\cs itil il >
Data Request ID: 00002549 Sponsor ID: AEGR-CV145-002 A B R e Bl By i i
Data Contributor: Novelion Therapeutics IPD Uploaded: No

A Patient Preference Evaluation Study of Fluticasone Furoate Nasal Spray and ...

PI: Sponsor: GlaxoSmithKline  Study ID: NCT02397915  IRP/Approver: Wellcome Trust >
Dita Homuont 1D, 00002848 Sponaor 1. 201474 Awaiting Data Package upload by Data Contributor
Data Contributor:  GlaxoSmithKline  IPD Uploaded: No

An Open Label Study of the Efficacy and Safety of Re-treatments With Rituxima...

Pl: Sponsor: Hoffmann-La Roche  Study ID: NCT02097745 IRP/Approver: Welicome Trust >
Data oquest 1D 00002548 Sponsor 10 WA17531 Data Package Provided to Requestor

Data Contributor: Roche IPD Uploaded: No

An Open Label, Non-comparative Study To Evaluate Parasitological Clearance Ra...

PI; Sponsor: Plizer  Study ID: NCTO1103713 IRP/Approver: Pfizer Inc. Data Request ID: 00002549 i i >
Sponsar 1D AQB61201 Awaiting Data Package upload by Data Contributor
Data Contributor: Pfizer Inc.  IPD Uploaded: No

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

How To Guide Privacy Cookie Policy EEAD ure Policy Contact Us

Figure 5 — Data Package Provided to Requestor

If you start the research environment before all of the data is available, then as additional data
is made available, it will not automatically appear in the research environment— you will have
to request that the new data be added to your research environment at a time that is
convenient for you— see section “6.2 How to add additional data to your research environment
as it becomes available”

3.2 Starting the Secure Research Environment

Once you have opened your request, click on the Research Environment tab on the left-hand
side of your screen to begin initiating the environment. Please read and acknowledge the Vivli
Terms of Use for the Research Environment. Click on Sign Now:
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QUICK STUDY LOOKUP v @ MY DATAREQUESTS () DATA REQUESTER v

== Ascending Multiple-dose Safety, Tolerance, Pharmacokinetic, and Pharmacodyna.. ([l

Data Package available for 1 of 4 studies in the Data Request

YOU MUST E-SIGN THE VIVLI TERMS OF USE AGREEMENT
TO CONTINUE

e m

Figure 7 — Start Signing Process

4. The following pop-up window will appear:

[ B * *
|l B0 Home About Members News&Events Resources Find Studies

CENTER FOR GLOS, ESEARCH DATA Q MY DATA REQUESTS n DATA REQUESTER v

Sign Document

VIVLI TERMS OF USE

Version 12
January 29,2019

Vi Inc. (ViiP)an indapendent norrofit enty, perales the Vivi Websits and Plattorn (th “Platiom)
for the purpose of allowing users the ability to search and request certain data that has been provided for
such use by third-party contributors ("Data Contributors”). This data (the "Data") is available to a user
("you" or "your') upon request and approval for scientific, educational and research purposes only to the
extent and on the terms set forth in the Data Use Agreement between you and Vivli (the "Data Use
Agreement’). Access to data is further subject to approval by the individual Data Contributors, based upon
their own data sharing plicis, a5 st forh on each Vi members pages The da(a may be accessed ofher
in a secure research Data Contribut

{orms sat forth below (the “Terms of Use", together with any relatd documents and approvals expvessly
incorporated into these terms by reference, including any Data Request, any Data Use Agreement and any
additional terms that may apply from the Data Contributor (collectively, with the Terms of Use, the
“Agreements"), constitute a binding legal agreement between you and Vvl

By accessing and using the Platform you agree to be bound by the Terms of Use.

Acknowledgement of Proprietary Rights
All information provided to you, including but not limited to, the data, content, documentation, code, and -
related materials on the Vivii is under the care, custody and control of Vivli, which is the owner or licensee

thereof, and and

Terms of Use
You agree, on behalf of self and the institution or organization you represent,

To agree and sign, enter 'l Agree' in the textbox below and click 'Sign’".

Type 'l Agree'

How To Guide Privacy Cool

Figure 8 - Terms of Use Pop-Up
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5. Type | Agree in the dialogue box and click Sign.
Each Team member accessing the Research Environment must Sign the Terms of Use when
they first access the Research Environment.

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

CENTER FOR GLOBAL CLINICAL RESEARCH DA

@ MY DATA REQUESTS n DATA REQUESTER v

Sign Document

VIVLI TERMS OF USE

Version 12
January 29,2019

Vivii, Inc., ("Vivii") an independent non-profit entity, operates the Vivli Website and Platform (the "Platform")
for the purpose of allowing users the ability to search and request certain data that has been provided for
such use by third-party contributors ("Data Contributors”). This data (the "Data) is available to a user
("you" or "your") upon request and approval for scientific, educational and research purposes only to the
extent and on the terms set forth in the Data Use Agreement between you and Vivli (the "Data Use
Agreement"). Access to data is further subject to approval by the individual Data Contributors, based upon
their own data sharing policies, as set forth on each Vivii member's page. The data may be accessed either
in a secure research environment or downloadable - the format is determined by the Data Contributor. The
terms set forth below (the "Terms of Use"), together with any related documents and approvals expressly
incorporated into these terms by reference, including any Data Request, any Data Use Agreement and any
additional terms that may apply from the Data Contributor (collectively, with the Terms of Use, the
“"Agreements"), constitute a binding legal agreement between you and Vivii.

By accessing and using the Platform you agree to be bound by the Terms of Use.

Acknowledgement of Proprietary Rights

All information provided to you, including but not limited to, the data, content, documentation, code, and
r;lea(sd, materials on the Vivi is under the care, custody and control of Vivii, which is the owner or licensee
thereof, and and i

Terms of Use
You agree, on behalf of self and the institution or organization you represent,

To agree and sign, enter 'l Agree! in the textbox below and click 'Sign".

Figure 9 - Terms of Use Read, Acknowledge and Sign
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3.3 Secure Research Environment Options

1. After you agree to the Terms of Use, the following options window will appear:

Data Package available for 1 of 1 studies in the Data Request
Once the machine is started, the request canng!
Before starting the Research Environmefit, read the short introduction here.

Advanced Options: []

RESEARCH ENVIRONMENT DETAILS

Standard Environment Premium Environment

Initial Cost No charge for 365 days No charge for 90 days

After Initial Period $12/Day after 365 days, 2 concurrent logins | $25/Day after 90 days, 2 concurrent logins

Machine Size 2CPUX7GB 4CPUX14GB
Jupyter Notebook v v
Research Environment
Python, R v v
STATA D D
Academic license for SAS D

2.. Most research teams find that the standard environment meets their needs. If you need a
larger environment, the Premium will normally suffice.

2b. If you need a dramatically larger environment, choose Advanced Options for additional
environment size types. Please note that if you choose a larger size, you cannot move to a
smaller size, but you can start with a smaller size and upgrade to a larger size research
environment. In addition, the no charge period will change based upon the larger machine size
that is used and will take into account the no charge time already provided. For example, if you
move from a standard to a premium, after 90 days, you will not be entitled to a further 90 days
of no charge.

