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1 Overview

Three environments or websites encompass the SAS® Clinical Trial Data Transparency system:

e Research Environment

How to access: Log on to the SAS Solutions OnDemand Secure Portal
(https://shgaccess.ondemand.sas.com/dana-na/auth/url 3/welcome.cgi). From the landing
page, click the Clinical Trial Data Transparency Research Environment link. A remote terminal
server session launches, requiring an additional logon (with same account). You then access the
Research Environment.

Tasks you can perform:

0 Perform research work using SAS Clinical Trial Data Transparency or R.

0 Collect files for export from the Research Environment.

O Review user guides and how-to videos.

e SAS Clinical Trial Data Transparency (CTDT) Portal:

How to access: Log on to the SAS Solutions OnDemand Secure Portal
https://mseportal.ondemand.sas.com/ctdt/

Tasks you can perform:

0 Import files into the Research Environment.

0 Receive exports from the Research Environment.

0 Administrators can review reporting.

e SAS Secure Access Management:

How to access: Enter https://www.ondemand.sas.com/sam/ from your browser for access
through the internet.

Tasks you can perform:

0 Set-up your password for the first time.

O Reset your password.

0 Administrators can add and update users.

Note: Once you setup your password and challenge questions, you are required to accept the Terms of
Use Agreement in the SAS Clinical Trial Data Transparency Portal. Accepting these terms
unlocks your account in the SAS Clinical Trial Data Transparency Repository system, which is
available at the Research Environment desktop.
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Overview

Figure 1 provides an overview of the environments.

Figure 1: Environment Overview

Research Environment
(Data and statistical
software)

SAS® Clinical Trial Data Transparency
View  Touls

Agnnigaatin  How

[fm pastwons | § rposasey * |2 werkspaca < |
g “ E
B [<

Ssas Clinical Trials Data Transparency Ponal

Gsas

welcome ta (he

SAS Solutions OnDemand Secure Partal
SAS Clinical Trial

PSS 1 £3 g Your

Data Transparency
Portal

Administration site

(Secure Access Management)

- Password set-up and reset

Note: Your account information (user name (or user ID) and password) enable you to access all the
components of the SAS Clinical Trial Data Transparency system. An additional security code is
required to access the Research Environment through the secure portal.
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2 Setting up Your Account

2.1 Completing the Initial Email and Password Setup

1. Receive an e-mail from SAS Solutions OnDemand with your user name (or user ID) for the SAS
Clinical Trial Data Transparency system. To activate the account and set-up a password, click the link
in the e-mail (Figure 2).

Figure 2: Welcome E-Mail

From: Solutions OnDemand Agcounts <reples-disabled sas. com>
To

Ce

Subject Message from Sabutions OnDemand - New Account

SAS® Solutions OnDemand

Welcome to Solutions OnDemanadl
An account has been created for you with user ID:
The emall address associaled with this account is

To activate this new account, please click the link below, where you will be guided through the final steps of account registration.

I nlps W ondemand sas '30“‘1"3-3_W7$IG=135259??Sﬁﬁfiﬂ=2‘3DTWUH-!SII%MHMU\'DBUHHNSZI

Thank You,
S50 Support Team

Once you have activated your account, you may visit: Jira Issue Tracker and Conflusnce WK

{Access 10 Jira and Confusnce is for authorized usérs anly)

Note: The link in the e-mail expires after 72 hours. If you do not activate your account within 72 hours,
visit the Account Help tab (Figure 3) at the https://www.ondemand.sas.com/sam/ website. Use
the My password expired or | don’t know my username options. Otherwise, contact SAS
Technical Support as follows:

0 Email: CTDTsupport@sas.com
O URL: http://support.sas.com/ctx/supportform/index.jsp
0 North America: Call 919-677-8008

Figure 3: Account Help

Log On Account Help Links

Account Help
Make a selection from the drop down list below.

Problem: l My password expired L= J

AdVICE:  please reset your password by either going
to the "Log On' tab to click the Forgot
Password” link, or enter your username:
below. Click the "Submit’ butten and you wil
be sent an email to the address associated
with your account containing further
instructions.

Resst my password:

Enter youn

Submit
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2. Click the link to setup a password. The Secure Access Management system guides you through the

process of setting up a password (Figure 4).

Figure 4: SAS Secure Access Management

Gsas

About 5AS

\ SAS is the lesder in business analytics softwere and
Challenge Questions %ﬁ Liy sevicss. and the largest indepandant vandar in th
{select questions you can provide memorable answers to) B § § busines: intelligence marcat

More About SAS W

Welcome to SAS® Solutions OnDemand!
Stay agile with SAS® Solutions OnDemand
You're just a few steps away from activating your

For over a decade, SAS Solutions OnDemand has established a track
account. This normally takes approximately 5

) record of providing organizations with state-of-the-art outsourced
minutes. applications and the subject matter experts to manage them. The
offerings are:

Based on the industry’s leading business analytics.
(Click the Next button when you're ready to start ) ~ Deployed on a shareable and scalable infrastructure specifically
designed for the solution at hand.
Rooted in industry best practices across a wide breadth of domains
Next >>
- Backed by a 99 percent uptime warranty for near around-the-clock
availability.
= Supported by a financially sound vendor with more than 30 years of
customer satisfaction.

Learn more W

Note: The Secure Access Management system provides password rules when you set a password. Your
account’s password expires after 90 days. Beginning eight days prior to your password’s

expiration, you receive a daily e-mail reminder to re-set your password.

2.2 Installing and Setting Up the Security Token (One-Time Only)

Access to the Research Environment requires a secure connection. To make this secure connection, you
must enter your SAS Clinical Trial Data Transparency system user name (or user ID) and password and
use a security token to provide a security code. This section outlines the steps necessary to install and
set up the security token provided by Verisign. You only need to perform these steps once.

1. Download the VIP Access application by visiting the website link https://vip.symantec.com/
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2. Click Download for Windows or Download for Mac, when appropriate, and follow the instructions

provided (Figure 5).

Figure 5: Download VIP Access

= VIP Access

Credential ID | ‘
VSSTS5T7144377 Q

Security Code @24

723062 o \
O isie,

A0 VIP Access

Cradential 1D Hide
| VSST57144377 ‘I@‘

| Securtty Code 24

‘523876 3]

Protect Your Online Accounts with VIP Access Desktop

VIP Access Desktop 2.2.1

Important: You must have administrative permission to install VIP Access Desktop.

I Download for Windows I

System Requirements:

+ Windows® XP Professional SP3 (32-bit only) or Windows® 7 SP1, Windows® 8 and 8.1

(native desktop mode anly)

VIP Access Desktop 1.0.3

Important: You must have administrative permission to install VIP Access
Desktop for Mac

I Download for Mac I

System Requirements:
« Mac OS5 X 10.6 or higher

Note: The following are instructions for Windows users. Mac users follow similar steps, but use Mac

DMG application setup

files.
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3. Toinitiate the VIP Access application, select Run when prompted (Figure 6).

Figure 6: Download and Install VIP Access

\/Symantec, VALIDATION & ID PROTECTION CENTER Help and Support | Feedback

Home Learn More Where to Use

Download and Install VIP Access Desktop - Windows
Your download should begin soon. If the download does not start, click here

Depending on your security seftings, you may see one or more screens similar to these examples.
Acknowledge each security screen, as security warnings are normal and part of the download process.

Click this message at the top of your browser and select Download File.

%, To help protect your security, Internet Explorer blocked this site from downloading files to your computer, Click here for options... X

Run the file for installing VIP Access Desktop.

File Download - Security Warning (%]

Do you want to run o save this file?
‘/ Name: VIPAccessSetup.exe

Type: Application
From: idprotect vip.symantec.com

The VIP Access Setup Wizard will guide you through the installation process. After your installation has
completed, go to All Programs from the Start menu of your Windows taskbar. Select VIP Access and launch
the application

Legal Notices | Privacy | Repesitory | © 2014 Symante Corperation

 Norton

Do you want to run or save VIPAccessSetup.exe from idprotect.vip.symantec.com? Run Save ||| Cancel

4. The VIP Access Setup Wizard appears (Figure 7). Select Next for all screens, accept the terms in the
license agreement, as well as all defaults, and select Install in the final step of the wizard screens.

Figure 7: VIP Access Setup
ﬁ WP Access @

Welcome to the YIP Access Setup Wizard

Use this wizard to install validation and ID Protection Service (VIP)
Access,

Symantec.

WARNING: This computer program is protected by copyright law
and inkernational treaties, Unauthorized duplication or distribution of
this program, or any partion of ik, may result in severe civil or
criminal penalties, and will be prosecuted to the maximum extent
possible under the law.
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5. Upon successful completion, the InstallShield Wizard Completed screen appears (Figure 8). Select
Finish to launch the VIP Access application.

Figure 8: VIP Access — Finish Installation

3P Access @

Installshield Wizard Completed

WIP Access installed successfully,

Symantec.

Note: Go ta All Programs from the Start menu ko launch YIP
fcoess.,

Cancel Back.

2.3 Open VIP Access / How the Token Works

Launch the VIP Access application (Figure 9). You must create a Credential ID to identify your computer.
Using the Security Code identifies you as a registered user.

e Credential ID: This ID is machine or device-specific. You need to register this ID. (See 2.4 Registering
Your Credential ID.)

e Security Code: Use this code to log on to the computer that hosts the Research Environment
through a secure portal or connection.

e The code changes every 30 seconds, with a countdown clock next to the Security Code that
shows the time remaininggaafore the code is changed.

e Selecting the copy button next to the code copies the Security Code to the clipboard. This
enables you to easily paste it into the required field when logging on to the Research
Environment.

Figure 9: VIP Access - Main Screen

Security Code 1003
B -

i Symantec.
Validation &
ID Protection
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2.4 Registering Your Credential ID

Go to https://vip.sas.com/vipssp/.

2. The Welcome to the Symantec® VIP Self Service Portal appears (Figure 10). Enter your SAS Clinical
Trial Data Transparency system User Name (or User ID) and Password from section 2.1 Completing
the Initial Email and Password Setup and click Sign In.

Figure 10: Self Service Portal - Sign In

\deymantec, VIP SELF SERVICE PORTAL Gsas

Welcome to the Symantec® VIP Self Service Portal

To access the Self Service Portal, enter your user name and password, and click Sign In.

User Name

Password

Enabled by:
Symantec. Sign In
‘alidation &
1D Protection
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3. The Confirm Your Identity screen appears, prompting you for a location to send a temporary

security code (Figure 11). Choose an option and click Continue.

Figure 11: Confirm Your Identity

Voice Call:

To Complete Your Sign-in

Request a temporary security code to help confirm your identity.

Confirm Your Identity

How would you like to receive your security code?

Email Address: er****=****@=as com

Cancel

Continue
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4. Select Email Address (recommended). An e-mail containing a temporary VIP security code (Figure
12) is sent to the e-mail address you provided previously in the VIP setup process.

Note: If you have any questions or need further assistance, contact the SAS Technical Support as
follows:

0 Email: CTDTsupport@sas.com
0 URL: http://support.sas.com/ctx/supportform/index.jspa
0 North America: Call 919-677-8008

Figure 12: Temporary VIP Security Code

From: YIP Self Service <norephy@wverisign.com >
Toe ’
]
Subject: Your temporary WIP security code
Dear !

Here is your temporary WIP security code:

This security code can be used once and is valid until |
If you have any questions or need further assistance, contact your organization's administrator,

Thank you,
WIP Self Service

5. The Enter your Temporary Security Code screen appears (Figure 13). Enter your temporary VIP
Security Code and select Sign In.

Figure 13: Enter Your Temporary Security Code

O A temporary security code has been sent to er™==***@sas.com.

Enter Your Temporary Security Code

Confirm Your ldentity

Security Code:

Back Sign In
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6. The Welcome to VIP Self Service screen appears (Figure 14) where you can register your Credential

ID for use. Click Select in the VIP Credential section.

Figure 14: VIP Welcome Screen

V' Symantec. vip SELF SERVICE PORTAL

$sas

O You have successfully signed in.

Select Your Credential

Select the type of credential you want to register

VIP Credential
Use a VIP mobile application or VIP secunty credential to
securely access your organizafion's services.

Temporary Security Code

Get a temporary security cods to access organization services.

PIN

SMS (Text Message)
Use a security code from a text message to
securely access your organization's services.

