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CTDT* ADOPTION AND USAGE

* Clinical Trial Data Transparency



CTDT CTDT USAGE AND TRENDS
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Our commitmient to clinical data transparency
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CTDT OVERVIEW OF SAS DRUG DEVELOPMENT (SDD)

SDD is Part 11-compliant web-based CDR (clinical data repository) & SCE (statistical
computing environment) for clinical development. CTDT was developed based on SDD.
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CTDT CTDT USAGE AND TRENDS

@... .
ourconmimen w v e || AS OF May, 2015, 19 companies use

. .__ || SAS Clinical Trial Data Transparency
(CTDT) solution to support their data
E s sharing initiative. Most companies

=== ___ = || now choosing to join the MSE due to
2 || simplicity and desire for standardized
. || approach.
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CTDT SINGLE SPONSOR VS. MULTI-SPONSOR ENVIRONMENT

SINGLE SPONSOR ENVIRONMENT (SSE)
- Individual company owns the instance

- Physically separated hardware and data storage
MULTI-SPONSOR ENVIRONMENT (MSE)
- Shared environment

- Logically segregated sponsor data

- Researcher access to multiple sponsors’ information

- Supports requests for multiple sponsors’ data

- Distributed costs for hosting, hardware,
administration and support

- Supports low-entry cost for non-profits




CTDT SOLUTION OVERVIEW




CTDT SOLUTION’S COMPONENTS

« Secure storage
and access of data

* A collaborative,
analytic
environment
Easily accessible
from anywhere
with all tools
included

* Panel
* Notification

» Researcher
request process

* New data inquiries

Panel and Process
The Researcher | |
Access Solution | ..

3
2
>
()
(14
)
c
Q
©
c
(]
Q.
(]
©
=

Multi-Sponsor Environment
* Playing nicely with your peers




CTDT HIGH LEVEL OVERVIEW AND FLOW

High Level Overview

5A5 Clinical Trial Data Transparency
Multi-5ponsor Envirenment
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SpOnsors

1. Sponsors list on public
. access site the list of

_____ i , I= | studies available. They
- - {1 also list how to request
— % % % @@ access to the information,

- P |oeien o the terms and conditions to
| = | e use their information as
CETET » . » well as what other
Pl oo ae | research requests have
' - been made.
% Ul || B &
Public Access Site Review Process HM\\ >
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SpOnsors

2. Researcher accesses the
. Public Access site, fills out

| : appropriate request form
_____ : :
- , — and submits.
: ) /
e
P B

-
-
o o ] B ]
e B | ] F
Lo g, = 2
v Py
Public Access Site Revtew Process i

SAS Clinical Trial Data Transparency e e e
Multi-Sponsor Environment [ SIS TRRLN Foesnar BTN IO




SpOnsors

3. Sponsor’s review panel
. reviews request. If

: approved according to
_ . s Sponsor’s criteria, Sponsor
‘%E ____ _____ _ Eﬁ ______ is notified. If rejected,
o @ | @ Researcher is notified with
il reason and given
' ' opportunity to request
s o g again if appropriate.
Public Access Site Review Procass H\"‘#\\ - -
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SpOnsors

4.2 4. Sponsor gets information
: from studies requested

and prepares data for

sharing (standardize and

de-identified). Information

is loaded into Sponsor’s

L= - _ secure information area in

| = | CTDT environment.

a. If multiple Sponsors’
data is requested,
other Sponsors load
their information into
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SpOnsors

5. Private research project
area is set up for

researchers with read-only
access to the information
from all of the Sponsors
contributing data to the
analysis.
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SpOnsors

6. Researcher(s) log in to
their private research area

with their unique ID and
password. They access a
remote environment where
they have secure access
to the information as well
as a variety of analytical
tools and supporting tools
in order to do all analyses
within environment.
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Public Access Site Revtew Process
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SAS® Clinical Trial Data Transparency

Wigwy Tools Adminlstration Help

!mmm=|qmmw im Dashboard *
[+ 7 Wy Tl aagdds 2L B DF 2@

E {IETDT.'ACME- 1 2887 Filesifnahysis Ready Datasets

rﬁCTET 0O Hame Size Modified By Date Modifhed Signed  Repository Version Worksp:
=8 Files B F_analysis Bystem Uiser May 14, 2014 03:29 P...
v (& ABcP-g5890 B c45 analysis Systern User Way 14, 2014 03:28 P.