Data Package available for 2 of 5 studies in the Data Request
Once the machine is started, the request cannot be sent back for revision

Before starting the Research Environment, read the short introduction here.
RESEARCH ENVIRONMENT DETAILS

Advanced Options: @

Premium Environment

Large Environment

Compute Optimized Environment

Memory Optimized Environment

Compute Optimized (

Initial Cost No charge for 90 days $50/Day $85/Day $165/Day $190/D:
After Initial Petiod 525/Day after F’Iggd‘:f- 2 concurrent 350/Day $85/Day $165/Day $190/D:
Machine Size 4CPUx14GB 16CPUx64GB 32CPUx54GB 64CPUx128GB 64CPUx5(

Jupyter Notebook v v v v v

v v v v v

Python, R
STATA D D D D D
Academic license for SAS

4, Select the research environment appropriate for your needs and check the boxes as desired
for the software you require and click the button “Start Environment”.

How to Access Data for Analysis and Publication Process, Version 3.2
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As you consider which environment to choose, if you don’t want to use SAS, but if the data is
provided as SAS data, the system includes three R-studio packages that can help:

e Foreign

e Haven

e SAS7bdat
When you click the “Start...” button, your selection is final, and the provisioning will begin. For
more information, contact support@vivli.org.

3.4 Initiating the Secure Research Environment

1. After selecting the size of the environment, the data will be provisioned into the Secure
Research Environment. While provisioning is taking place, the following screen will appear:

[N B
wmar Home About

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Members MNews & Events Resources Find Studies

QUICK STUDY LOOKUP v g MY DATA REQUESTS n VIVLIINFO v

Efficacy of erythromycin in prevention of anthrax. m

Data Package available for 1 of 3 studies in the Data Request

For more information on starting and using the Research Environment click_here to view it in another tab or download

Your Research Environment is Provisioning

Research Environment

This is a long-running operation and may take a while...

If you think something has gone wrong, you can always Retry Provisioning

How To Guide Privacy Cookie Policy EEA Disclosure Policy Contact Us

Figure 11 - Provisioning notification

2. While the system is provisioning, you can exit this screen and allow the provisioning to proceed in

the background. You will receive an email when the process is complete. This process typically
takes 10 minutes.

11
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4.0 Access to the Environment

4.1 Accessing the Secure Research Environment
1. Once the provisioning is complete, you will see the screen below:

wmiy Home About Members News&Events Resources Find Studies

auexstwoviooxe v (G worareauests () omeauesten v

Assessing the impact of lifestyle choices on heart health =

Data Package available for 1 of 1 studies in the Data Request

Before requesting results, read the short introduction here.

Username: vivliuser9193

Research Environment

Add Data Packages Stop Envicament Deprovision Environment

Figure 12 - Initiate Research Environment

2. Right click on the box “Copy Password to Clipboard” to copy the hidden password:
3. Then click on the box “Connect to Environment”

4. After clicking on "Connect to environment," confirm the program you want to use (note
that the exact screen you see depends on the browser you are using):

You have chosen to open:

which is: Remote Desktop Connection (936 bytes)
from: https://viviidevwapi.azurewebsites.net

What should Firefox do with this file?

@® Openwith Remote Desktop Connection (default) v

O SaveFile

[7] Do this automatically for files like this from now on.

I oK Cancel

Figure 13 - Remote Desktop Connection Notification (Windows)

How to Access Data for Analysis and Publication Process, Version 3.2
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5. Follow the prompt to enter the hidden password using the Paste tool, Control-V or
Command-V:
am YT 13

Home About Members News & Events Resources Find Studies

auckstuovioowe v @ wromareouests () DATAREQUESTER

Hepatitis Project

Windows Security B

Enter your credentials

These credentials will be used to connect to 40.113.219.91.

viviiuser3216

[[] Remember me

More choices

Researc! h Environment t

Figure 14 - Paste hidden password pop-up

The username and password will not match your Vivli username and password.

6. Depending on your computer’s security settings, a warning may appear. Click connect to
continue opening the Secure Research Environment:

& Remote Desktop Connection

X
g The publisher of this remote connection can't be identified. Do you want to connect anyway?

This remote connection could harm yaur local or remote computer. Do not connect unless you know where this
connection came from or have used it before.

*_ Publisher. Unknown publisher
Type Remote Desktop Connection
Remote computer 10443250126

[[]Don'task me again for connections to this computer

Figure 1 - Security warning pop-up

13
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7. The secure research environment home screen opens automatically:

B

w

oy n
! L]
W el g S %Y

:\'«m QCEPEUSE

I@

i mm-ru..

T

Ageadiie Bl Sl

_——— 4

e Mv L] usuu Xmlla

€@ &y :8:_ENTER FOR GLOBAL CLINICAL RESEARCH DATA

(Sigplenet ekl UGS

(ieaulies
BEOSO S5
£ m
ey - LI
b 14 ‘mr
(Bigpietns Wmunu purereeety Fldly My i&«m (el
ESUT (el Bheisepnians Wibedagekej

1258 PM

4% 9300021 U

Figure 16 - Secure Research Environment Home Screen

* Note that the first time you connect to the Research Environment, the system will be slower
than normal as the system does some first-time configuration.

* You must have Microsoft Remote Desktop installed on your device or the Secure Research
Environment will not open. (See section 2.0 Before You Start.)

e The Microsoft Remote desktop locks down the Secure Research Environment to keep the
data secure. You may not bring any files directly into or out of the Secure Research
Environment once it starts. You are unable to connect to the internet. And you are unable
to copy and paste between the research environment and your local computer.

e Do not save the password and the Remote Desktop file and re-use them. Follow the steps
above in Accessing the Secure Research Environment section 4.1 and copy the password
each time and click “Connect to Environment”.
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4.2 Working in the Research Environment
4.2.1 Finding your data and using space

1. Open Disk V: and you find a folder entitled “Source Data”

an 9O @
s DO ;
[EESEI L TR OTFH PO AT By
sy
‘m
=
& = Manage Network Drive (V:) - o X
LIEDITES Uejpipicn
“ Home  Share  View  Drive Tools L]

« 4 = > ThisPC » NetworkDrive (V) > v & | Search Network Drive (V »

| O Name Date modified
= ' v 3 Quickaccess

- ).
J
~
Py
>
—
®
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sy = Temporary Storage (D)
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L e
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%
]
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(o)

i

{o
i
@
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Figure 24 - Open source data

2. Inthe Network Drive (drive V: ) you will find one folder for each study that has been
provided —the folder name will be the sponsor-assigned ID. Unlisted studies will appear
with the ID you used to request the study. Within the ID, some characters that are not
allowed for filenames will be replaced by an underscore character, including /\:*?*<>|
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Figure 25 - Open source data — files

Do not place any important data onto the temporary storage drive D:— when the machine is
stopped, even temporarily, the temporary storage will be deleted.

If the data has been provided in the form of a zip file, you can open the file as though it were a
folder, and read the files in the zip file, but you will not be able to modify them in-place. To
modify the files, you will need to copy the file(s) to a new, un-zipped folder.

Additional network space will expand as you add files, up to a terabyte. We recommend that
you not put anything but transient data onto C: drive. Data on the V: drive will be placed into
long-term storage after you have completed your analysis. If you have questions about the data
and what has been provided, use the Chat function within the Vivli platform or email
support@vivli.org; Please direct questions about the source data to the data contributors.
Responses to questions about the source data is at the discretion of the data contributor.