@ sELECT

Mo PIM is currently associated with your account.

a

@
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7. Register your credentials (Figure 15):

e Enter a Credential Name (for example, My Work Machine).
e Copy the current Credential ID number from the VIP Access window and paste it into the
Credential ID field.

Note: If you install the VIP Access application on a smart phone, and the smart phone is
upgraded, your smart phone may change this credential ID. You need to log on to
https://vip.sas.com/vipssp/ and change the Credential ID to the new one.

e Copy the current Security Code number from the VIP Access window and paste it into the
Security Code field.
e Click Submit.

Note: Ensure that enough time remains in the Security Code countdown before you paste
the code. If a new Security Code is generated before you attempt to proceed to the
next step, you must enter the new Security Code (Figure 15).

Figure 15: Register Your Credential

*Credential Type: VIP Credential

*Credential Name' Iy Woric Machine I

Enter a simple name for your credential that is sasy to remember

*Credential ID: l I

-
«

Credential ID examples: Close
“Your credential contains & unique slphanumeric 1D.
‘ ‘ 123456 I
\BCD12345678 BCD12345678
VIP Security Token VIP Security Card VIP Access
(Back) (Front)

*Security Code:

What is a Security Code? -
Security Code sxamples: Closs
“Your credential provides a dynamic 6-digit code that changes every 30 seconds.
¥ 123156
123456
BCD12345678 '
Pressmp ()
VIP Security Token VIP Security Card VIP Access
(Front) (Front)

@ Symantec.
Vaidation &
1D Protection

=]
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8. The Create Your PIN screen appears (Figure 16). Enter and re-enter a PIN that is 6 to 12 numbers
and click Create.

Note: This PIN is not your security code number. Use it to change any details associated
with your registered security code.

Figure 16: Create Your PIN

\/‘Symantec. VIP SELF SERVICE PORTAL

O You have successfully registered MyPC.

Enter a security code from this credential the next time you Sign In.

Create Your PIN
To help secure your account, you can create a PIN to use with a VIP security code when accessing your organization's services.

PIN:

Confirm PIN:

Cancel Create

9. When the PIN setup is successfully completed, the Credential Name you entered for your machine
appears, along with your Credential ID (Figure 17).

Figure 17: Manage Your Credentials

O You have successfully created your PIN.

Manage Your Credentials

This VIP Self Service Portal enables you to register, test, or reset credentials. You can also remove credentials from your account

Your Registered Credentials Register another credential? Register
Credential Name Credential ID Type State @ Actions
MyPC V8ET78461766 WIP Credential Enabled >

Q) Only 20 remembered devices can be registered to your account at any one time.
Contact your administrator to remove a currently-rememberad device.

Ne devices are currently registered with this account

Your Registered Devices

Temporary Security Code Get PIN Char

Get a temporary security code fo access organization services. You ¢an change your current PIN.
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2.5 Accepting Terms in the Portal

Before you can access files and study data in the Research Environment, you must first accept the Terms
of Use Agreement at the SAS Clinical Trial Data Transparency Portal.

1. Access the SAS Clinical Trial Data Transparency Portal at https://mseportal.ondemand.sas.com/ctdt/

2. Onthe logon screen, enter your SAS Clinical Trial Data Transparency system User ID (or user name)
and Password (Figure 18).

Figure 18: SAS® Clinical Trial Data Transparency Portal Logon

SAS® Clinical Trial Data Transparency Portal

Login

UserID: |
Password:

|

3. After logon is complete, Accept Terms is the only option that displays (Figure 19). Select the Click
and review this information link.

Figure 19: SAS® Clinical Trial Data Transparency Portal Accept Terms (Start)

SASP® Clinical Trial Data Transparency Portal

Accept Terms

Accept Terms O
Step: 1of2

Click and review this information, then click Next once it is viewed.

4. A PDF of terms appears. Review the text of the PDF.
5. Once the review is complete, select the Next button.
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6. A statement appears enabling you to accept the terms (Figure 20). Select the Yes, | agree radio
button and then click the Finish button.

Figure 20: SAS® Clinical Trial Data Transparency Portal Accept Terms (Finish)

Accept Terms
Accept Terms O
Step: 2of2

| have viewed and agree to the system terms of use, and also acknowledge the existence of previously signed data agreements
with sponsor companies.

Yes, | agree

Mg, | do not agree

7. Once the statement is accepted, a confirmation appears (Figure 21). Click the Proceed to Home link
to open the Home tab.

Note: A copy of the terms accepted is available on your research access request for
reference.

Figure 21: SAS® Clinical Trial Data Transparency Portal (Proceed to Home)

SASP Clinical Trial Data Transparency Portal

The terms acceptance was finished, This terms requirement is now met,

(Proceed to Home)
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3 Accessing the Research Environment

Note: If you have not accepted the terms at the SAS Clinical Trial Data Transparency Portal, you must
follow those steps first. See section 2.5 Accepting Terms in the Portal.

Accessing the Research Environment involves two steps:

e Connect to the SAS Solutions OnDemand Secure Portal using your user name (or user ID),
password, and security code.

e Logon to a remote terminal server session. (This is the computer that hosts the Research
Environment.)

Note: The Research Environment is not accessible from tablet computers (for example, an iPad) or
other devices.

3.1 Windows Users

3.1.1 Connecting to the Secure Access Portal

1. Visit the website: https://shgaccess.ondemand.sas.com and access the welcome screen (Figure 22).

Figure 22: Secure Access Portal - Logon Screen

Hsas

Welcome to the
SAS Solutions OnDemand Secure Portal

Username Please sign in to begin your secure session.

Password

Security Code

Sign In

2. For Username, enter your SAS Clinical Trial Data Transparency system user name (or user ID).
3. For Password, enter your SAS Clinical Trial Data Transparency system password.
4. For Security Code:

a. Open your VIP Access application.
b. Copy the Security Code by using the copy icon m
c. Paste the Security Code into the field.
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Note: The VIP Access application provides a 30-second countdown to copy the Security
Code. Make sure you have at least 15 seconds left in the countdown before copying
the VIP Security Code (Figure 23).

Figure 23: Copy Security Code

* VIP Access

" Credential ID

Security Code 156D ‘

¢ Symantec.
Validation &
ID Protection

5. Click Sign In.

6. The Welcome to the SAS Solutions OnDemand Secure Portal page appears. Click the Clinical Trial
Data Transparency Research Environment link listed under Terminal Sessions (Figure 24).

Note: |If your account has rights to the Test/UAT system, you might see multiple choices on
the landing page.

Figure 24: Secure Access Portal — Welcome Screen

!. Clinical Trial Data Transparency Research Environment
msel&aw.vsp.585.00M

3.1.1.1 Installing or Updating Java for Windows

If Java is not installed on your computer or your Java version is old, a dialog appears (Figure 25).

1. Click Update.

Figure 25: Java Update Needed

= =)
Java Update Needed

'.,_ | _,.' Your Java version is insecure.

= Update (recommended)

Get the recommended secure version of Java now from java.com.

2 Block

Block Java content from running in this browser session.

< Later

Continue and you will be reminded to update again later.

[7] Do not ask again until the next update is available.
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2. A web site launches in a separate tab or window of your internet browser (Figure 26). Click Free Java
Download.

Figure 26: Download Java

Free Java Download

Download Java for your desktop computer nowl

Version ¥ Update 25

Free Java Download

» Whatis Java? » Dol have Java? » Need Help?

3. The screen changes (Figure 27). Click Agree and Start Free Download.

Figure 27: Start Java Download

Download Java for Windows

Recommended Version 7 Update 25 (filesize: 882 KB)

Agree and Start Free
Download

By downloading Java you acknowledge that you have read and accepted the terms of the end user
license agreement

4. The Java installer appears (Figure 28). Click Install.

Figure 28: Installing Java - Screen 1

I
Java Setup - Welcome @

ORACLE

Welcome to Java

Jawa provides safe and secure access to the world of amazing Jawea content.
From business solutions to helpful utiliies and enteftainment, Jawva makes
wourinternet experience come tolife.

Mote: Mo personal information is gathered as part of our install process.
Click here for more information on what we do collect.

Click Install to acceptthe license agreement and install Jawva now.

[ Change destination folder Cancel Imstall >
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5. Uncheck the boxes (Figure 29). Click Next.

Figure 29: Installing Java - Screen 2

Java Setup ﬁ

ORACLE

We recommend installing the FREE Browser Add-on from Ask
(Comm— =R T - o - O
Get the best of the Web delivered to you!

Receive Facebook status updates directly in your browser, listen to theusands of top radio
stations, and get easy access to search, YouTube videos, local weather, and news.

[~ Minstall the Ask Toolbar in Google Chrome
[ §Set and keep Ask as my default search provider in Google Chrome

By installing this application you agree to the End User License Agreement and Privacy Policy.
The Ask Toclbar is a product of APN, LLC. You can remove this application easily at any time.

Cancel | Mext » |

6. If certain programs are running, a dialog appears asking you to close them before continuing (Figure
30). Save your work and click Close Programs and Continue. If a confirmation dialog appears, click
OK.

Figure 30: Installing Java - Close Programs and Continue

Java Setup - Close Programs ﬁ

ORACLE

Close Programs to Continue

The programs listed are currently using Jawva. They must be closed
sothat Jawva files can be updated.

Dovanload Java for Windows - Google Chrome

Sawe yourwork, then click "Close Programs and Continue "

Later

Cloze Programs and Continue
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7. The installer begins installing Java (Figure 31).

Figure 31: Installing Java - Screen 3

Java Setup - Progress [ — -""""'-I

ORACLE

Statuz:  Instaling Java

3 Billion Devices Run Java

ORACLE’

8. When the installer is finished, click Close (Figure 32).

Figure 32: Installing Java - Screen 4

Java Setup - Complete ﬁ

ORACLE

+/ You have successfully installed Java

“When Java updates are available, you will be prompted to download and
install. WWe recommend you always do soto ensure your system has the
latest performance and security improvements.

Seethe instructions ifyouwant to change this behawior.

01-DEC-2017 MSE_Clinical_Trial_Data_Transparency_Users_Guide_6.0.docx Page 20 of 78

The information contained in this document is considered confidential and covered under the terms of any SAS agreements as executed by
Clinical Trial Data Transparency Multi-Sponsor Environment and SAS Institute Inc.



Multi-Sponsor Environment: SAS CTDT User Guide Accessing the Research Environment

3.1.1.2 Launching Terminal Server Session
A terminal server session launches.

1. If the Java(TM) needs your permission to run message appears, click Always run on this site (Figure
33).

2. The Welcome to the SAS Solutions OnDemand Secure Portal page appears again. Click the Clinical
Trial Data Transparency Research Environment link listed under Terminal Sessions (Figure 24).

Figure 33: Launching Terminal Session

*- Java(TM) needs your permission to run. | Run this time |I| Always run on this site |I

Junipet

Please wait...

Launching Terminal Services Session. This may take from a few seconds to a couple of minutes, depending on your bandwidth.

Note: You might be required to accept the installation of Juniper Terminal Services Client, as part of
accessing the Research Environment (Figure 34). Click Yes.

Figure 34: Install Juniper Terminal Services Client

Setup Control - Waming [

Do you want to download, install, and/or execute software from the
Following server?

Product Name: Juniper Terminal Services Client

Software Name: neoTermServSetup.exe

Server Name: shqaccess.ondemand.sas.com

Always | I Yes I | Mo
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3.1.2 Logging on to the Research Environment (Terminal Session)

The log on screen for the computer that hosts the Research Environment (terminal server) appears
(Figure 35 or Figure 36 depending on Windows 7 version or Windows 10 version).

1. Select the icon with your User ID.

Figure 35: Logging on to the Computer that Hosts the Research Environment from Windows 7 machine

'ﬁ' Windows Server2o0s
Enterprise

Figure 36: Logging on to the Computer that Hosts the Research Environment from Windows 10 machine

Windows Security X

Enter your credentials

These credentials will be used to connect to
mse06aw.vsp.sas.com.

@ |

Password

Domain:

More choices

OK Cancel
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2. Enter your SAS Clinical Trial Data Transparency userid (NOTE: please make sure to first prepend

o
‘vsp\’, then endter your userid e.g vsp\mse0Oxyz) and password, and click the arrow icon. The
Research Environment appears (Figure 37).

Figure 37: Remote Desktop Session

%, mseD6aw.vsp.sas.com - Remm
— -

R5tudio
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3.2 Mac Users

3.2.1 Connecting to the Secure Access Portal

Note: The screens in this section show the use of Safari on a Mac. The screens for other browsers can

vary.