» B Files
» B acmE-12308
v B acwmE-12987
v B Fites
v [ Analysis Ready Datasets
» [l F_znalysis
» [l 5A5_analysis
Ir- Documents
v [l Raw Datasets
» Il Fraw
» [l sas_raw
v [ cTOTRP-12345
v B Fites
» [l oot
» [l imports
» I cther
> ouiput
» [l programs
w I o_ve
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SAS ® Clinical Trial Data Transparency

Wiew Tools Administration Help Log Off

im Dashboard ~ | B Repository * | [J Workspace * | = SAS Session 1: myprogram.sas® %
IEsHdED e £1% [ Defaul . 1= o= Session Status: IDLE @

|

Editors IMyprogram.sas®

Ingunts I libname testlib "& SASWS /CTDT/RCME-12987/Files/Mnalysis Ready Datasets/SAS analysis':

Outputs

Listing

vvraves @ e It
Log
100 35 FEl gt vy s runcquit; -
101 36 proc SCEprOC; Write: rumn:
102

. | 103 HOTE: FROCEDURE SCAPROC used (Total process time):
1] 104 real time 0.02 seconds
105 cpu time 0.00 seconds
106
107
o8 37 options nonotes;
109 38
110
lll J{***t'I"I'i'*******ti'I"I'i't********t'I"I'i'tt******t1‘1"I'i't*****'***1"I"I'i'********1"I"I'i'*********'I"I'i'i'********t'I"I'tt*******ififtt*******tf
112 * jubmission End: myprogram.sas®
113 + May 20 2014, 17:49:44 GMT |
114 **1*TTT*********TT'I'i’********1‘"*?********1"'*********""I"I'**********f'f*********""I"I'*********1"'********1"‘"":*******1;
115 =
[=] [ >~

Errors: 0 Warnings: 0

Action Status /&, User. TestResearcher




SpOnsors

/. Researcher accesses
CTDT Portal directly over

web to request information
to be uploaded or
downloaded from CTDT
environment. Also able to
manage their accounts if
necessary. Sponsors may
access Sponsor-specific
reports from the Portal.
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IMPORT AND EXPORT PROCESS




IMPORT AND EXPORT
PROCESS IMPORT AND EXPORT PROCESS

« Similar process for both
« Export Use Case

+ Researcher identifies what needs to be exported
- Submits request

- Request reviewed

- |f approved, sent to researcher

Gsas
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IMPORT AND EXPORT
PROCESS

SAS ® Clinical Trial Data Transparency

Wiew Toals Administration Helg

5 Dashboard * I £ Repository ’IHMMQ "_]

IMPORT AND EXPORT PROCESS

)

» B8] acme-12087
v [ croTRP-12348
v ‘E Files

+ [l =xnorts
» Il imports
> other
» [ output
". Programs
» I o_va

I Users

Researcher moves items into Exports folder

¢ = *RE T &daaddasf e
B [[CTOT MSEICTDT RP-12345/F lesiexpons
v cToTMEE [ Name
» B Files B me_File1.ta
= BF] ABCP-G5890 B testt v
» B acwe-12345
B testata

Size Modied By
43| Lead Researcher
43| Lead Researcher

67 Lead Researcher

Apr 18, 2014 DL AM
Apr29, 2014 01:51 AM..
Apr 18, 2014 D304 AM..