4.2.2 If you started before all of the data was available

If you have decided to start before *all* of the data is available, then when additional data is provided
by the contributor, it won’t be added to your research environment automatically. See Section 6.0 for
instructions on how to load newly provided data.
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1. Copy Passwora Io Ciipboard 2. Conpact to Emvironment
| l Add Daia Packages | Stop Eqnvironmen! l Ceprovision Environment '
— 4

4.2.3 Additional Tips for working in the Research Environment
Normally, remote desktop will start up in full screen mode, with a small control on the top of
the screen:

Figure 59 - Remote Desktop Control Bar

You can drag this control bar from side to side if needed, and you can also use this toolbar to
minimize the secure research environment screen, if you need to access the Vivli platform, your
email, or any other applications.

1. To minimize the window but keep it visible, click on the minimize option in the toolbar:

£7 1RS 730 127

Figure 60 - minimize window

2. To collapse the window entirely, click on the collapse option in the toolbar:

$7 165232137

Figure 61 - collapse window

4.3 Disconnecting from the research environment
e When you are done working with the research environment, we recommend that you Sign
Out — this will allow other members of the research team to use the research environment.

Change account settings

Lock

G

B Gt

l JetBrains

.. InliaBro
__._,.::l i e m

Figure 17 — How to Sign-out
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e Only two team members can use the Secure Research Environment at a time. If a third
member tries to log on, they will be given the option of disconnecting a team member:

Windows sign-in

Select a user to disconnect so that you can sign in.

There are too many users signed in

—> vm489948563\vivliuser5712

Active

—> vm489948563\vivliuser9582

Active

Cancel

1126 AM
£~ OB

# 0 B € @armini. @ pesoin. @ vivi-Goo. WH Bostonint.. W Document... Nawvya Sr.. L8 connectio...

Figure 18 - too many users signed on

e The user that you select will be automatically disconnected:

% connection (1) - 40.122.72.85 - Remote Desktop Connection

i TR

viviiuser6744

" “Please-wait for vim489948563\vivliuser5712 to respond.

How To Guide Privacy Cookie Policy EEA Disclosure Policy Contact Us

11:28 AM

= O B e @ Administr.. (@) Typesof D.. () Vivii - Goo... WH BostonInt..  WH Document... Nauvya_Sr... gconnectlo.,. wa Y & m o

Figure 19 - disconnecting user
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The user in the research environment will receive the following message:

Remote Desktop Connection

Do you want to allow vm489948563\vivliuser6744 to connect to this machine?
Click OK to disconnect your session immediately or click Cancel to stay connected

No action will disconnect your session in 30 seconds

Sanc

Figure 20 - change user notification

The user in the research environment must click OK to disconnect and allow their team
member access. Save your work regularly, and especially before disconnecting.

4.4 Team Access to Secure Research Environment

All members of the research team working in the research environment must have a signed
Data Use Agreement (DUA). If a research team member is part of the same institution as
the Principal Investigator, they are covered under the Principal Investigator’s DUA. If a team
member is from another institution, they must sign a DUA before accessing the research
environment.

The data request administrator may add team members and may invite any of the team
members to access the data request, which also grants access to the Research Environment.
To invite a user, the user being invited must first create an account using the “Sign-up” link
on the initial page. For information on creating an account, see the User Quick Start Guide
Once the Research team member creates a Vivli Account, the data request administrator
may invite any of the team members to access the data request and the research

19
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environment.
e
[ B |
Wiy Home About  Members News & Events Resources Find Studies

CEMTER FOR GLOBAL CLINICAL RESEARCH DATA

o)
QUICK STUDY LOOKUP w MY DATA REQUESTS n RESEARCHER v

Malaria Study 1 [ e |

RESEARCHERS

) 1da Sim (LEAD RESEARGHER / STATISTICIAN) D
| Invite Member to Access Data Reqllestj

Research Team

Figure 21 - change user notification

e When the research team members accept that invitation, the data request will appear on
their “My Data Requests” screen and they will be given access to the data request. Once
Vivli has validated that they are covered by a signed Data Use Agreement, they will be given
access to the research environment.

e Toremove a team member who is no longer involved in the project, click on the three dots

to the right of their name, and click on “Remove Team Member”
RESEARCHERS

) Ida Sim (LEAD RESEARCHER)

) John Wood (STATISTICIAN RESEARCHER) D

Invite Member to Access Data Request

Remove Team Member

Figure 22 - change user notification

e Reminder: you are unable to change the Principal Investigator or the Lead Statistician. If you
need to change the statistician or Principal Investigator, contact support@vivli.org.

4.5 Adding additional software, tools and data during your analysis
During the course of your analysis, if you find that you need to load R scripts from the CRAN
repository, you can do that yourself using the following steps:

e Toinstall a CRAN package in R, use the install.packages() function. This simple command
downloads the package from a specified repository (by default, CRAN) and installs it on
your machine
or

e In RStudio go to Tools - Install Packages and in the Install from option select Repository
(CRAN) and then specify the packages you want
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If you need any other R or Python scripts not pre-installed in the Vivli Research Environment,
reach out to Vivli via chat or support@vivli.org and let them know the names of the additional
scripts that you require and they will add them to your research environment. Any scripts that
you have written or github packages can be emailed to support@vivli.org and they will be
added to the research environment; please include the request number of your environment to
help Vivli locate the correct environment.

If you have additional software, please email Vivli at support@vivli.org with the name of the
software and any license key, if required. If this software was not included in your request, Vivli
will need to reach out to the data contributors involved and ask for their agreement to include
this software or data.

If you wish to add additional study data that is available on Vivli after your request is approved,
you will need to submit a new request. Please note that this process can take an additional 2-5
months for review, approval and uploading of the additional data. Vivli strongly recommends
that all studies needed for analysis are included before submitting your data request.

Adding Additional Studies once your Data Request is in the Analysis Stage
L AN 3N JN N AN AN

Request Vivli Data IRP DUA Study Analysis
Studies Form Check Contributor Review Executed Package
Review Uploaded
A. .
e . When additional studies are added,
..... entire process re-starts

Timeline: 2-5 months

5.0 Stopping and Starting the Research Environment

5.1 Stopping or Pausing the research environment

e Stopping the research environment is like powering off your laptop: nothing is lost, and the
environment can be restarted quickly (less than 5 minutes).

e If you expect to leave the research environment idle for several days or longer, we
recommend that you stop the Research Environment.

e When you are ready to use the Research Environment again, you may restart it and the
environment will be restarted with all the saved data as you left it.
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To Stop the Research Environment:
1. Login to the Vivli Platform
2. Navigate to the Research Environment, and click on the button “Stop Environment”:

wmay Home About Members News&Events Resources Find Studies

cucksTuoy ook v (@ wroatAreauesTs () v ineo v

Efficacy of erythromycin in prevention of anthrax. “

Data Package available for 2 of 3 studies in the Data Request

For more information on starting and using the Research Environment click here to view it in another tab or download

Username: vivliuser7871

1. Copy Password to Clipboard 2. Connect to Environment

Research Environment

o~ T
[ Add Data Packages I Stop Environment 1 Deprovision Environment ]
——

How To Privac okie EEA icy Contact Us
Figure 31 — Stop Research Environment

This will stop the secure research environment.
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5.2 Restarting the research environment
To restart the research environment:

1. Login to the Vivli Platform

2. Navigate to the research environment:

Home About Members News & Events Resources Find Studies

QUICK STUDY LOOKUP v g MY DATA REQUESTS o VIVLI INFO v

Efficacy of erythromycin in prevention of anthrax. “

Data Package available for 1 of 3 studies in the Data Request

For more information on starfing and using the Research Environment click here to view it in another tab or download

Username: vivliuser7871

Add Data Packages Start Research Environmen Deprovision Environment
Research Environment

Figure 32 - Start Research Environment

Click on Start Research Environment — the platform will tell you that the research
environment is starting:

Home  About Members News & Events Resources Find Studies

QUICK STUDY LOOKUP v Q MY DATA REQUESTS n VIVLIINFO v

Efficacy of erythromycin in prevention of anthrax. m

Data Package available for 1 of 3 studies in the Data Request

For more information on starfing and using the Research Environment click_here to view it in another tab or download

Your Research Environment is Starting

Research Environment

L
This page will be updated when the operation completes.