1. Visit the website: https://shgaccess.ondemand.sas.com. The sign-in screen appears (Figure 38).

Figure 38: Secure Access Portal - Sign-in Screen

@ o [T Py S I " pe—" |
I T W iSRS b
i (7 B i eal evkessh Teans S Vikew e e Pasde

Gsas

Wakoms ta the
SAS Solutions OnDemand Secure Portal

L kT Pl g o155 B PO MICWTE LR

2. For Username, enter your SAS Clinical Trial Data Transparency system Username (or User ID).

3. For Password, enter your SAS Clinical Trial Data Transparency system Password.

4. For Security Code:

e Open your VIP Access application.

e Copy the Security Code by using the copy icon .
e Paste the Security Code into the field.

e Click Sign In.

Note: The VIP Access application provides a 30-second countdown to copy the Security Code. Make
sure you have at least 15 seconds left in the countdown before copying the VIP Security Code.

5. The Welcome to the SAS Solutions OnDemand Secure Portal page appears. Select the Clinical Trial
Data Transparency Research Environment link listed under Terminal Sessions (Figure 39).

Figure 39: Secure Access Portal - Welcome Screen

B Clhinical Tral Data Transparency Rescarch Environment
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6.
If... Then...
A Remote Office dialog appears (Figure Proceed to step 7.
41).

A Remote Office dialog is not displayed and
you see a message about pop-ups being

blocked (Figure 40).

e Use Safari Preferences to allow pop-ups.

e Once complete, return to the Welcome Screen
(Figure 39) and click the Clinical Trial Data
Transparency Research Environment link
again.

Figure 40: Mac — Popup Blockers

Terminal Sessions

B | (2| | hups@ shgaccess.ondemand.sas.com

SRR ===

Apple iCloud Facebook Twitter Wikipedia Yahoo! NewsY Popular¥

GSas

Please wait...
Launching Terminal Services Session. 7

ending on your bandwidth.

https:/ /shgaccess.ondemand.sas.com

The Terminal Services window failed to open because
your Web browser is configured to block pop-ups.

Lok

Figure 41: Mac — Remote Office Dialog

Remota Office o

Remote Office Vs | B
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7.
If... Then...
You see Missing Plug-in or Inactive Plug-in | Install Java. (See section 3.2.1.1 Java Installation
in the lower-right corner of the screen on Mac.)
(Figure 41)
You see Active Plug-in. Log on to the Research Environment (See section

3.2.2 Logging into the Research Environment
(Terminal Session)).

3.2.1.1 Java Installation on Mac

This section is only applicable if the Remote Office dialog indicates a Java plug-in is not available (Figure
42).

1. From the dialog, click the link in the lower right corner of the dialog (Missing Plug-in or Inactive
Plugin).

Figure 42: Mac — Remote Office Dialog (Java not installed)

8 00 Remote Office ol
3 Remote Office e T
k- +
q
e
P | | 3 Sign Out
o
Missing Plug-in ©
e
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2. Adialog appears, as shown in Figure 43. Click More info.
Figure 43: Mac — Remote Office Dialog (Popup)

Remote Office

-
-

(AL

" To use this apple: from
- “shgaccess.ondemand.sas.com,” you need
- J 1w dewnload the Java plug-in.
Cliek "More Infg_=

3. A website launches in a separate tab or window of Safari (Figure 44). Click Agree and Start Free

Download.

Note:
the version of Java might be a later version.

Figure 44: Mac - Install Java Website

Depending on your Mac Operating System (0OS), you might see a different page, and

24800 Download Java for Mac OS X w7
S| 4| || 2|2 https & www.java.com < —J* dec.}
&3 [ Apple iCloud Facebook Twitter Wikipedia Yahoo! News ¥ Popular ¥ +
S Download Java for Mac OS X
- MaoFAQ Recommended Version 7 Update 25 (filesize: 50.6 MB)
Agree and Start Free
Download
By downloading Java you acknowledge that you have read and accepted the terms of the end user
license agreement I
D When your Java installation completes, you may need to reload (Command-+FR) or quit (Gommand+Q) =
your browser in order to enable Java in your browser. é
» Installation Instructions
» System Requirements
Not the right operating system? See all Java downloads.
«Java software for your computer, or the Java Runtime Environment, is also referred to as the Java Runtime,
Runtime Environment, Runtime, JRE, Java Virtual Machine, Virtual Machine, Java VM, JVM, VM, Java plug-
in, Java plugin, Java add-on or Java download
|-
- Select Language | About J: Suppert | Devel ORACLE
Privacy | Terms of Use | Trademarks | Disclaimer
01-DEC-2017 MSE_Clinical_Trial_Data_Transparency_Users_Guide_6.0.docx

Page 27 of 78

The information contained in this document is considered confidential and covered under the terms of any SAS agreements as executed by

Clinical Trial Data Transparency Multi-Sponsor Environment and SAS Institute Inc.



Multi-Sponsor Environment: SAS CTDT User Guide Accessing the Research Environment

4. A Mac DMG install file is downloaded to your machine. Find and open the DMG file. Figure 45 shows
an example, jre-7u25-macosx-x64.dmg.

Figure 45: Mac — JRE DMG File

8 0o [&] Downloads
4/|» ssEDIllllu || = Lo g Q
FAVORITES TR Date Modified Size
= . l ] 'ref?uzs—ma(nsxfxﬁ‘t.dmgl Jun 6, 2013 12:50 PM 53.1MB
= All My Files
« About Downloads Today 9:23 AM 9.8 MB
€ AirDrop
rf_\g Applications
[ Desktop
@ Documents
0 Download
E Movies
J7 Music

Pictures

SHARED

2 Al

5. When you open the DMG file, a dialog similar to the one below appears (Figure 46). Double-click the
icon to start the installation.

Figure 46: Mac — JRE DMG File

| Java 7 Update 25

Java

Double ick on icon to instal

Java 7 Update 25.pkg
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6. The installation screens might differ depending on your OS and the Java version being installed. Click
Continue (Figure 47).

Figure 47: Mac - Java Install — Screen 1

8 00 w Install Java 7 Update 25 a8
Welcome to the Java 7 Update 25 Installer
8 Introduction
® Destination Select Java provides safe and secure access to the world of
@ Installation Type amazing Java content. From business solutions to helpful
; utilities and entertainment, Java makes your internet
® Installation experience come to life.
@ Summary
)
S
—
e
——
ORACLE Co Back | Continue |

7. Click Install (Figure 48).

Figure 48: Mac - Java Install — Screen 2

800 & Install Java 7 Update 25 =1
Standard Install on “Macintosh HD"
& Introduction
© Destination Select This will take 150.9 MB of space on your
computer.
@ Installation Type
@ Installation CI!ck Install to perform a standlard installation of
this software for all users of this computer. All
® Summary users of this computer will be able to use this
software.
)
S
—
-
——
ORACLE | GoBack [ Install |
01-DEC-2017 MSE_Clinical_Trial_Data_Transparency_Users_Guide_6.0.docx Page 29 of 78

The information contained in this document is considered confidential and covered under the terms of any SAS agreements as executed by
Clinical Trial Data Transparency Multi-Sponsor Environment and SAS Institute Inc.



Multi-Sponsor Environment: SAS CTDT User Guide

Accessing the Research Environment

8. You are prompted to enter for your machine’s administrator account (Figure 49). Enter this

information and click Install Software.

Figure 49: Mac - Install Admin Screen

P Installer is trying to install new software. Type
your password to allow this.

=1
(¥
i

MName:

Password:

Cancel [ Install Software ]

9. Figure 50 shows the final screen of the installation process. Click Close.

Figure 50: Mac - Install Java Finish

w# Install Java 7 Update 25

The installation was completed successfully.

& Introduction
& Destination Select
& Installation Type

& Installation

© Summary Install Succeeded

Learn more about Java

)

——

Javar

oRACLE Go Back

Close
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3.2.1.2 Launching Terminal Server Session

1. Close all dialogs and browser tabs or windows.

2. Repeat the steps for signing in as described in section 3.1.2 Logging on to the Research Environment
(Terminal Session), which includes:

e Logon to https://shgaccess.ondemand.sas.com with User ID, Password, and Security Code.

e After logging in, select the Clinical Trial Data Transparency Research Environment link on the
welcome screen.

e The Remote Office dialog appears. Continue to section 3.2.2 Logging into the Research
Environment (Terminal Session).

3.2.2 Logging into the Research Environment (Terminal Session)

1. When the Remote Office dialog appears, an additional message is also displayed (Figure 51). Click
Allow.

Note: If you do not have Java installed on your Mac, you need to download it to proceed
further (see 3.2.1.1 Java Installation on Mac).

Figure 51: Mac — Accept Applet Dialog

The website
“shgaccess.ondemand.sas.com” contains a
Java applet. Do you want to allow the
applet to load?

You can manage which websites are allowed to load
Java applets in Safari Security preferences.

©) [ Block ||| Allow
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2. An additional security warning appears. Check the box | accept...application and click Run (Figure
52).

Figure 52: Mac — Allow HOBLink Dialog

800 Security Warning

Do you want to run this application?

Name: hob.hltcJHLTCap01

/ ! ": Publisher: UNKNOWN

Location: https://shgaccess.ondemand.sas.com/.../jwbweb)2.jar

Running this application may be a security risk

Risk: This application will run with unrestricted access which may put your computer and
personal information at risk. The information provided is unreliable or unknown so it
is recommended not to run this application unless you are familiar with its source

More Information

Select the box below, then click Run to start the application

@I accept the risk and want to run this application. Run l | Cancel |

°5hnw{]ptinns

3. AHOBLink JWT dialog appears (Figure 53).

e For Username, enter your SAS Clinical Trial Data Transparency system Username (or User ID).
e For Password, enter your SAS Clinical Trial Data Transparency system Password.
e For Domain, enter VSP.

Figure 53: Mac — HOBLink JWT Logon

800 HOBLink JWT - Startup Settings
HOB . HoBLink JwT
Windows account credentials
(| Please enter credentials to connect to MEPEAS.COM.
i
Lier namrl I
Password:
Domain:
& | T Comnetr Cancel
- ____________________________________________________ul
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4. The Research Environment appears (Figure 54).

Figure 54: Mac — Research Environment Desktop

%, mse06aw.vsp.sascom - Remote Desktap Connection |
=y -

3.3 Logging off
To log off the Research Environment, navigate to Start Menu -> Log off (Figure 55).
Note: If you close the session window without logging off, you can return to the session in the same

state as you left it. However, sessions do expire after a specified time period; therefore, you
should always save your work and log off.

Figure 55: Logging off the Research Environment

I |5earch programs and Files @J Log off Pl

[istart | |
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4 SAS® Clinical Trial Data Transparency Repository

The SAS Clinical Trial Data Transparency Repository provides access to the data for your project,
whether you plan to perform your analyses with SAS software or with R.

4.1 Loggingon

1. Inthe Research Environment, double-click the SAS Clinical Trial Data Transparency Repository icon
(Figure 56).

Figure 56: SAS® Clinical Trial Data Transparency lcon

mse06aw.vsp.sas.com - Rem: sktop Connectiol
P P
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2. Internet Explorer opens and the SAS Clinical Trial Data Transparency Logon screen appears (Figure
57). Enter your SAS Clinical Trial Data Transparency system Username (or User ID) and Password.
Click Log On.

Figure 57: SAS® Clinical Trial Data Transparency Logon Screen

Log On to SAS®

Get Started
= Ente r credentials to proceed.

3. The SAS Clinical Trial Data Transparency main screen appears (Figure 58).

Figure 58: SAS® Clinical Trial Data Transparency Main Screen

SA Clinical Trial Data Transparency
e Tools Adrainistration Help Log Off
i Dashboard * | B Repository * | [ Workspace *
Welcome = Of| MyMessages = 0O|| Tasks -0
o ] o [ o
Priori Fi Subject Date Recened Stat N; Work It Context
» The dashboard shows you what's going on with the tasks, LT rom ubje & Hecene: us ame ork ftem onte
izsues, and messages across your projects. You can setup
wour dashboard to show only the information that you care
about
~ (K1} [+]
Work ltems = Of| RecentFiles - Of| SAS Sessions -0
5 Show [MyWorktems | || ‘ (€3 (4.
Status Hame Context Owner State  Sessi.. Submi. St. ¥ Ended Type User
[« i ——r]
Action Status User  TestResearcher
[pore ,_,_,_’_’_’_‘Ql. Local intranet | Protected Mode: OFf Chor | RA00% -
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4.2 Organizing Tabs
SAS Clinical Trial Data Transparency uses a tab-based interface. The tabs include:

e Dashboard: This summarizes parts of the system. (Navigate to View -> Preferences to order this as
the last tab as described below.)

e Repository: This is the location of the study data for your research and the location of your research
project area where you save your work and make files available for export.

e Workspace: This is where you run SAS code on the study data.