Signed  Repository Version Wa
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IMPORT AND EXPORT
PROCESS IMPORT AND EXPORT PROCESS

User: Lesd Roscarcher

Uiger 10

cholk_lemdresearcher

Pazswnid sessrnssss

Secton CIDT Home | Exports | mpods Option

CIDT Home * ExporfList % Add Beport Feg

| Add Ex port Request
. Update of setlings for the export occurs after add of the request.

Lz Lesd Resaarehar
EStslcu:l: Sowrce Location for Export;  /CTDT MSESTDT RP-12345Filesioports = O
SAS carn | Bupporn | | -
e ——— 1 opton Ful-LaestFle v @
|
8A% com | Support Export of my curent weork
THR— | Summery  Details:
Add
|

Researcher logs into Export Request utility
Researcher fills out Export request
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IMPORT AND EXPORT

PROCESS IMPORT AND EXPORT PROCESS

g — —-—-

@ Reguest Added

Sectior: CTDT Home | Exports | Imports  Options: - CIDTHome ¥ ExportList = Wiew S0D Bxport #11

[oootpos: |
D 1 | Update | Add
User: Researcher, Lead [LRES] |8 IMCLUDE [CTDT MSEACTDT RP-1Z35F lssemons
Export of my currend work | |
S—— [oonereabpors: |
Qption: Full - Latest File v | Mone:
| Stebus: Approvedfo Stert ~ + Siat Export Run
I - System creates ticket and associates zip file of all
e A A information from export folder
r— |+ System automatically runs export rules

[ voaae | |+ If criteria triggered for manual review, ticket routed to

appropriate reviewer(s) for the Sponsor
- When approved, zip file is sent to configured location
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COMPARISON WITH OTHERS




COMPARISON WITH CEO ROUNDTABLE ON CANCER:
OTHERS PROJECT DATA SPHERE

+ Under the leadership of founder and CEO,
A . Jim Goodnight, SAS was among the first
@l [/() ROUNDTABLE companies in the nation to achieve CEO
N i Wit Ol o Cancer Gold Standard™ accreditation

* As a charter member of the CEO
Roundtable on Cancer, Dr. Goodnight has
long recognized that employers have a
unique opportunity to positively impact the
health and well-being of employees and
their families

that seduce the mak o cancer eraile sarky dgnzan fecidate
dacoary of nzvel and more sBsctve Sagnarte taal snd snli-cance: ksrmpas

 As part of his sponsorship of the CEO
Roundtable on Cancer SAS is supporting
Project Data Sphere by providing access to
key technology to support the
advancement of cancer research.
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COMPARISON WITH
OTHERS COMPARISON WITH OTHERS

, Office

» Secure environment
* Authenticate access
! « Trust those inside with information
* Provide tools for work and collaboration
» Easy partner access

Library

* Unknown users
» Accessible information
... * Need to register to check-out information
» Can do work there or take home
= » Some work tools provided if needed

Castle

 Information secured inside
~ * Guards at gate
"« All work done inside castle walls

YSAS | fim.




COMPARISON WITH
OTHERS

, SAS Drug Development (Life Science Analytics Framework)

» Enables industry compliance
» Secure, easy to access environment
! « Collaborative work environment
* Integrated SAS development and execution environment

COMPARISON WITH OTHERS

" <z Project Data Sphere

A \
TEIII !iﬁ_e- \ « Consortium approach to sharing lower-risk data
i+

i/ < Easy to access
... * SAS Tools available
* Information can be exported to local environment

!_J

e Clinical Trial Data Transparency

o * Controlled access to information
~» Gatekeeper approach to information in and out of environment
~ « Integrated SAS development and execution environment
* Third-party tools supported
» Enables researcher access across multiple sponsors’ data

YSAS
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CTDT SUMMARY
CTDS can safeguard the privacy of patients through using CTDT solution as well as
de-identification and adequate research proposal and researcher selection process by
IRP;
v Securely hosted system
v' One-Time Password
v Secure content repository with Permissions / Privileges controls

v' Secure access through remote desktop

v" Controlled download and upload of data
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