How e Pri

Guide Cookie Policy EEAD
Figure 33 - Research Environ

ment restarting
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After approximately 5 minutes, the system will display the “Running” screen:

wmar Home About  Members News & Events Resources Find Studies

QUICK STUDY LOOKUP v Q MY DATA REQUESTS n VIVLIINFO ¥

Efficacy of erythromycin in prevention of anthrax. m

Data Package available for 1 of 3 studies in the Data Request

For more information on starting and using the Research Envirenment click here to view it in another tab or download

Username: vivliuser7871

1. Copy Password to Clipboard 2. Connect to Environment

Research Environment

[ Add Data Packages I Stop Environment I Deprovision Environment ]

How To Guide P e sy EEA
Figure 34 - Research Environment running

After restarting the machine, the first login may take a few minutes.

6.0 Adding Data Packages to the Research Environment

If you started the Research Environment before all the data was provided, then as

additional data packages are loaded into the system, they will not be placed into your
Research Environment automatically. You will however receive an email notification that

additional data has been provided. When you are ready, you can ask the system to add the

additional data packages to your Research Environment.

How to Access Data for Analysis and Publication Process, Version 3.2
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6.1 How will you know when data is available?
As additional data packages are loaded into the system and made available, you will
receive an email notification. Within the Vivli Platform, you can look at the “Active” tab,
select the request you are interested in:

am . .
- Home  About Members. News & Events Resources  Find Studies
avex sovioonr v @G wronmnecuesrs () oar neouesTeR
My Data Requests (166) 2sa
1
i "] @ Active
ASCENDING MULTIPLE-DOSE SAFETY, TOLERANCE, TIC, AND STUDY OF IN HEALTHY

Vive 10: 00o0asae

‘Status: Al leas! one Dala Package Provided and Avallable

Figure 35 — Available data packages

To determine which studies have been uploaded, click on the studies tab, and this page
will provide a status of each study:

-y Home About Members  News & Events  Resources Find Studies

avcxsnuovioowe v @G wvowmareauests () oam recuesTER v

Ascending Multiple-dose Safety, Tolerance, Pharmacokinetic, and Pharmacodynamic Study of BMS-201038 in Healthy Volunteers

Ascending Multiple-dose Safety, Tolerance, Pharmacokinetic, and

Studies REQUESTED STUDY TYPES §) Pharmacodynamic Study of BMS-201038 in Healthy Volunteers

VIVLI-LISTED AND PROVISIONED STUDIES

Ascending Multiple-dose Safety, Tolerance, Phammacokinetic, and Pharmacodynam. .
Pl Sponsor: BMS  SudyID. AEGR-CVI4S-002 IFP/Approver: Novelbon Therapeuiics Daia Request ID: 00002548 Sponscr ID: AEGR-CV1A5-002 Awaiting Data Package upload by Data Confribuior )
Diia Cortrboor. Nowelion Therapeutcs D Upioaded: No

A Patiant Preferance Evaluation Study of Flutieason Furoato Nasal Spray and
JcSmitKling  Siudy ID: NCTO2307918  IRFlAgprover: Wellcome Trust  Data Request ID: 00002549 SponsorID: 201474 Awalting Data Package upload by Data Coniributor )
: Ho

Pl. Sponsar: Gla
Deta Gontrioutor. GlaxcSmithKline ~ IPE Upioaded:

An Open Label Sty ofthe Effcacy and Safety of R-troalments Wih Riuima...
PI- Sponsor: HofannLa focha Sy ID: NCTG007748  1RP/Approves: Wetcoma Tust Daia Reguest0: 0G0G2840  Spansar [0: WAI7531 Data Package Provided 1o Requestor >
g

An Open Label, Study To Evaluate Ra..
Pl: Sponsar: Plizge  StudyID: NCTOTIO3713  IRPIAPprover: Plizor ne, Data Foquost ID: 00002549 Sponsce I0: AOS61201 #Awalting Data Package upload by Data Contributor >
Data Controutor: Plzer nc. 1P Uplosded: N
VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

Figure 36 — Available data packages
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6.2 How to add additional data to your research environment as it becomes available
Once you have determined that you are ready to ask the platform to load the additional
data into your research environment, open the data request, select the Research
Environment tab, and click on the “Add Data Packages” button:

wmar Home About  Members Mews & Events Resources Find Studies

QUICK STUDY LOOKUP v @ MYDATAREQUESTS () VIVLIINFO

Efficacy of erythromycin in prevention of anthrax. m

Data Package available for 2 of 3 studies in the Data Request

For more information on starting and using the Research Environment click here to view it in another tab or download.

Username: vivliuser7871

1. Copy Password fo Clipboard 2. Connect to Environment

Research Environment

| [ Add Data Packages I Stop Environment I Deprovision Environment ]

Figure 37 — Add data package

How to Access Data for Analysis and Publication Process, Version 3.2
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Home  About Members News & Events Resources  Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

QUICK STUDY LOOKUP W @ MY DATA REQUESTS n VIVLIINFO

Efficacy of erythromycin in prevention of anthrax. m

Data Package available for 2 of 3 studies in the Data Request

For more information on starfing and using the Research Environment click_here to view it in another tab or download

Your Research Environment is Adding Data Packages

This is a long-running operation and may take a while...

Research Environment

If you think something has gone wreng, you can always Retry Adding Data Packages

How To Guide Privacy Cookie Policy EEA Disclosure Policy

Contact Us

Figure 38 — Research Environment Adding data packages

6.3 Refreshing previously loaded data

The Vivli platform determines what new data should be loaded by looking for an existing

folder with the appropriate name: if it finds a folder in the Research Environment with the

original folder name for the study, it will leave that existing folder alone. This means that:

e If you have started to make changes to previously loaded data (e.g. for harmonization),
your changes will not be overwritten.

e If you would like a fresh copy of the data for any reason, you can simply rename the
existing folder, and the system will load a fresh copy of the data package.

e If you rename a data folder for any other reason, the system will load a fresh copy of the
data using the original folder name. If the extra copy is redundant, delete it.

7.0 Safety Concerns

If you discover any information regarding the safety or risks of a product related to their
requested data, you must inform Vivli and the Data Contributor of this discovery within 24
hours, per the terms of the Data Use Agreement.