When you log on for the first time, the Dashboard view is automatically displayed (Figure 59).

Figure 59: SAS® Clinical Trial Data Transparency Tabs

SAS ® Clinical Trial Data Transparency

W ey Tools Administration Help

im Dashboard * | § Repository *

[ workspace *

Welcome = O My M

|I.I.J 1 1 |

Because the Dashboard tab is not heavily used for the solution, you can move it to the third position. To
change the order of the View of tabs, you can drag and drop them into a new order, or:

1. Navigate to View -> Preferences -> Views.

2. Move the Dashboard tab to third position (Figure 60).

Figure 60: SAS® Clinical Trial Data Transparency - Preferences -> Views

My Account x

General () As displayed when logging off

Account

¥ Prefarencas (=) Displaythese views in the order specified

General Select View
Repository 0% Repositary
Subscriptions
v 9 T Winrkspace
(=0
I Dashboard
SAS Session _
L1 Checked-outFiles

Event Subscriptions
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3. Click OK. The first two tabs are now Repository (your data access) and Workspace. The next time
you log on, the Repository tab appears automatically.

4.3 Accessing the SAS® Clinical Trial Data Transparency Repository User Guide

The Help menu (Figure 61) provides a link to the comprehensive SAS Clinical Trial Data Transparency
User Guide. This is also available from the SAS Clinical Trial Data Transparency Portal Help page, and
from the desktop of the Research Environment.

Note: Not all functionality described in this guide applies to SAS Clinical Trial Data Transparency.

Figure 61: SAS® Clinical Trial Data Transparency - Help Tab

SAS ® Clinical Trial Data Transparency

Wi ey Tools Administration Help

|2 users Guide (FOF)
SAS on the Weh »
Welcome kevboard Shortcuts

i%; Dashboard * | B Repository *

Note: The SAS on the Web link does not work from the Research Environment because the research
server provides very limited internet access.

The following sections provide examples of approaches to using SAS Clinical Trial Data Transparency
Repository for browsing data and programming in SAS. Table 1 references relevant sections within this
document and the corresponding sections within the full SAS Clinical Trial Data Transparency Repository
User Guide.

Table 1: Guide Sections Related to the full SAS® Clinical Trial Data Transparency Repository User Guide

Section in this Guide SAS Clinical Trial Data Transparency Repository
User Guide Section(s)

4.4 Data Access Chapter 2: Getting Started

4.5 Browsing Data Chapter 2: The Data Explorer

4.6 Copying Files from the Repository to the | Chapter 2: Repository and Your Workspace
Workspace

4.7 Running SAS Chapter 19: SAS Sessions
Chapter 20: Developing SAS Programs

4.8 Producing Graphical Results Chapter 20: Developing SAS Programs
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4.4 Data Access

In the Repository view (Figure 62), the CTDT folder contains your research project area and studies you
can access:

e Research Project

e If you are assigned Lead Researcher or Researcher permissions on the project, you can add,
modify, and delete files.

e If you plan to run SAS, copy files from this area to the Workspace tab to run SAS programs and
view results. (See section 4.6 Copying Files from the Repository to the Workspace.)

e To export files from the Research Environment, you must add them to the exports folder of your
research project.

e Studies

e These are the clinical studies available for use, according to your Data Sharing Agreement.

e You have read-only permissions. You cannot add, modify, or delete files or folders from a study.
e If you plan to run SAS, copy files from here to the Workspace tab for inclusion into SAS programs
you write within your research area. (See section 4.6 Copying Files from the Repository to the

Workspace.)
e If you planto run R, download R-ready CSV files from the study to a folder (in My Documents) in
the Research Environment (outside SAS Clinical Trial Data Transparency).

Figure 62: SAS® Clinical Trial Data Transparency - Repository Tab

SAS ® Clinical Trial Data Transparency

W ey Tools Administration Help

% Dashboard * | § Repository * unrkspace x

* = T[]+ & m & A RN »
E |icTDT
» 55 cToT [ Name
5 Users B Files
ABCP-65890
ACME-12345
ACME-12887
CTDT RP-123245

Note: To expand the folders, click the Expand "'i icon.
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Under a study, a number of folders (Figure 63) are available with information on that study, for example:
e SAS_analysis and SAS_raw folders contain study data in SAS format.

e R_analysis and R_raw folders contain study data in R-ready format (comma delimited). There is also
an additional file for each CSV file that includes metadata describing the columns from the source
SAS data set.

e Other folders contain supporting information to help you understand and navigate the data sets.
Figure 63 shows an example of a folder structure.

Figure 63: SAS® Clinical Trial Data Transparency — Study Folders

SAS ® Clinical Trial Data Transparency

Wiew  Tools  Administration Help

E Repository * ‘ L2 workspace *
* *hio ([ daadssd eLo0RDS 2E

= |lCTDTJ'ACME'1ZQETJ'FHESMHEWSIS Ready Datasets
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b
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& ABCP-55990 B 545_snalvsis System User May 14, 2014 0326 P.
» B Files

» B ACME-12345
v B acME-12067
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v [l Analysis Ready Datasets
» [l R_analsis
» [l SA5_analysis
» [l Documents
v [l Raw Datasets
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v B cTDTRP-12385
v B Files
>l exports
» [l imports
» [ other
» [l output
» [l programs
R
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Figure 64 shows three sample studies (ACME-12345, ABCP-65890, and ACME-12987), as well as an
expanded view of an example research project area (CTDT RP-12345). Users assigned the Researcher or
Lead Researcher role have full permissions to create, modify, and delete folders and files within the
research project area.

Note: The folder structure pictured below might be different from your research project area.

Note: Do not change the folder names imports or exports. If you change these names, you can no
longer import files into or export files from the SAS Clinical Trial Data Transparency Repository.

Figure 64: SAS® Clinical Trial Data Transparency — Research Area Folders

SAS ® Clinical Trial Data Transparency

W ey Tools Administration Help

i7 Dashboard ~
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[E [/cTDTIACME-12345

E Repository * | C2 Workspace ~

v CTDT [ Name
> 8 Files B Files
> | ABCP-652390
» B ACME-12345
» BF] ACME-12857
v B cTOTRP-12345

v 8 Files
> =ports
>l imports
> other
> output
>l rroorams
i to_ve
=G Users

SAS programs are typically stored in the programs (or similarly named) folder.

e The imports folder is important. To bring files and supporting programs into the Research
Environment, you must import them to this location. See section 6 Importing and Exporting for
details on importing.

e The exports folder is also important. To download files from the Research Environment, you must
collect them here. See section6 Importing and Exporting for details on exporting.
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4.5

As part of your research, you might want to browse and filter data even if you intend to use R for your
statistical programming. The SAS Clinical Trial Data Transparency Explorer can be used for this purpose.

Browsing Data

Note: For full details, refer to Chapter 2: Getting Started -> Data Explorer within the SAS Clinical Trial

Data Transparency Repository User Guide.
An abbreviated example is described below:

1. From within a folder, double-click the desired SAS data set (Figure 65).

Figure 65: Opening a SAS Data Set

* | B Repository * | C2 workspace ~
o [E) & Ty a0 RS 2@
WE-1298T7IFilesiAnalysis Ready DatasetsiSAS_analysisidm.sasThdat
'~ |0 Name Size
B processing
65880 B ae.sas7hdat 11214848
F-12345 B c¢m.sas7hdat 3053824
F12387 Bl dm.sasThdat 636976
es -
_ =l B ds.sasThdat 2685168
Analysis Ready Da...
, ‘IR exsasThdat 1672192
F_analysis C
SAS_ analysis IR sc.sasThdat 2130944
Documents B tasasThdat 33782
Raw Datas ets B vs.sas7hdat 82248704
-
I RP-12344
es
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2. Aview of the data set appears (Figure 66). Review the data set:

e The columns of the data set appear on the left-hand side.

e Below the columns pane, attributes display for the currently selected column.
e The rest of the view displays the data contained within the data set.

Figure 66: Data Set

SAS ©

Clinical Trial Data Transparency

View  Tools  Administration  Help Log Off
i% Dashhoard * | B Repository * | [J Workspace * | REPOSTRY.DM.DATASET *
| A Filter: none “
V4 sTuDYD = Obs STUDYID DOMAIN USUBID SUBJID RFSTDTC RFENDTC SITEID INVID 2]
=
M4 ooman i i NICODT oM 011-001 011001 2007-10-12T23. | 2007-10-24T10.| 011 1
M4 usUBJD J 3 HICOD1 DM 011-002 011002 2007-10-14T16.., 2007-10-21T10... 011 1
M4 susip 3 NICOO1 oM 011-003 011003 2007-11-10T18.., 2007-11-23T10..| 011 1
W4 rrsToTE 4 NICOO1 o 011-004 011004 2007-12-02T06.., 2007-12-14T18..| 011 1
V)4 RFENDTC ] NICOO1 oM 011-005 011005 2007-12-D8T40..| 2007-12-18T00.| 011 1
V)& sTED i NICOO1 oM 011-006 011006 2007-12-15T21. | 2007-12-27T20.| 011 1
M4 imvio = 7 NICO0T oM 011-007 011007 2007-12-30T16... 2008-01-12T16... 011 1
""" 9 HICD01 i 011-008 011008 2008-01-08T11.., 2008-01-22T06... 011 1
Attribute Value
9 HICD01 oM 011-009 011009 2008-02-24T21..| 2008-03-08T24... 011 1
Mame STUDYID
10 HICDD1 oM 01-010 11010 2008-03-01T21.| 2008-03-13T19.. 011 1
Label Study ldentifier
T WICOD1 oM 011-011 011011 2008-03-11T13.| 2008-03-24T18. 071 1 =
Length 40 L=
- 2l ] o
Rowes: 902 Filtered rowes: 902 Columns: 20 Selected row: 0 Session: 1
Action Status Uszer: Test Researcher
— e e

3. Tosort, click a column heading. Figure 67 shows the filter SUBJID sorted in ascending order.

Figure 67: Sorting Columns

im Dashhoard * | B Repository ~|qwmespace * | REPOSTRY.DM.DATASET %

I} A Filter: Mone [%]

& stuovio Obs STUDYID DOMAIN USUBJID SUBJID 4 RFSTDTC RFENDTC SITEID INVID

4 poman i MICO01 o 011-001 011001 2007-10-12T23... 2007-10-24T10... 011 1

¥ & vsusip 2 NICO01 DM 011-002 011002 2007-10-14T16... 2007-10-21710... 011 1

EA SUBJID 3 MIC001 (s} 011-003 011003 2007-11-10T18... 2007-11-23T19... 011 1
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4. For more filtering options, right-click the column (Figure 68).

Note: Different options may be displayed for different columns.

Figure 68: Filtering Options

mm [

r Filter: MNone

oo - (=7} (8] £ (T8} ]

Obs STUDYID
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MIC001
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MIC001
MIC001
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UILE Statistics

011004

SUBJID + DEETRT,
Y Filter
n11001
Clear Filter
o100z

SUBJID in...
SUBJD=011010

011005

ﬁFENDTC
2007-1104
2007-104
2007-114
2007-124
2007-124
2007-124

11006 sugyD == 011010
011007 L ES PR
011008 2008-01-08T11 ..
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a. Select Statistics for a quick view of statistics that describe the currently selected column within

the currently filtered view (Figure 69).

Figure 69: Statistics

Statistics

Calumm: SLIBJID

Minirnarm: ]

Maximum: 4

11001
61032
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011002
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1
1

1!" b

01-DEC-2017

Clinical Trial Data Transparency Multi-Sponsor Environment and SAS Institute Inc.

MSE_Clinical_Trial_Data_Transparency_Users_Guide_6.0.docx

Page 43 of 78

The information contained in this document is considered confidential and covered under the terms of any SAS agreements as executed by



Multi-Sponsor Environment: SAS CTDT User Guide SAS® Clinical Trial Data Transparency Repository

b. Select Filter to customize the filter. Figure 70 shows a filter for AGE <35 AND Sex=M.
0 The filter syntax appears above the data.
0 The total number of rows and number of filtered rows appears below the data.

Y

0 To modify the current filter, select the Filter icon.

Figure 70: Modifying Current Filter

View Tools Administration Help
E Repository "‘ih n‘q | REPOSTRY.DM.DATASET * |
Cd} I < ¥ X Fiter STRIP(SEX) ="M AND AGE<30 I
4 sTupvio = obs BRTHDTC AGE AGEU SEX RACE ETHNIC ARMCD ARM COUNTRY DMDTC
14 powan 1 1088-10-24 19 YEARS M WHITE PLA PLACEBO USA 2007-10-12
M4 ususiD 2 1983-10-14 26| YEARS M WHITE PLA PLACEBO UsA 2008-11-24
M4 susiD 3 1980-01-05 20 YEARS M OTHER PLA PLACEBO UsA 2008-02-03
[ & RFSTDTC 4 1978-12-19 29| YEARS M BLACKORAFRI.. NIC15 NICARDIPINE .... USA 2008-03-26
& RrFENDTC 5 1989-10-30 19| YEARS M WHITE NIC15 NICARDIPINE ... USA 2008-09-04
&4 SiTED [ 1984-01-26 26| YEARS M WHITE NIC1§ NICARDIPINE .... USA 2009-01-26
4 o ) 7 1981-08-12 28 YEARS M WHITE PLA PLACEBO usa 2008-10-01
B gk - 8 1981-08-11 27| YEARS M OTHER PLA PLACEBO UsA 2008-03-26
T 9 1982-12-20 26 YEARS M WHITE NIC15 NICARDIFINE ... USA 2008-07-26
10 1984-01-16 26| YEARS M OTHER PLA PLACEBO UsA 2008-07-08
M@ e 1 1988-12-17 19 YEARS M WHITE PLA PLAGEBO UsA 2007-11-23
4 Actu 12 1983-01-27 27| YEARS M WHITE NIC15 NICARDIPINE ... USA 2008-04-22
M4 sex i 13 1981-01-26 20| YEARS M ASIAN NIC1S NICARDIPINE ... USA 2009-05-31
(14 Rrace ) 14 1980-01-07 20 YEARS M WHITE NIC15 NICARDIFINE ... USA 2008-04-05
M4 ETHNIC o 15 1980-11-27 20 YEARS M WHITE NIC15 NICARDIPINE ... USA 2009-02-24
V)& ARMCD 16 1981-01-16 28| YEARS M WHITE PLA PLAGEBO usA 2008-08-07
W& 2RM 17 1085-02-12 24 YEARS M WHITE NIC15 NICARDIPINE ... USA 2008-03-18
714 COUNTRY = 18 1985-06-01 24| YEARS M WHITE PLA PLACEBO Usa 2008-11-06
----- 18 1981-10-20 28 YEARS M WHITE PLA PLACEBO usA 2009-01-24
i L 20 1990-08-08 19| YEARS M WHITE NIC15 NICARDIPINE ... USA 2008-10-24
Name AGE F 21 1983-02-02 26 YEARS M WHITE PLA PLAGEBO UsA 2008-10-14
Label Age 2 1981-03-02 28 YEARS M WHITE NIC15 NICARDIPINE ... USA 2008-03-28
Length 8 H 23 1681-03-03 28| YEARS M WHITE PLA PLACEBO USA 2008-11-12
Type num 24 1991-01-07 19 YEARS M WHITE PLA PLACEBO usA 2009-02-20
Format r 25 1981-01-07 20 YEARS M WHITE NIC15 NICARDIPINE ... USA 2008-06-11
Infarmat
vamum 1
Sorted By 0 L] “ 1 [
Rows: 902 Filtered rows: 25 Columns: 20 Selected row: 0

4.6 Copying Files from the Repository to the Workspace

The SAS Clinical Trial Data Transparency application consists of two primary locations for files (tabs)
(Figure 71):

e Repository: This is where master copies of files and programs are stored.
e Workspace: This is where you store working copies of files, programs, and results.

Note: Files and SAS data sets must be present in the Workspace to enable programs to
read them.

Figure 71: Repository and Workspace Tabs

|
hrd * | B Rﬂpusituryi * |2 workspace |
. | — - |
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1. To copy files from the repository to your workspace, locate the folder(s) in the repository tree, right-
click on it (them), and select Get Latest Version (Figure 72).

Figure 72: Get Latest or Specific Version
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Yersion History
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2. The folders and files are copied to your personal workspace. Navigate to the Workspace tab (Figure
73).

Figure 73: Workspace Tab

SAS ® Clinical Trial Data Transparency

Wiey Tools Administration Help

i% Dashboard *

Bl = i F & d&s 2@

B Repository *

Q Workspace *

E [ictoT
v[2 workspace O Name Size Date Modified Rep
vl cToT M 4BCP-G5890 May 20, 2014 0147 P...
>l ~BCP-B5230 B ACME-12345 Way 20, 2014 01:47 P
>l ACME-12345 B sCME-12987 May 20, 2014 01:47 ...
> [ ACME-12957 B CTOTRP-12345 May 20, 2014 01:47 P
-] | CTRTRR 12845 B Fies May 20, 2014 0147 F...

>l Files

3. Within Workspace, you can:

Create new files.

Save SAS programs.

Review results.

Check in (add) files to your research project area in the Repository when you complete your
work.

e. Copy files to the exports folder for your research project, for removal from the application. For
details on exports, see section 6.2 Exports.

oo oo

4.7 Running SAS

This section provides information to enable you to run SAS within the SAS Clinical Trial Data
Transparency Repository. SAS programs are run within a SAS Session.

Use one of the following methods to open a SAS Session:

e From the Menu Bar, click Tools -> SAS Session to open a SAS session with an empty Editor window.
-Or

e Right-click and select Open, or double-click on an existing SAS program in the Workspace tab.
Note: SAS is not executed from the Repository tab.

Write a new SAS program in an empty Editor window, or modify an existing SAS program that you
opened. Click the Submit icon on the tool bar to7 run the program in the active Editor window and
review the log within the Log window. A section of code can be run by highlighting it first and clicking
the Submit icon.
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Important Workspace Concept: If you have not already done so, copy the files needed in your program
from the Repository to the Workspace. (See section 4.6 Copying Files from the Repository to the
Workspace.) These files must be referenced in your program by prepending all paths with the special
SAS macro variable & SASWS_ (Figure 74). This provides SAS with the physical location of your
personal Workspace.

Tip:  To ensure the correct path, click the Workspace tab and navigate to the file needed in your
program. Highlight the full path displayed just under the tool bar, and then copy and paste it
into your program. Insert the special macro variable & SASWS_ in front of the path.

Figure 74: SAS Session Tab

e T T T — - ~ — ]
SAS® Clinical Trial Data Transparency
Wigw  Tools  Administraion  Help Log Off
im D d *| B Repository * | [ * | 2 SAS Session 1: myprogram.sas* ¥
- A~ - [ 1] = =
*EHERD F 3 = Default += 2 Session Status: IDLE @
Editars myprogram.sas®
P 1 libname testlib "& SASWS /CTDT/ACME-12987/Files/hnalysis Ready Datasets/SAS analysis":
Qutputs
Listing
Libraties — ——— ey
Log
100 35 FEUGEIRL ) srunquit; =
101 38 proc scaproc; write; rum;
102
. 103 NOTE: PROCEDURE SCAPROC used (Total process time):
p | 104 real time 0.02 seconds
"1 105 cpu time 0.00 seconds
106
107
108 37 options nonotes;
109 33
110
111
11z * Zubmission End: myprogram.sas®
113« May 20 2014, 17:49:44 GNT -
114 2
115 L
[«] I > T
Errors: 0 Warnings: 0
Action Status User  TestResearcher

SAS sessions support multiple Editor windows. This enables you to have more than one program open
at a time. Use one of the following techniques to open additional Editor windows in your SAS Session:

e Click the Open icon on the tool bar to open an existing SAS program from the Workspace.
e C(Click the New icon on the tool bar to open an empty Editor window.
e Create an empty new program in the Workspace and then open it in a SAS Session.

e From the Workspace tab, navigate to the folder in which you want to create a new program.
e Click the New icon.

e Select SAS Program from the folder where you want the program to be saved (Figure 75).

e Open the new empty program in a SAS session.

01-DEC-2017 MSE_Clinical_Trial_Data_Transparency_Users_Guide_6.0.docx Page 47 of 78

The information contained in this document is considered confidential and covered under the terms of any SAS agreements as executed by
Clinical Trial Data Transparency Multi-Sponsor Environment and SAS Institute Inc.




Multi-Sponsor Environment: SAS CTDT User Guide SAS® Clinical Trial Data Transparency Repository

Figure 75: New -> SAS Program

SAS ® Clinical Trial Data Tran:

W ey Tools Administration He

i%y Dashboard ~

B Repository ~

Ciw

)= o by AME-
B Folder
{8} Jah

[3d sAs Program
— VIl CT01

» [l ABCP-65830
> ACME-12345

The additional items in the left-hand pane of the SAS Session window provide the following
functionality:

Inputs
Outputs
Listing: Displays output produced by your program.

Libraries: Lists all libraries defined in your SAS Session. You can navigate them to open and view SAS
data sets available to your program.

Once you have your program running to your satisfaction, save it by following these steps:

1.
2.
3.
4.

Click the Save or Save As icon on the tool bar
Navigate to the location in your Workspace where you want to save your program.
Supply a name for your program.

Click Save.

Note: If you eventually plan to check your program into your research area in the Repository, save the

program to a corresponding directory in your Workspace. For example, perform a Get
Version on the programs directory of your research area. This places the necessary folder
structure in your Workspace. Then, save your program to the programs directory in your
Workspace. It is now in the correct location for use with the Check In feature. (See the SAS
Clinical Trial Data Transparency Repository User Guide for more details.) The log and listing
windows can be saved in the same manner.

Note: Referto the Chapter 20 of the SAS Clinical Trial Data Transparency Repository User Guide for

more details.
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4.8 Producing Graphical Results
Using SAS Output Delivery System (ODS), you can produce graphical results.

Note: Referto Chapter 20 of the SAS Clinical Trial Data Transparency Repository User Guide for SAS
programming details.

Using the same sample program, Figure 76 shows an example of sending your results to both the Listing
tab of the SAS Session and to a PDF file.

Figure 76: Sending Results to Other Locations

ods PDF file="& SASWS FCTDT/CTDT RP-12345/Filesfoutput”

-

&
3
4
5 proc means data=testlib. AR
6 rum:
7

g

ods PDF close;

The SAS Output Delivery System (ODS) provides instructions to SAS for producing a variety of different
formats of output, such as PDF, RTF, and HTML. In this example, all output produced by steps up to the
ods PDF close; statement are sent to a PDF file (Figure 77).

Note: For more details, access the SAS® 9.3 Output Delivery System: User's Guide, Second Edition, from

Support.SAS.com.
Figure 77: PDF Output
The SAS System 06:56 Monday, March 25, 2013 1
The MEANS Procedure
Variable Label N Mean Std Dev | Minimum | Maximum
AEENDT | End date 1739 18649.48 | 121.4352587 18444.00 19158.00
AEENTM | End time 0 . . . .
AELLTCD | MedDRA lower level term code 2423 | 10029998.78 19062.98 | 1000008100 | 10072131.00
AESEQ Sequence number 2423 9541.33 2089.11 | 101.0000000 10029,00
AESTDT | Start date 2423 18622.95 | 117.8843183 18444.00 18861.00
AESTTM | Start time 0 . . . .
SUBJID Subject ID 2423 245578 | 273.6774321 2000.00 2958.00
TRTCD Randomized treatment code 2409 | 40967206 | 1.9635871 | 1.0000000 | 7.0000000
ATRTCD | Actual treatment code 2409 | 4.0967206 | 1.9635871 | 1.0000000 | 7.0000000
AGE Age in years 2267 | 74.2434936 | 7.8399027 | 52.0000000 | 88.0000000
AEPTCD | MedDRA preferred term dictionary code{ 2423 | 10028066.98 17903.94 | 10000059.00 | 10072713.00
AESOCCD | MedDRA system organ class code 2423 | 1002305536 882721 | 10005329.00 | 10047065 00
AETRTIST | Time from first dose to start of event 2350 | 174.4846809 | 115.4103548 1.0000000 | 403.0000000
AETRTST | Time from last dose to start of event 2030 | 23.4152709 | 33.5480089 1.0000000 | 297.0000000
AEDUR Duration of event 1739 | 39.3421507 | 697156704 [ 1.0000000 | 460.0000000
ATTYPECD | Time in relation to treatment - code 2423 | 49.8926950 | 4.1230105 | 30.0000000 | 60.0000000
AEACTSDY | Actual study day of start of event 2409 | 170.0298879 | 117.4068936 | -14.0000000 | 403.0000000
eyetped Study eye code 761 | 1.3534823 | 0.4783652 | 1.0000000 | 2.0000000
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5 UsingR

5.1 Overview

This section provides information on transferring (or downloading) files from the SAS Clinical Trial Data
Transparency Repository to your working area on the Research Environment so you can use them in R. It
also describes the R packages that are available and how additional R packages can be imported and
used.