The steps for reporting safety concerns are as follows:

1. Login to the Vivli Platform.
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2. Click on the “Safety Concerns” tab on the dashboard:

The following screen will appear:

Home About Members  News & Events  Resources Find Studies

Ascending Multiple-dose Safety, Tolerance, Pharmacokinetic, and Pharmacodynamic Study of BMS-201038 in Healthy Volunteers “

Supply your contact information and safety concern description below, then click 'Submit Safety Concern' to continue.

Name
Data Requester

Email Address Phane Number
Datarequester.vivli@gmail.com

Describe the Safety Concern

Safsty Concerns

Previously Submitied Safety Concerns

How To Guide Privacy licy EEA Dis

Figure 39 - Safety Concerns tab

3. Complete the form and click on Submit Safety Concerns:

wmey Home About Members News&Events Resources Find Studies

avexstuovLoowe v @G uvommareavests () owraReauesTe v

Ascending Multiple-dose Safety, Tolerance, Pharmacokinetic, and Pharmacodynamic Study of BMS-201038 in Healthy Volunteers m

Supply your contact information and safety concern description below, then click 'Submit Safety Concern' to continue.

Name
Data Requester

Email Address Phone Number
Datarequester.vivii@gmail.com 555-555-5555

Safety concern

Safety Concerns

Previously Submitted Safety Concerns.

Figure 402 - Submit safety concerns
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8.0 Exporting Research Results
If you have preliminary or final results from your analysis, you may request the ability to export
summary results from the Secure Research Environment. Any custom scripts you may have

developed during the research can also be exported with the results. A shortcut to submit this
request is on the desktop.

5 32 0

egelle Bl e e it

LZEDIRS Uegpipsss S %8

8:_ENTER FOR GLC

RUEDG St

When submitting your request to export results, please note that Individual Participant Data
(IPD) requested from this study will need to remain in the Vivli secure research environment. As
such, there should be no attempt to try to remove IDP data or re-identify individual participants
in the study you are requesting. Per your signed Data Use Agreement, any results derived from
your analysis in the Vivli Research Environment, which will be used in subsequent presentation
or publication, should be obtained by submitting a request for removal of this data.

Results exports should not include any individual participant data in the results. Acceptable
results export is limited to summary representation of data (e.g. means, standard deviations,
counts), derived data (e.g. slopes, clin pharm parameters) data, analytical and representations
of results (e.g. graph), scripts or programs that you developed in the Research Environment.

The following graphic is an example of a request to export results spreadsheet, including IPD,
which would not be approved.
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Please note that all results should be submitted through the results export option.
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8.1 Request to Export Results
1. From the Vivli Research Environment, double click the Export Results icon on the Desktop.
2. Enter the Vivli User credentials you use to log onto the Vivli Platform — your username will be
your email address..
(im] I O vwi x |+
=~ G O ntps//qa-res i~ : = @ B = @ 2

e To be most productive with Microsoft g 8] https://vivliga.b2clogin.com/vivliga.onmicrosoft.com/b2¢c_1a_signi...

Sign in with your email address

Email Address

Password

Forgot your password?

Signin

31

How to Access Data for Analysis and Publication Process, Version 3.2



3. From the dropdown menu, select your Vivli request. Please note, if you have more than one
Vivli request which has a secure research environment, each request will appear in the
menu.

- Select a Request - v

00002448 ng RE Programs on new environment - Liz

00002542 - Stan upload test 2 - Framingham

00002545 - Assessing the impact of lifestyle choices on heart health

00002547 - Stan - Multiple upload test 9/19

00002549 - Ascending Multiple-dose Safety, Tol Ph kineti dynamic Study of BMS-201038 in Healthy Volunteers
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4. Create a new results request.

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Assessing the impact of lifestyle choices on heart health

\
oot [
/

No Result Requests Found

0to00f0 Page 0 of 0

Create New Result Request?

Yes No

5. Dragand drop, or select files, to copy your files into the export folder. If your results are
organized into more than one folder, we recommend that you place the files into a single
zip file before placing them in the results folder. 7-zip is included on the research
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environment for that purpose. Similarly, if you have more than 5-10 files, place them into a

single zip file.

- .
iy

Assessing the impact of lifestyle choices on heart health

Requesting export of research results

To request export of research results, use Drag and Drop to drop the requested files onto the "Drop files
here" control, then click submit when they are complete. When the results have been reviewed and
approved, you will connect to the main Vivli Platform to download the results. Reminder - exporting
individual participant data is not allowed.

NO FILES IN PACKAGE

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Assessing the impact of lifestyle choices on heart health

Requesting export of research results

To request export of research results, use Drag and Drop to drop the requested files onto the "Drop files
here" control, then click submit when they are complete. When the results have been reviewed and
approved, you will connect to the main Vivli Platform to download the results. Reminder - exporting
individual participant data is not allowed.

.
:

UPLOADED FILES

Filename Size Uploaded By o=t Tl
| Delete X ’
result export.txt 0.02kB Data Requester Ve

How to Access Data for Analysis and Publication Process, Version 3.2
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6. Submit files for review.

Submit Files?

Are you sure all files have been uploaded? This action cannot be undone

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Assessing the impact of lifestyle choices on (Request by Data Requester on 2021-
heart health 1000

Create New Results Request

2021-10-01 Data Requester Result Request in Progress

1to10f1 1< < PpPageloft > i

Results not yet available for this request.
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Please note, the processing time for a results export request is 5-7 business days. You will
receive an email notification when a decision is recorded on the platform and can also monitor
by checking the Research Results tab on the platform.

8.2 Downloading Approved Results
Once the request to export results is approved, the data requestor may download their results.

8.2.1 Steps, Exporting Results:
1. Login to the Vivli Platform
2. Navigate to My Data Requests and select the request:

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

QUICK STUDY LOOKUP v @ My DATAREQUESTS () DATA REQUESTER v

My Data Requests (166) 2545

o @ Active
1

ASSESSING THE IMPACT OF LIFESTYLE CHOICES ON HEART HEALTH | 1 STUDY
Vivil ID: 00002545

Status: All Data Packages Provided and Available

3. Click on Research Results:

1] . -
Home About Members News&Events Resources Find Studies

CENTER FOR GLOBAL ELINICAL RESEARCH DATA QUICK STUDY LOOKUP v @ MYDATAREQUESTS () DATA REQUESTER v

Assessing the impact of lifestyle choices on heart health m

To request export of research results, connect to the research environment, click on the Export Results icon on the desktop. In the browser window, log in with your email address and
Vivli Platform password. Use Drag and Drop to drop the requested files onto the "Drop files here" control, then click submit when they are complete. When the results have been reviewed
and approved, you will return back here to download the results. Reminder - exporting individual participant data is not allowed.

2021-10-01 Data Requester Result Retrieval Succeeded

Totol1 < Pageloft 5
Research Results
Result Request Status: Result Retrieval Succeeded
UPLOADED FILES
Filename Size Uploaded By
Download (4,
result export.tt <1kB Data Requester
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If you have made more than one request, click on the row corresponding to your most
recent request — this will be on the top of the list. The row you have selected will be shown
in dark blue.

4. Here, you will see if the request to export results has been approved:

wm Home About Members News & Events  Resources Find Studies

aucksTuoy Loowr v @5 uvoatarecuests () DATA REQUESTER v

Assessing the impact of lifestyle choices on heart health m

To request export of research results, connect to the research environment, click on the Export Results icon on the desktop. In the browser window, log in with your email address and
Vivli Platform password. Use Drai -and Drop to drop the requested files onto the "Drop files here" control, then click submit when they are complete. When the results have been reviewed

and approved, you will return back here to download the results. Reminder - exporting individual participant data is not allowed.

2021-10-01 Data Requester Result Request in Progress
2021-10-01 Data Requester Result Retrieval Succeeded
1102012 Page 1ol 1

Research Results

Results not yet available for this request.

5. Ifthe requst to export results has been approved, click on Download:

Home About Members News & Events Resources Find Studies

aucksnioviconp v (G wrormaReauesTs () OATAREQUESTER v

Assessing the impact of lifestyle choices on heart health m

To request export of research results, connect to the research environment, click on the Export Results icon on the desktop. In the browser window, log in with your email address and
Vivli Platform password. Use Draﬁ and Drop to drop the requested files onto the "Drop files here" control, then click submit when they are complete. When the results have been reviewed
and approved, you will return back here to download the results. Reminder - exporting individual participant data is not allowed.

2021-10-01 Data Requester Result Retrieval Succeeded
2021-10-01 Data Requester Result Retrieval Succeeded
102012 Page1of1

Research Results

Result Request Status: Result Retrieval Succeeded
UPLOADED FILES

Filename Size Uploaded By

result export.bet <1kB Data Requester

If a review of the results identifies the presence of Individual Participant Data (IPD) in the
result files, the Result Requests screen will display a message indicating that, and you will

need to remove the IPD from the results files before requesting subsequent export of results
again.
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6. Once the final results are exported, please reach out to the Vivli Team via chat and we
will provide next steps for deprovisioning the research environment and progression to
publication.

9.0 Publication Review

9.1 Publication Follow up by Vivli

The Vivli administrator sends periodic reminders (at 3 months, 9 months and 1 year) to the
researchers to get an update on the status of any potential publications from the time final
results from the research environment are downloaded or a year after the downloadable data
package was made available to the Data Requestor.

9.2 Publication Reviews by Data Contributors

Once your researcher team has completed your analysis and you are ready to submit your
findings for dissemination, either through a learned forum such a publication or conference
abstract, requestors must submit to Vivli a copy of any Publication materials at least 30 days
prior to submission. Please submit this publication using the Chat function.

The following acknowledgement should be added to the dissemination of findings. Also,
please use the following language in your acknowledgment section:

This [publication or presentation, as applicable] is based on research using data from
data contributors *Data Contributor(s) Name* that has been made available through
Vivli, Inc. Vivli has not contributed to or approved, and is not in any way responsible for,
the contents of this publication.

During this 30-day review period, data contributors may provide you with non-binding
comments regarding the scientific content. They may also possibly request the deletion of
any confidential information (confidential information as defined in the signed DUA).

Once the 30-day publication review period is up or once all data contributors have
commented on the manuscript, whichever comes first, the research team may submit their
manuscript.

The Vivli team will follow up monthly to check on the status.

9.3 Publication Notification by Data Requestor

Once your team has been notified that your publication has been accepted by the journal and the
DOI for your citation made available, please let the Vivli team know via chat.

The Vivli team will then update your data request on the Vivli website by including the statistical
analysis plan and the DOI to the publication.

If this is your final analysis for the research project, please let Vivli know and if will move your
analysis to long-term storage. See section 12.0 Stopping the Research Environment. Vivli team will
send you a survey about your experience on Vivli platform.

If you have more publications linked to this research project, please follow step 9.2 Publication
Reviews by Data Contributors for each subsequent publication.
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9.4 Public disclosure not possible

If for whatever reason, you are unable to publish your results. You can provide a summary
report of your findings and Vivli will publish this report on its website. For an example see:
https://vivli.org/identification-of-biomarkers-associated-with-specific-sleep-variables/. Vivli
will then de-provision your research environment and your project will be complete.

Alternatively, you may fulfill the obligations under the Vivli DUA and submit to a pre-print server
such as https://www.medrxiv.org/. This preprint server was started by the BMJ and Yale and is a
free distribution server for preprints of articles covering all aspects of research. Once posted you
would receive a DOI so it would be citable and discoverable. You can cite this on your CV and
continue to submit to other journals if you like.

9.4.1 Reasons why analysis may not be completed

If the analysis is not completed, this fact and the reason that it was not completed, should

be stated as a summary of the research.

The analysis may not be performed or completed due to the following reasons:

o Technical - e.g. datasets can’t be combined, the research questions can’t be answered,
data mapping isn’t possible

o Scientific - e.g. the studies can’t be combined due to design differences or endpoint
differences

o Logistical - e.g. the Data Requestor loses funding or key research personnel

According to Vivli policy, if a user fails to meet their DUA obligations and does not respond

with reasons why their analysis has not been completed, they are unable to submit a

subsequent request from Vivli.

10.0 Extensions to the Data Use Agreement

The Vivli team will reach out to the Data Requestors for an update on the data request and
analysis 90 days prior to the 1-year DUA expiration.

The Vivli Administrator sends them the Request to Extend Access to the Data form.

To request an extension, the Lead Researcher fills out the Request to Extend Access to the
Data form

Vivli team will follow up on the Data Access Extension form 45 days, 30 days, 3 weeks, 2
weeks and 1 week prior to the DUA expiration.

Based on the response, Vivli makes the decision regarding extending access to the data in
six-month intervals up to a maximum of 2 years. These extensions are only granted due to
extenuating circumstances. After that, any extensions will need to be reviewed by the Data
Contributors who may approve or decline the extension. Vivli will respond in 10 business
days with a decision that has been reached and upload the Extension decision document via
Signed Agreements on the Vivli platform.
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e If noresponse is received before the end of the Data Use Agreement, Vivli team stops the
Research Environment and remove the team’s access to the research environment on the
day of DUA expiration.

e If noresponse is received within 60 days of DUA expiration, Vivli team will deprovision the
Research Environment and the request will be considered withdrawn which may result in
losing the analysis done thus far.

e Note: For any requests for downloadable data, Vivli team will request for evidence of data
destruction as per the data security addendum.

e Note that an extension to the Data Use Agreement (a legal agreement) is entirely separate
from the No Charge period on the Research environment and does not extend the No
Charge period.

10.1 Failure to meet DUA obligations
According to Vivli policy, if a user fails to meet their DUA obligations, they are unable to submit
a subsequent request from Vivli.

11.0 Paying for a Research Environment

The cost and length of courtesy billing periods for the Secure Research Environment access are
available on the Vivli website. Please note these charges are subject to change.

Note that the courtesy billing period (i.e., the length of time where you will not be charged)
begins on the date you first provision the Research Environment, which usually is later than the
date that the Data Use Agreement is signed. Renewing the Data Use Agreement does not
extend the courtesy billing period.

As you near the end of your courtesy billing period, Vivli will send you notices via email to the
email addresses of the research team members on the data request. In these notices we will
remind you of the end date of your courtesy billing period. We will ask you to provide payment
via a credit card once your courtesy billing period has ended. Charges will be automatically
completed on the same day of the month, approximately every 30 days, as when payment is
first submitted for the next month’s usage. A constant 30 days per month will be charged, and
your subscription will be cancelled and no further charges made as soon as you submit a public
disclosure for courtesy review.

If no payment method is arranged, access to the Research Environment will be revoked.