The general concept is:

e Retrieve files from the SAS Clinical Trial Data Transparency Repository and copy them to your My
Documents folder.

e Run R programs on the relevant files. A number of R packages are provided. (See Figure 81).

e Import and use other R packages by saving them to a folder in your My Documents folder. (See
Figure 81).

e Upload files and results back to your SAS Clinical Trial Data Transparency research area.

e Move files to the exports folder in your research area to export them from the Research
Environment (see section 5.4 Transferring Results for Export).

5.2 Retrieving Files for Use

1. Once in the Research Environment, use your SAS Clinical Trial Data Transparency system account to
access the data in the SAS Clinical Trial Data Transparency Repository (see section 4.1 Logging on).

2. Navigate to the R files you wish to use.

3. Right-click the folder(s) and select Download (Figure 78).
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Figure 78: Download
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4. Navigate to your My Documents folder (in the Research Environment) and select the desired folder
within this area (Figure 79).

Figure 79: Select Location

ﬁ' Select location for download by sddglass.ondemand.sas.com I
Save in: I °| My Documents j G ? |
Mame = | v| Dake modified | -| Type | v|

R 213/2013 7:23PM  File folder
| Rhistory 2/132013 4133 M RHISTORY File

4| | i

I Save

Ir_analysis_dataset j

| Files =

Warning: This File may be an executable program or contain malicious content, use caution
before saving or opening.

File narne:

Save az type: Catcel

5. Select Save. The files are now saved to the location specified.

Note: If folders (rather than files) are selected in SAS Clinical Trial Data Transparency for
download (Figure 80), a ZIP file containing the files from the selected folders is

downloaded. Expand the ZIP file to begin using them with R.

Figure 80: Save Location

1 / Include + & FTP Upload = E A Unzip and Install y “. 7% Delete
"I Filter == &% Burn CD/DYD £ Unzip Options ~ ’ %c Renarne
Add Attach to 1-Click  Unzip Open | Select .
Files Encrypt E-rnail = (K. CorvertZip File | Upgip - Unzip Entire WinZip File | yaith » - I Mews Folder
Campress Send Decampress “Wiewy Editing
Falders in WinZip File b4 o | Mame | Type | Modified | Size | Ratio | Packed | -
] i i | blind_info.csy 5V File Z{2512013 9:14 AM 860 S6% 375
| ranibini_nfo.cse SV File 2j25(2013 9114 AM 5,368 67% 1,745
] visit,csv 5V File 2025{2013 9:14 AM 646,362 92% 52,201
B p_irFa.csy SV File 2/25{2013 9:14 AM 687 S1% 340
5!1 3., sy Y File 2025/2013 9:14 &M 1,125,168 E5% 172,917
] lab_info.csv C5Y File 2/25{2013 9114 AM 3,070 67% 1,028
] pop.csv SV File 2025{2013 9114 AM 147,468 92% 11,753
] vsanal.csv SV File ZIFSIE01E 14 AW 24,107,... 95% 1,285,...
sﬂ ranibinj.csv 3 File 212512013 9:14 AM 55,431,... 99% 586,629
st.] vsanal_info.csy 5V File 22502015 9:14 AM 2,002  63% 746
& ecq.csv SV File 2/25{2013 9114 AM 627,966 B9% 66,913
5!1 etdrsva,csy 5V File Z{2512013 9:14 AM 13,459,... 96% 515,410
] trt csv C5Y File 2j25/2013 9114 AM 53,999 £/% 6,936 -
] pop_infa,csv 5V File 2025{2013 9:14 AM 1,272 BE% 437
st] mstone_info.csw  CSY File 212502015 9:14 AM 06 S7% 350
5!1 demao_info.csy Y File 2025/2013 9:14 &M 1,995 59% 811
] ioprs.csv C5Y File ZfZEiZ013 914 AM 3,937,859 05% 212,360
] ecg_nfo.csv SV File 2025{2013 9114 AM 2,095 E4% 757
sl] dema.csy C5Y File 2{25/2013 9:14 AM 338,388 92% 28,225 LI
Folder: r_analysis_dataset |Tatal 2 files, 162,421K6 00 A |

6. Note the path to these files in order to use them in R and RStudio.
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5.3 Using R and RStudio

5.3.1 Overview

Using R and RStudio in the Research Environment is very similar to using R on your local PC. R (console)
32-bit and 64-bit versions (version 2.15.2) and RStudio 64-bit (version 2.15.2) are provided. Figure 81
shows an example of the package list from R Studio within SAS Clinical Trial Data Transparency.

Note: Your installation may include later versions of packages and/or additional base packages.
Additional R packages can be imported as described in section 5.3.2 Importing Additional R
Packages. Also, some packages do not run without additional software on the Research
Environment server. Contact SAS Technical Support with any software issues as follows:

0 Email: CTDTsupport@sas.com
O URL: http://support.sas.com/ctx/supportform/index.jsp
0 North America: Call 919-677-8008

Figure 81: R Studio List of R Packages

Files Plots Packages Help Viewer
Install Packages @ Check for Updates
[T ahind Combine rmulti-dirmensional arrays 1.4-0 4
Data &nalysis Using Regression and ) |
Ll am Fultilewvel/Hierarchical bodels LI-03
Calculate Power Utilizing Asymptotic 2013.3-
I asypow Likelihaod Ratio Methods 1
[T basefidenc Tools for basefd encoding 0.1-1
™ BatchExperiments Statlsthl expetiments on batch 11
SECNTpEnment computing clusters,
[T Batchlohs Batch cormputing with R, 12
Bayesian Inference for )
[ bayesm MarketingMicro-econometrics 2
Bayesian Survival Regression with
T bayesSure Flexible Error and Randaom Effects 211
Distributions
™ BEmisc Mlscellaneaus helper functions for B L6
E— Bischl.
™ bhrmle Tu:u;uls fqr general mazirmum likelihood 1015
- estimation
[T hitops Bitwise Operations L.0-6
™ boot I?l:n:utsltrafu Fl..mEtu:uﬂs ioriginally by 13-9 |
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5.3.2 Importing Additional R Packages
Follow the steps below to add R packages that are not provided to the Research Environment.

1. Inthe Research Environment, open Windows Explorer and confirm that the Library folder exists in
your My Documents folder. If the folder does not exist, create the folder.

e The library path can be confirmed using the . IibPaths() command in the R console. The
paths should include the user’s local library directory and the shared system level library as in
Figure 82.
Figure 82: R LIBPATHS

= . 1ibPathsd

[1] "D:/Users/mseltxr DocumentsTibrary”
[2] "C:/Program Files /R/R-3.0.2/1ibrary"
-

2. Import R packages to SAS Clinical Trial Data Transparency using the Import function (see 6.1
Imports).

3. Download the package from the SAS Clinical Trial Data Transparency imports folder using the
following steps:

a. Navigate to the imports folder in the SAS Clinical Trial Data Transparency Repository and
download the appropriate file(s) to a folder in your My Documents folder in the Research
Environment. (For example, you could name this folder newpackages).

b. Open R from the Research Environment desktop and execute the following command:

install _packages(“[local file reference]”, repos=NULL,
lib=_libPathsQ[11)

This command installs the package(s) in the referenced ZIP file in the local path.
The following example installs the survival package when the package has been placed in the My
Documents/newpackages folder:

install .packages(“d:/users/user ID/documents/newpackages/survival_2.37-
4_zip”, repos=NULL, lib=.libPathsQI[1])

c. The installation of the module can be confirmed by using the commands:
installed.packages() and/or require (packagename).
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5.3.3 Accessing R
To access R, double-click the R icon on the desktop of the Research Environment (Figure 83).

Figure 83: R Desktop Icon

%, mseD6aw.vsp.sas.com - REMW
— -
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The R startup screen appears (Figure 84).

Figure 84: R Startup Screen

| RGui (64-bit)
Fil=: Edit Wiew Misc Packages

S
~ R Console [_[O] %]

-

Windows Help

R wversion 3.0.2 (2013-09-25) —-- "Frishee Zailing™
Copyright (C) 2013 The R Foundation for Statistical Computing
Placform: x86_64-wedt-mingw3zZ/x64 (64-bit)

R iz free software and comes with ABIOLUTELY MO WARRANTY.
You are welcome to redistribute it under certain conditions.
Type 'license()' or 'licence()' for distribution details.

MNatural language support but running in an English locale
R iz & collskhorative project with many contributors.
Type 'contrikbutors()' for more information and
'citation()' on how to cite R or R packages in publications.
Type 'demo()' for some demos, 'help()' for on-line help, or
'help.start()' for an HTML browser interface to help.

Type 'o()' to gquit R.

> |
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5.3.4 Accessing RStudio
To access RStudio, double-click the RStudio icon in the Research Environment (Figure 85).

Figure 85: RStudio Desktop Icon

B, mse06aw.vsp.sas.com - Remote Desktop Connection NN
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The RStudio startup screen appears (Figure 86).
Figure 86: RStudio Startup Screen
T rstudio = |0O0] =
File Edit Code Wiew Plobs Session Buld Debug Tools Help
Q| =~ K Project: [MNaneg] -
Console -/ Environment = History |
. - P =5 _A*Impaort Dataset= ‘\}/CIear ‘—" List=
R wversion 3.0.2 (2013-09-25) -- "Frishee sailing" = H “
copyright (C) 2013 The R Foundation for statistical computing ) Global Environment -
Platform: x86_64-wid -mingw32,/x64 (6d-hbit)
R is free software and comes with ABSOLUTELY MO WARRANTY. Erwironment is ernpty
vou are welcome to redistribute it under certain conditions. P
Type 'Ticensef)’ or 'Ticence()’ for distribution details.
R s a collaborative project with many contributors.
Type 'contributors()’ for more information and
‘citation{)’ on how to cite R or R packages in publications.
Type 'demo()’ for some demos, 'help(d' for on-1ine help, or
‘help.start()' for an HTML browser interface to help.
Type 'g¢)' to guit R.
Files Plots Packages Help Viewer -
> 5
@l Install Packages | (@ Check for Updates
[ abind Carmbine multi-dimensional arrays 14-0 =
Data Analysis Using Regression and .
L am Multilewel/Hierarchical Models L
Calculate Powver Utilizing &symptotic 2013.9-
™ asypow Likelihood Ratic Methods 1
[T basefidenc Tools for based4 encoding 0.1-1
™ BatchExperirnents Statistic_al expetiments on batch 11
STClErpENmEns computing clusters,
[T Batchlobs Batch computing with R, 1z
Bayesian Inference for R
™ bayesm Marketing/Micro-econoretrics 25
Bayesian Survival Regression with
[T bayesSurs Flexible Errar and Randarm Effects 211
Distributions
. Miscellaneous helper functions for B,
[ EBrmisc Bischl. 16
m s Top\s fqr general maximum likelihood 1016
— estimation
[T bitops Bitwise Operations 10-6
Dot ?ootsltraf Funstiozs {ariginally by 13.9 LI

Figure 87 shows an example of reading in a CSV file saved locally:

Figure 87: Locally Saved CSV File

sep=",

> AE <- read.table("C:/users/)
, header=TRUE]

Joocuments,/r_analysis_dataset ae_small.csv”,

This opens the RStudio view with browsing ability (Figure 88).

Figure 88: RStudio View
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5.4 Transferring Results for Export

Results or files saved to your My Documents folder are not immediately available to export from the
Research Environment. You must upload the files into the SAS Clinical Trial Data Transparency
Repository and then queue them for export.

1. Consider zipping the files before transferring them to SAS Clinical Trial Data Transparency.

2. Open the SAS Clinical Trial Data Transparency Repository and navigate to the desired exports folder.
(See section 4.1 Logging on.) Figure 89 shows the exports folder of a research area named CTDT RP-
12345.