Please note that you will be responsible for all charges once your courtesy billing usage period
has ended. Once you have completed your research, submitted a public disclosure for courtesy
review, and stopped your secure research environment then this will stop the accrual of
additional fees. See section 12.0 for further information about stopping the research
environment.
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1. At the end of your courtesy billing period, the Vivli team will email you with the

appropriate link to sign up for subscription billing

for the secure Research Environment

within 1 week of your courtesy billing end date. The subject line will be “Action
Required: Vivli Research Environment ALERT — Payment Request to Maintain Access to

data request”

Upon opening the link, you will be directed to the PayPal page where you can login with

your PayPal account or enter the credit/debit card number to be used for billing.

[

Pay with PayPal

With a PayPal account, you're eligible for
Protection and Rewards.

Email or mobile number

Password

Forgot password?

Purchase

or

Pay with Debit or Credit Card

C

)

B= \/ engiish | Frangais | Espafiol

' $750.00 USD ~

P PayPal

Vivli INC
PayPal G

We don't share

Subscription Details:
$750.00 USD for each month
(Renews until you cancel)
Country/Region

United State!

Starts on: Feb 21, 2023

. Monthly Premium Research §750.00 USD
e |wisi  Environment Usage
Total $750.00 USD
Card numbel
Expires Csc ==
First name Last name

Billing address

State

Ship to my billing address

PayPal is the safer, easier

way to pay

No matter where you shop, we keep your
financial information secure

3. After entering the credit card details, click the Agree & Subscribe button. Please note

that you will be charged every 30 days on approxi
going forward.
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Contact Information

Phone type Phone number
Mobile v -1

Ema (7]

The security you want.
The protection you deserve.

Creating a PayPal account is optional but you'll
PayPal Purchase Protection on all eligible purchases,
plus faster checkout every time you shop. See terms

Create a PayPal account? (It only takes a moment.)
Yes, I'd like a PayPal account.

Password

Mo, | don’t want an account now

Agree & Subscribe

4. Lastly, you should receive confirmation from PayPal that you have Successfully signed
up for your subscription for the Research Environment and also a receipt of your first
payment to the email address shared with PayPal.

If you have any questions about this process, please contact Vivli at support@vivli.org.

12.0 Pausing the Research Environment

When you have submitted your publication for review and are awaiting feedback, you may
reach out to the Vivli Team in chat to request a “pause” of your research environment. This
will preserve any remaining courtesy billing days for subsequent analysis, if required. If you
are paying for your environment, requesting to “pause” will stop the accrual of additional
fees.

Once your research environment has been stopped, this will stop the accrual of additional
fees until a request to re-access has been submitted.

Important: Before requesting to “pause” the environment, please copy any data that you
might need later access to onto the Network Drive (Drive V:\). Once disabled, access to
content in the Research Environment will be terminated. Note that long-term archive will
ONLY save the contents of drive V. Data saved in any other drive will be deleted: so please
place any essential data to Drive V.

If you need access to data while your request is “paused”, simply reach out to the Vivli
Team in chat or via support@vivli.org and will provide next steps for resuming your analysis.
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13.0 Deprovisioning the Research Environment

When you have completed your research, exported your final results and published your
findings, the Vivli team will provide next steps, as needed, to deprovision your research
environment and prepare data for long term archive.

Important: Before requesting to deprovision the environment, please copy any data that
you might need later access to onto the Network Drive (Drive V:\). Once disabled, access to
content in the Research Environment will be terminated. Note that long-term archive will
ONLY save the contents of drive V. Data saved in any other drive will be deleted: so please
place any essential data to Drive V.

Shortly after your research environment has been marked for deprovisioning, Vivli will place
a copy of the contents of the data disk into long-term archive.

If you need access to data held in the Vivli long-term archive, please send a request to the
Vivli Team via support@vivli.org including the Data Request number and Project Name.
Processing this request takes 5-7 days.

If you need access to long-term storage data for a new research project, to address a
different question and/or if you are requesting additional data, you will need to create and
submit a new data request on the Vivli platform. In the Narrative, reference the original
data request, including the request number.

To deprovision the environment, go to the launch page for the research environment:

[ OEN B
iy Home About  Members News & Events Resources Find Studies

QUICK STUDY LOOKUP v Q MYDATAREQUESTS () VIVLIINFO ™

Efficacy of erythromycin in prevention of anthrax. m

Data Package available for 1 of 3 studies in the Data Request

For more information on sfarfing and using the Research Environment click_here to view it in anoiher {ab or download

Username: vivliuser7871

1. Copy Password to Clipboard 2 Connect to Environment

Research Environment

[ Add Data Packages ’ Stop Environment | Deprovision Enviranment ]

How To Guide Privacy Cookie Policy EEA Disclosure Policy Contact Us
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Figure 53 - Launch page

2. Click on Deprovision Environment:
rF- .

[ |
wary Home  About Members News & Events Resources Find Studies

QUICK STUDY LOOKUF Q MY DATA REQUESTS ﬂ VIVLIINFO ™

Efficacy of erythromycin in prevention of anthrax. m

Data Package available for 1 of 3 studies in the Data Request

For more information on starting and using the Research Environment click here to view it in another tab or download.

Username: vivliuser7871

1. Copy Password to Clipboard 2. Connect to Environment

Research Environment

[ Add Data Packages | Stop Environment | Deprovision Environment ]I

Figure 54 - Deprovision Environment

3. The following pop-up will appear:

Deprovision Research Environment?

Deprovisioning your research environment will destroy all data that is not stored in the Resulis folder of the data drive. This action cannot
be undone. Are you SURE you want to proceed?

Ok

Figure 55 - Deprovision confirmation pop-up

4. Click Ok to Deprovision the research environment:

Deprovision Research Environment?

Deprovisioning your research environment will destroy all data that 1s not stored in the Results folder of the data dnve. This action cannot
be undone. Are you SURE you want to proceed?

Ok

Figure 56 - Deprovision confirmation pop-up, OK
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5. The following screen will appear, and you may navigate away from this screen at any time:

QUICK STUDY LOOKUP v @ MY DATA REQUESTS n IDASIM Vv

Hepatitis Project “

Your Research Environment is DeProvisioning

This is a long-running operation and may take a while...

Research Environment

If you think something has gone wrong, you can always Retry DeProvisioning your Research Environment

Figure 57 - Deprovisioning working screen

6. If you remain on this screen, then the process is complete, the following screen will appear:

'lll' Vivli QUICK STUDY LOOKUP v @ MY DATA REQUESTS n IDASIM ~

Hepatitis Project =

Research environment no longer provisioned.

Research Environment

Figure 358 - Deprovision complete screen

Note, Vivli will also send an automatic email indicating that deprovisioning has been completed.