Figure 89: Exports Folder

SAS ® Clinical Trial Data Transparency

Wiewy Toaols Adrministration Help

i%y Dashboard * | B Repository * | [ Workspace * |
[* e [T amea &

[& [/cTOTICTDT RP-12345/Filesimmorts

b
i,

B[O 26

v§§ cToT [ Mame Size Modil
FE Files B readmetd 49 Syste
» B ABCP-G5580
» B ACME-12345
» B ACME-12937
v B cTDT RP-12345
v 8 Files
» [l exports
[ 2 imports
> other
» Il output
>l programs
> to_ve
> Users

M i
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3. Click the Upload toolbar EEI "icon and select Upload Files.

4. Select the file(s) from the location where they are saved.

5. Ascreen appears to transfer the files to the SAS Clinical Trial Data Transparency Repository (Figure

90). Select Upload.

Note: You do not need to version the files.

Figure 90: Upload Files

Upload Files x
Comment:
Add: Yersion type for selected rowes: | bajor
Hame Location ZI Enable Yersio Yersion
test r_resultz.rlog.td ICTOTICTDT RP-12345/Filesiexports E] 1.0
Existing: Yersion type for selected rowes: | bajor
Hame Location Current V... Yersion
“ Upload I Cancel
s
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6. The file or files are displayed in the exports folder (Figure 91). At this point, you are ready to queue
an export from the Research Environment. For more details, see section 6 Importing and Exporting.

Figure 91: Contents of Exports Folder

SAS ® Clinical Trial Data Transparency

view  Tools  Administration  Help

i Dashboard * | B Repository * | [d workspace *

4 i [T A A wm ek e oR-DN 26 Jol - |

[& [/CTOTICTOT RP-12345(Filesfenparts

v cor [ Name Size Modified By Date Modified Signed  RepositoryVersion vork]
> E Files =) | readme td 49 _Systern User Mz 4 20140333 P

1.0
b@ ABCP-65880 E test_r_results g td 0 TestResearcher hiay 20, 2014 01:58 P 10 I
» B ACME-12345

» B AcmE-12987
v B cToTRP-12345
v B Fies
v. exporis
> irmports
». other
» il output

=l programs
o

Note: There are several rules regulating what can and cannot be exported from the Research
Environment. If any files for export do not meet these rules or criteria, your export request
requires approval before downloading to your computer. For details, see section 6 Importing
and Exporting. Every sponsor company involved in your research is required to grant approval.
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6 Importing and Exporting

To import or export files to or from your research project, you must use the SAS Clinical Trial Data
Transparency system.

1. If not already connected, access the SAS Clinical Trial Data Transparency Portal at
https://mseportal.ondemand.sas.com/ctdt/

2. Onthe logon screen, enter your SAS Clinical Trial Data Transparency system User ID (or user name)

and Password (Figure 92).

Figure 92: SAS® Clinical Trial Data Transparency Portal Logon

‘ SAS® Clinical Trial Data Transparency Portal

|
Login

UserlD: j|
Password:

|

3. The SAS Clinical Trial Data Transparency Portal opens (Figure 93).

Figure 93: SAS® Clinical Trial Data Transparency Portal after Logon

SAS® Clinical Trial Data Transparency Portal User: TestRescarcher  Help  Log Off

Home | CTDT Options | Forum

Options: v
Announcements: Your Access / Support Information
Subject #Docs  Important? Account Status Account Created (\/iew)
None Research Project / Area @ CTDT RP-12345
e + ABC Pharma
Related Sponsor Companies s
SAS Support @ http/isupport sas com/techsup/contacts
SAS Support Site/Customer Number @ 70166102
ABC Pharma Support © Main support contact - 1122123 (phone) or someemail@company.com (email

ACME Support © Main support contact (shown in wekcome email) - 1123123 phone) or somesmail@company.com

6.1 Imports

6.1.1 Adding / Starting a Request

1. After logging on to the SAS® Clinical Trial Data Transparency Portal, select the CTDT Options tab
(Figure 94).
Figure 94: CTDT Options Tab

Sections: | CTOT Options Home ¥ Dptiu::-ns:l ¥ I
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Select Imports: Show List.
Note: The Home -> Options dropdown also allows direct access to options.

To initiate an import, do one of the following:

e Click the Add button g on the far right-hand side of the screen.
-Or
e From the Home tab > Options dropdown menu (Figure 95), select Imports: Add Request.

Figure 95: Imports Section

Sections: | Imports ¥ Dptinns:z

Enter a description (required) of the import request. To import files you have previously imported,
choose the Overwrite / Version Existing option to ensure the files replace existing ones in the
Research Environment (specifically the relevant SAS Clinical Trial Data Transparency imports folder)

(Figure 96).

Figure 96: Add Import

Add Import Request
Files are added for import processing after add of the request.
User: * Test Researcher

Mode: : | | ~ O

Reascn for Import:

5. Click Add (Figure 96).
6. The detail view appears (Figure 97) with the following options, allowing you to make required
updates:
e The Import Request pane on the left-hand side of the screen displays the following:
O The details entered on the previous screen including ID, User, and Summary / Details.
0 The Status field shows your import request is automatically approved to start.
0 The Deleted? check box is blank. This field is used for mistakenly added requests. Check this
box to delete the request. The request then appears with the strikethrough text in your SAS
Clinical Trial Data Transparency imports list.
e The History of the import appears at the bottom of the screen.
e The Attached Files pane on the right-hand side of the screen displays a list of the files you
intend to import with two links at the top:
O Add Files: allows you to add files to your Import Request.
0 Manage Import Settings: allow you to define specific settings related to the import of your
files. (Note: As shown in Figure 97, settings can be copied and applied to multiple files.)
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7. Select Attach File(s) (Figure 97).

Figure 97: Detail View

Home CTDT Options Forum
Sections: | Imports | Options: v

CTDT Home:» Import Lists» View Import Request #179

Import Request Workfiow:
D 179 v Added
User: Researcher, Test [LRES] 3
rosntarmt <[ Altach File(s) @
P i
Mode: * [ Overwrite | Version Existing ¥ Start Import Run @
Status: +[Approved to Start__ ¥ i
Deleted Import Processed @
Revision 2
Last Modified By:  Researcher, Test [LRES] Attached Files:
Last Wiodified Date:  18-MAR-15 14:30:38 EDT | Manage Import Settings
File Date Settings? Comments
Comments None
A
s
History:
Revision Status Modified By Modified Date Comments
Approved to Start er, Test [LRES] 18-MAR-15 14:30:38 stetus automatically updated

MNew

cher, Test [LRES]

8. Adialog appears for browsing and selecting a file and the target location for the imported file in SAS
Clinical Trial Data Transparency (Figure 98).

Select Browse and navigate to the desired file.

Select the file and click the Open button.

The file name appears in the File: text box. Select a target location from the drop-down list of
research areas to which you have access.

If you have defined settings for another file in this Import Request (using the Manage Import
Settings selection), you can select Copy Import Settings From: to apply the same settings to the
current file.

Click Attach to add the selected file to the import request. The File: text box is cleared when the
upload is complete.

Click Browse: again to add an additional file.

Figure 98: Add File(s)

Attach File(s)
Back to Import Request
Import Reguest |D: 179
File: *| Choose File | Nofile chosen
Select Target Location for Import: * | ICTDTICTDT RP-12345/Filesfimports ¥ Li ]
Or, Copy Import Settings From: v
Comment:
e
Aftach
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9. Click Back to Import Request. The files you selected are listed (Figure 99).

Figure 99: Attached Files

Attached Files:

Attach File(s) | Manage Import Settings

File Date Settings ¥ Comments

toctd et 1B-MAR-15 14:32:26 EDT

o Resesrcher, Test [LRES] v X

Note: Your files have not been imported to the relevant SAS Clinical Trial Data
Transparency imports folder at this point. They have only been attached to the
Import Request. The next two sections cover the final steps in the import process.

6.1.2 Managing Import Settings

The default settings for imported files are to enable versioning when the files are imported into SAS
Clinical Trial Data Transparency, and if importing a ZIP file, not to unzip it. If these settings are
acceptable, skip to section 6.1.3 Starting the Import to start your import. Otherwise, to change these
settings, or alter other previous settings, do the following:

1. Select the Manage Import Settings link (Figure 100).

Figure 100: Manage Import Settings Link

Attached Files:
Attach File(s) || Mamage Import Settings
File Date

2. Alist of files and their import settings are displayed (Figure 101). Select the Modify link.

Figure 101: Manage Import Settings Screen

Attached Files:

File Unzip? Version It? Path To Comments

v JCTDTICTOT RP-12345/Filesimports ~or

3. The Modify screen appears (Figure 102). Select a research area from the drop-down menu and
select Continue.

Note: Make sure you select a research area and not a study. Files can only be imported
into the imports folder of a research area.

Figure 102: Modify

Modify
10: 179
File: testl.txt
Comment:
A
Project: (choose a project where you have rights to add content)
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4. Select a folder from the dropdown menu and select Continue (Figure 103).

Figure 103: Select Folder

Modify
1T 179
File: testl.txt
Comment:
A
Project: * | CTDT RP-12345 ¥ |{choose a project where you have rights to add content)

Note: Only the imports folder of the selected research area is available. You can move files
to other locations in the research area after this import is complete.

5. Final confirmation appears for the settings (Figure 104). Select one, both, or neither of the following
options:

e Unzip - If selected, the uploaded file is a ZIP file that expands (unzips) as part of the import
process. The files are placed in the imports folder. If the ZIP file contains a folder structure, that
structure is created under the imports folder.

e Version it - If selected, and the file uploaded already exists in the imports folder, a new version
of the file is created. If the file does not exist in the imports folder, the file is indicated as a 1.0
version in SAS Clinical Trial Data Transparency.

6. Select Update (Figure 104).

Figure 104: Update

Modify
10 179
File: testd.txt
Comment:
A

Project: CTDT RP-12345
Folder: ICTDT/CTDT RP-12345/Files/imports
Unzip: < O
“fersicn It <+ O

s || coce

7. Your settings are displayed in the summary table. If you have multiple files and want the same
settings to be used for all of them, use Copy to All to copy settings for all files (Figure 105).

Figure 105: Copy to All

Attached Files:

File unzip? Version It? Path To Comments

v ICTDTICTDT RP-12245/Filesfimports ::\=
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8. Select the previous item in the breadcrumb trail at the upper right to return to the Import Request
Screen.

6.1.3 Starting the Import

1. From the Import Request screen, go to the bottom of the Import Request box

2. Select the Start Import Run button (Figure 106).

Figure 106: Start Import Run

3. A confirmation appears. Select Yes to place your import in the queue to run.
4. Once the import completes (within a few minutes), a refresh of the screen (Figure 107) shows that:

e The Import Request status has changed to Import Processed.
e Animport summary file is attached to the request.
e Animport summary appears in the History panel.

Figure 107: Import Summary

Import Request: Workflow:
10; 179 v Added
User: Researcher, Test [LRES]

My test import

v Attach File(s) @

Reason for Import: *

<

Mode: * | Overwrite / \ersion Existing

v Start Import Run @

Status.

Deleted: v Import Processed @

Revision: 5

LastModified By: ~ Researcher, Test [LRES] Attached Files:

Last Modified Date:  18-MAR-15 14:35:57 EDT (currently status dictates no more files can be attached)

File Date Seffings?  Comments

Comments: ToT P16 181 143557 EDT It surmary: Processed = 1 Fies inporid =
- - 18:1AR15 14:32:26 EDT v
Start Import Run = Researcner, Taxt[LRES]
History:
Revision status Modified By Modified Date Comments
5 Import Processed Researcher, Test [LRES] 1B-MAR-15 14:35:57 Import summary. Frocessed = 1 : Files Imported = 1 : ErrorsFailed = 0

Test[LRES]
Re: Test[LRES]
Test[LRES]

import
file aca

status automatically updated

5. Your files are now available in the SAS Clinical Trial Data Transparency Repository (in the imports
folder of the location specified). Log on to the Research Environment to work with them.

Note: Once animport request is run, no more files can be added to the request. A new
request must be created to import more files.
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6.2 Exports

6.2.1 Adding a Request

1. After logging on to the SAS Clinical Trial Data Transparency Portal, select the CTDT Options tab
(Figure 108).

Figure 108: Imports / Exports Tab

Home

=

CTDT Options

2. Select Exports.
3. To initiate an export request, do one of the following:
e Select the Add button on the far right hand side of the screen.
-Or
e From the Home tab > Options dropdown menu (Figure 109), select Exports: Add Request.