If you accidentally deprovision a research environment, contact Vivli at support@vivli.org.
Vivli will re-provision the environment, including any results files.
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14.0 Downloadable data

Some Data Contributors will allow you to download their data directly from the Vivli Platform
using the following process:

1. Login and open your approved data request:

Home About Members News & Events Resources Find Studies

auckstuoriookwe v @ uvomreouests
Hepatitis Project =R
Studies REQUESTED STUDY TYPES €

VIVLI-LISTED AND PROVISIONED STUDIES

A Phase Il Open Label, Dose-Escalation Study to Determine the Safety, Tolerability and Efficacy of Microsomal Triglyceride Transfer Protein
(MTP) Inhibitor BMS-201038 in Patients With Familial H Data Package Provided to Requestor >
. Aegerion Pharmacsuticals. Inc. NCT01556906 1R Voristat Request ID: 00001280 UP1001

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

STUDIES PROVIDED ON VIVLI PARTNER PLATFORMS (NOT LISTED ON VIVLI) OR OTHER DATA

Figure 26 - Approved Data Request

2. Click on the study to get to the Study details screen:

Home About  Members News & Events Resources  Find Studies

O orsu v

A Phase Il Open Label, D Escalation Study to D the Safety, Tolerability and Efficacy of Microsomal Triglyceride Transfer Protein (MTP) Inhibitor BMS-201038 in Patients With
Homozygous Familial Hyperch

Study Details

Phase 2 Familial

Lomitapide

The primary objective of this study Is to evaluate the safety and tolerability of 4 doses of lomitapide (AEGR-733; BMS-201038) given as an Initial low dose and then escalated through an additional 3 dose levels over a 16-week period. The secondary
objectives of this study Included the evaluation of the pharmacodynamics of lomitapide based on: - Percent change In low-density lipoprotein cholesterol (LDL-C), total cholesterol (TC), triglycerides, and very low density lipoprotein cholesterol (VLDL-C)
concentrations at the end of each d-week dosing period compared to the Baseline value of each parameter at the end of the previous dose phase(s). - Changes in other plasma lipoproteins: apolipoproteins (apo B, apo Al, apo All, apo Clll, apo E) and
lipoprotein a [Lp(a))

13 Years and older Al No 6

06/2003 02/2004 Completed

United States (1)

Figure 27 - Study details screen
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3. Click on Download Data Package:

Home About Members News8 Events Resources Find Studies

A Phase Il Open Label, D ion Study to D ine the Safety, Tolerability and Efficacy of Microsomal Triglyceride Transfer Protein (MTP) Inhibitor BMS-201038 in Patients With
gous Familial h i
Phase 2 He Famnilial Hyp
Lomitapide

The primary objective of this study is to evaluate the safety and tolerability of 4 doses of lomitapide (AEGR-733; BMS-2010
objectives of this ineluded the evaluation of the pharmacodynamics of lomitapide b % - Percont change

a3 an initial low dose and then escalated through an additional 3 dose levels over 3 16-week period. The secondary
lipoprotein cholesterol (LDL-C), total cholesterol (TC), trigiycerides, an ry low density lipoprotein cholesterol (VLDL-C)

concentrations at the end of each &-week dosing period compared to the Baseline value of each parameter at the end of the previous dose phase(s). - Changes in other plasma lipoproteins: apolipoproteins (3pa 8, apo Al, apo Al, apo Clll, apo E) and
poprotein a [Lp(a)).

13 Years and older A No 5

06/2003 02:2004 Completed

United States (1)

Figure 28 - Download Data Package

4. This will take you to the Download screen:

Home About  Members News & Events Resources Find Studies

A Phase Il Open Label, D Escalation Study to D the Safety, Tolerability and Efficacy of Microsomal Triglyceride Transfer Protein (MTP) Inhibitor BMS-201038 in Patients With
Homozygous Familial Hyperch

Download Data Package

DOWNLOADABLE DATA PACKAGE - PRESS DOWNLOAD BUTTON FOR EACH FILE

UPLOADED FILES

i ploade Ty =
tost IPD xlex 6.00k8 Jessica B Baker IPD

! Jplom File Ty
Download
Test Protocol docx 13.00k8 Jessica B Baker Protocol with Amendments

lename i Iploade Ty
Test SAP.doex 13.00k8 Jessica B Baker Statistical Analysis Plan

TestFile.docx 12.00k8 Jossica B Baker Data Dictionary

Figure 29 - Download Screen

5. Depending on your browser, a pop-up will appear:
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-
m-may Home About Members News & Events Resources Find Studies

A Phase Il Open Label, Dose-Escalation Study to Determine the Safety, Tolerability and Efficacy of Microsomal Triglyceride Transfer Protein (MTP) Inhibitor BMS-201038 in Patients With
ygous Familial Hyperch i

Download Data Package Opening TestFile.docx %

DOWNLOADABLE DATA PACKAGE - PRESS DOWNLOAD BUTTON FOR EACH FILE wh osoft Word Document (11,5 KE)

from: httpsy//viviistagewapi.azurewebsitesnet
UPLOADED FILES ‘What should Firefox do with this file?
®|Open with | Microsoft Word (default)

test IPD.xlsx 2 PD
) Save File

i

TestFile.docx 12.00kB Jessica B Baker Data Dictionary

Figure 30 - Downloadable data file selection pop-up

6. Select the target file, choose whether you would like to Save or Open the files and click Ok.
7. Repeat Step 6 for any additional files.

Tips for downloading files from Vivli

When files are available for direct download from the Vivli platform, the usual approach to
downloading files is to open the approved data request, open the studies tab, click on the
"card" for the study, go the download data package tab and click "Download" for each
individual file that you need to download.

If the size of the file is more than 1000MB, you should take a few extra precautions before
starting the download

e Inyour computer settings, set Power Plan to sleep "Never" when plugged in. (sleeping
will interrupt the download)

e Once you start the download, leave the computer running and the browser open.

e The progress of the download is shown in different places depending on the browser
(for example for Chrome it is shown in the lower left, and for Firefox it is show in the
upper right - note that for Firefox, the progress pop-up is taken down after a few
minutes - you can check back on progress by clicking on the download icon on the upper
right)

e If the download takes more than 30 minutes, the Vivli Platform will automatically log
you out, but the download will continue until it is complete.

e Do not download more than one file at a time

The time the data will take to download can vary a great deal based on your available
bandwidth, the size of the file(s), the time of day, what else is happening on your local network
(e.g. Zoom calls can use up bandwidth) and even how full or fragmented your disk is. To
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provide a *very* general guideline, in home environments, download time can vary from 1
minute per gigabyte (for a network with 400 Mbps download speed) to 15 minutes or more.
When downloading using a business address or a high-end fiber network, it may be faster,
sometimes much faster.

Other upload tips:
e Ifitis practical, often downloading is faster in the evening or overnight, as you are
competing with less traffic on the internet.
e For large downloads, 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.

Finally, if the total volume of data to download is much greater than 25 Gb or so, or if you have
problems with large downloads (such as network glitches, other errors, or the download just
takes too long) reach out to Vivli at support@vivli.org - we can provide instructions for using a
Microsoft upload/download manager that takes a few extra steps, but is faster and more
reliable.

If the files have extensions of the form .001, .002, then this was a large zip file that was split
into pieces by 7-zip for ease of upload and download. Make sure you download all of the
numbered files into the same folder. If you don't already have 7-zip, download a copy of 7-zip
from https://www.7-zip.org/download.html. Right-click on the .001 file and drag to a new
folder, and from the pop-up menu, choose 7-zip -> Extract here. The utility 7-zip knows enough
to combine the pieces logically together as part of the unzip operation.

15.0 Feedback and Support

If you need technical help with your research environment, please email Vivli at
support@vivli.org and we will assist you as soon as possible. Please provide as much
information as you can to the problem, including the research proposal number, the time the
problem and any messages you received from the platform occurred as this will make it easier
for Vivli to diagnose and fix the issue.

If you ever have thoughts on how to improve the system or processes, please email
support@vivli.org or reach out to Vivli via chat. When you have completed your project, Vivli
will ask you to complete a short survey to help us continue to improve.
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