Figure 109: Exports Section

i Options:

4. Enter the details for the Export Request (all fields are required) (Figure 110).

al

Figure 110: Add Export Request

Add Export Request
Update of settings for the export occurs after add of the request.
User: * Test Researcher
Select Source Location for Export: * [ICTDTICTDT RP-12245/Fileslexports v | @
Start Run Mow: v O
Mode: * v |0
Reason for Export:
A
Note: The Mode selection enables you to export only the most current version of a file or

to export all versions. (See the SAS Clinical Trial Data Transparency Repository User
Guide for more information on file versions.) Generally, selecting Full — All File
Versions is appropriate.

If... Then...

The Start Run Now option is available to run
the export, and you do not need to modify the
settings for the export.

Go to section 6.2.2 Starting the Export from the
Add Export Request Screen to start the export
processing.
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If... Then...
You need to review or modify the Export Detail | 1- Unc.heck the Start Run Now box if it is
Screen or the Start Run Now option is not available.
available. 2. Click Add.
3. Goto section 6.2.3 Export Detail Screen to

make the necessary modifications.

6.2.2 Starting the Export from the Add Export Request Screen

1. Leave the Start Run Now check box selected and click the Add button (Figure 110). The Export List
appears, showing the status of export request run as in progress.

2. If the export has a status of Approved for View, a download icon appears next to the export list
when the export run finishes (Figure 111). Select the download icon.

Figure 111: Export List Screen with Download Icon

L5

3. Enter your user ID (or username) and password to download the resulting export file.

6.2.3 Updating the Export Detail Screen

1. Access the Export Detail Screen using one of these two methods:

e Click Add on a new request after deselecting the Start Run Now check box.

-Or

e Click the Reason for Export hyperlink from the Export List screen line for the desired export

request.

2. The Export Request detail screen appears. Make any necessary updates to the following options

before starting the export process (Figure 112):

e The Export pane on the left-hand side of the screen displays the details entered on the Add

Export Request screen.

0 The Status is automatically assigned as Approved to Start.

0 The Deleted? check box is blank. This field is used for mistakenly added requests. Check this
box to delete the request. The request then appears with the strikethrough text in your SAS
Clinical Trial Data Transparency exports list.

e A History of the export appears at the bottom of the page.

e The Export Paths panel enables you to update or add folders from which to export within the
SAS Clinical Trial Data Transparency Repository.

e Comments allows you to enter comments about the export request (for example, during

approval steps by sponsor companies).
e Generated Exports displays your exports.
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Figure 112: Export Request Detail Screen

Export Request Viorklion:
in a1 + Added
User Researcher, Test [LRLS]
: : Eupen Start Export Run @
Riensan far Expor
o i e Expart Craated / Download Generated Export @

Ewport Soarce Location(s):
Uipeinte | Add

DTICTOT RP-1ZM5T Rsieipons
Hesearcher, Test [LRES]

fr 1B-MAR-15 14:48:48 EOT

Generated Exports:

fila D Comments

Hone

Hslony

Ravision Hatus Comments

Approved 1o Stan

Hew

Hew

3.
If... Then...
You want to modify one of fields in the Export Make the desired modifications, then click
Request panel. Update Request.
You are exporting files from only the location Skip to section 6.2.5 Starting the Export to start
selected when creating the request. the export processing.
You want to modify your export path(s) or Go to section 6.2.4 Updating Export Path(s)
settings. and Settings.

6.2.4 Updating Export Path(s) and Settings

1. Inthe Export Source Locations panel select Update / Add (Figure 113).
Figure 113: Export Paths Section

Export Source Location(s):

« ICTOT/CTDT RP-12345/Files/exports

2. Alist of folders and their export settings are displayed (Figure 114). To replace an existing folder
from which files are to be exported, first delete the existing folder by selecting the X.

Figure 114: Add / Edit Export Paths

Current Pathe: {1) Add Path | Folder

Fath Zip Hame [+ w
CTGTCTOT RE. 135F Raagpons P! 3
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3. Add anew folder (Figure 115):

a. Select aresearch area from the Project dropdown menu and click Continue.
b. Select a folder and click Continue.

Note: Inthe Research Environment, exports can only include files from research area exports folders
in the SAS Clinical Trial Data Transparency Repository. You must move all files desired for export
to a research area exports folder before running the export request.

Figure 115: Select Folder

Add Path / Folder

10 87
Project: CTDT RP-12345
Select Folder: *| /ICTOTICTOT RP-12345Filesiexports v | &

I Continue ] Reset

4. You can also enter a name for the resulting export file in the Name of Zip File field (Figure 116).

Note: The resulting export is a ZIP file. You can enter text for the file in the Name of Zip File field. This
text appears at the start of the resulting ZIP file name. If you do not include text in this field, the
name of the folder (exports) is used to name the file. The ZIP file name also includes the date
and time of the export, regardless of whether you have entered text into the Name of Zip File
field.

Figure 116: Name of Zip File

Add Path / Folder

1D a7

Project: CTDT RP-12345

Folder: ICTOT/ICTDT RP-12345/Files/exports
Mame of Zip File: MyMame

o
[res J o

5. Select Add (Figure 117).
6. The added or modified location appears in Current Paths (Figure 117).

Figure 117: Current Paths

Current Paths: (1) Add Path / Folder
Path Zip Name D 87

| /6TOTICTOT RP-12348 Fiksiexports MyHlame x Project . ¥
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7. Click the previous link in the breadcrumbs trail in the upper-right corner to return to the Export
Request Details screen.
6.2.5 Starting the Export from the Export Request Detail Screen

1. If you did not choose to start the export run from the Add Export Request screen, go to the bottom
of the Export Request box located on the Export Request Detail screen.

2. Select the Start Export Run button (Figure 118).

Figure 118: Status

7

| startExportR

3. When the verification screen appears, select Yes to place your export request in the queue for
processing.

e When the export finishes, the resulting ZIP file appears when the screen is refreshed. (Figure
119).

Figure 119: Attached Files / Generated Exports

Generated Exports:
File Date Comments

exports_18-MAR-15_18_44 34 zip 18-MAR-15 14:44:35 EDT Generated export, total files =8
- - - - System

e If your export request meets preset rules for export, the Status appears as Export Created /
Approved for View (Figure 120).

Figure 120: Export Created / Approved for View

Status: * | Export Created / Approved for View ¥
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4. Download the file by clicking the file link in the Generated Exports section (Figure 121). You are
required to re-enter your user ID and password to download the file.

Figure 121: Export Available to Download

Generated Exports:

File Date Comments
3 ts_10-0CT-14_14_02_30.zip 10-0CT-14 10:02:30 ECT Generated export, total files = 3
- e System

Note: If you receive an error message about needing approval to download after clicking
the file hyperlink, then your export request must go through an approval process. If
your export request does not meet the preset rules for export, a system
representative reviews your request and updates the Status based on the outcome.
You are notified of Status changes through email. When the Status is modified to
Export Created/Approved for View, you can download the export. If your request is
in review, an additional section appears that tracks each company’s approval or
denial (Figure 122):

Figure 122: Company Approval(s)

Company Approval(s):
Company Approval Status
ABC Pharma Approved
ACME Approved
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7 Online Help

Online help is available in the terminal server and in the SAS Clinical Trial Data Transparency Portal.

1. User Guide and other help is available at: http://support.sas.com.

2. From the Research Environment desktop, open the Help and User Guide folder (Figure 123).

Figure 123: Help and User Guide Desktop Icon

From the SAS Clinical Trial Data Transparency Portal, click Help at the top of the screen (Figure 124).
Figure 124: Help Link

User: Test Researcher Help Log Off

3. The Help screen displays guides and how-to videos (Figure 125). To access them, click View.

Note: QuickTime is the recommended media player to use when viewing the SAS Clinical
Trials Data Transparency how-to videos. Using the Windows Media Player to view
the videos hosted on the Clinical Trials Data Transparency Portal can sometimes
result in short (one second or less) distortions in the visual display during the
playback of some of the videos.

Figure 125: Help Screen

[ [ cror e | o | o

Help
Role: Lead Researcher
Type Name Description / Notes.

- + Updsated December 22nd, 2014
Document / User Guide Getting Started Guide + Use this guide to help with setting up your account, during the welcome email process. The main user guide also  View

includes these chapters.

7 , . + Updated December 22nd, 2014 ~
Document / User Guide User Guide - Main . Niain user guice for all users, e
Document / User Guide User Guide - CTDT Reposiory Full user guide on the GTDT Repository system. Seme sections of this are detailed in the main CTDT User Guide  View

+ Updsted June 11th, 2014
0 video Iniroguction o the Research Environment  + 2:49 (minutes) Durafion ew
+ Overview of the research environment and applications
+ Updated June 10th, 2014
’ § ’ + 3:28 (minutes) Duration
[ Clinical Trial Data Transparency Repostory | ooeriew of the Clnical Trial Data Transparency Repository few
+ Accessing projects and files
+ Downlead files to research server for R use
+ Updsted June 11th, 2014
Qv Cinical Trial Data Transparency Repository  « 2:56 (minutes) Duration "

Login/Overview . Logging into the Clinical Trials Data Transparency Repository

« Overview of interface
+ Updated August, 2013
« 5:40 (minutes) Duration

Q Video Account Setup (Al Users) « Overview of research environment account setup iew
+ Setup of \IP access application for secondary token used at login
« All users (Windows or Mac) should view this video
« Updated August, 2013

Q Video Login (Windows Users) « 1:53 (minutes) Duration iew
- Overview of logging inte the research emdronment for Windows Users
+ Updated July, 2013

Q Video Loegon (Mac Users) « 1:40 (minutes) Duration iew
+ Cverview of Iogging into the research emvironment for Mac Users

« Updated June 10th, 2014
= - Browsing Diats in the Clinicsl Dats - A0S (minides) Dwsation
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Note: For help related to the SAS Clinical Trial Data Transparency system, you can also contact SAS
Technical Support as follows:

0 Email: CTDTsupport@sas.com
O URL: http://support.sas.com/ctx/supportform/index.jsp
0 North America: Call 919-677-8008
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8 Troubleshooting

Table 2 provides a quick reference for troubleshooting the most common issues.

Table 2: Common issues

Issue Steps to Remedy

Trouble connecting to the Research o Verify that you have performed all steps of the one-

Environment (Terminal Server Session) time setup of your SAM Access Credential ID.

o Verify that your account is not locked out, by selecting
My account is locked in the problem menu under the
Account Help tab at:
https://www.ondemand.sas.com/sam.

Lost password or account information o Visit https://www.ondemand.sas.com/sam.

e Select Account Help.

e Select an appropriate problem in the menu under the
Account Help tab

Account is locked Contact SAS Technical Support as follows:

e Email: CTDTsupport@sas.com
e URL: http://support.sas.com/ctx/supportform/index.jsp
e North America: Call 919-677-8008

Trouble viewing how-to videos in the QuickTime is the recommended media player to use
Windows Media Player when viewing the SAS Clinical Trials Data Transparency
how-to videos. Using the Windows Media Player to view
the videos hosted on the Clinical Trials Data Transparency
Portal can sometimes result in short (one second or less)
distortions in the visual display during the playback of
some of the videos. Distortions in the visual display do
not occur when the videos are viewed with QuickTime. If
Windows Media Player is the user’s default media player,
the user may download the video and play it locally on
their computer using a different media player.

The videos might start and stop intermittently if the user
is attempting to view them while using a slow internet
connection. If the user experiences viewing problems to
the point that the video is unwatchable, the user may
download the video and play it locally on their computer.

To download the how-to video to their local computer,
the user should right click on the “View” link and select
“Save target as...“ The user will then be prompted for a
location to save the video. After downloading the video,
the user may use any media player they have installed on
their local computer to view the video. QuickTime is
available for download

at: https://www.apple.com/quicktime/download/
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Typographical Conventions

Blue Underline Hypertext link. Control + Click to open hyperlink target.
Calibri Standard type style used for most text.
UPPERCASE Names of variables and data sets, programming statements, options, and

other language elements when they appear in the text. Within specific
operating environments, these elements may be case-sensitive.

UPPERCASE BOLD | Keywords such as the names of procedures, statements, and options.

bold Window names, selectable items.

<italics> User-supplied values, shown within angle brackets in statements where
substitution should occur.

Monospace Examples of programming statements in text, SAS code, and values of
variables.
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