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Traditionally, optimization is an after thought in study design
7 process, often leading to lower operational and enrollment delays
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SR Feedback to clinical scientist to The current process |
R reconsider study design leads to inefficiencies

. Protocols being developed
.. on word documents

... @ 40% of clinical trials have
% T amended protocols

o o o . @ Thereis an average 4

. Study Design Protocol Authoring Protocol Push protocol data to months delay to FPFV

4 imizati downstream systems
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Optimize during the study design itself, enabled by

2 digitization, improves outcomes
Im pact o
.. Protocol
. ;... optimization Optimized study design
A @ by clinical scientist will
g P generate relevant and
N ol - . .
& ok 'Q~ = ";3 = reliable clinical data
e (2R8 = —
e K Improved participant
. T, e - , ........ , ........ , ........ @ experience and
e ok ; ; i . engagement
Study Design Assisted Protocol Al driven Protocol
Autoring orchestration engine Standardization Minimized protocol
and Downstream () amendments wil
_ Data Consumption savetime and
Enrich

Ontologies reduce costs

DDF enables protocol digitization and increases robustness of optimization process improving user experience
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’ 5 Implement TransCelerate’s Implement study design  Clear strategy for adoption of
. e Digital Data Flow (DDF) optimization leveraging ZS’ SDO new way of working
' solutions (e.g., eCPT, SDR): solution: « Tailored to key stakeholder
¥ 7 -« Open-source solutions - Aidsin protocol digitization groups
. * Vendor-agnostic + SOA optimization using
burden scores

« Limited budgetrequired
* Protocol Data

Standardization

Sponsors with no/limited budget can start their digitization journey today by leveraging TransCelerate’s
open-source solutions and ZS SDO tool.




Case Study - SOA Optimization using
digitization and optimization solutions
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ZS’ approach was selected as one of the unique solutions
# during TransCelerate DDF Connect-a-thon

TransCelerate Connect-a-thon Theme

Demonstrate the robustness of USDM for digitization and standardization of protocol data for
downstream consumption

o Leverage TransCelerate’ s eCPT to digitize the protocol

é Quantify protocol burden score and compare against
quantified industry standard burden

é Store optimized data leveraging SDR (USDM v1.0 data
¥ model)

'e Create more attractive, recruitable and operationally
sound study designs for future
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“oour approach offers a one stop solution for protocol

.
.

# digitization and optimization, benefitting multiple personas

1.1 Protocol is authored (externally)

.JSON File
¢ A 4
2.1 Convert .JSON file to eCPT Word

NLP Intellireader

« v
3.1 Read eCPT Document through

NLP-based Intellireader tool

4
@ 2.2 Convert eCPT (Word) to Excel
eCPT

Q Leveraging ZS study design optimizer

1. Authored Protocol

6 Study Designer

2. Protocol Digitization

L} Study Designer

Add-Ins

v v

3. Protocol Optimization

. Study Designer

3.2 Protocol data (SOA, Burden 3.3 Access optimized data
scores) optimized through SDO Ul
- sbo - sbo
| v

4.1 Convert Excel into USDM format
using Source-to-target mapping

o

5.1 Data can be shared with
downstream systems using RestAPI

5.2 APIs to be configured using
Flask framework
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4. Protocol Standardization

Standards
— Programmer

5. DataConsumption

Clinical Data
— Manager
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-\&) Protocol Digitization — Steps 2.1, 2.2

2.2 Convertprotocol to Excel using eCPT MS Word Add-Ins

2.1 Source file ingestion in .JSON format

Sample Protocol BMS 1

O Product utions Open Source Pricing Signin
Protocol Title:

A Sequential Treatment, Phase 2, 2-arm study to investiga
@ e Export Data wwas
L4 <> Code (@ lIssues 11 Pullrequests O Discussions @ Actions [ Projects @ Security | Insights Salect Varishie and Content to Export Type of Export: Custom
Protocol Number: Sample_001 Navigation Expand All | Select None
. in - ddf-home / d ts / DDF - Connectathon - Sample Data JSON (BMS).j Gotofile - B [ 3ADorovialions (CFT LisiCIAGLreviatons) =
® ¥ main ome / documents / onnectathon - Sample Daf (1 ).json o e Amendment Numbers N/A 1, Basic Information [ha (CPT A )
A 2. Variables & Content = m;‘é‘;’?&:‘[‘:‘?r‘e"'mm’
. i - . g
. P luke-thompson-pac Rename BMSjson to DDF - Cannectathon - Sample Data JSON (BMS)json v Latest commit es5c93d 8 days ago 9 History [Amendment Scope: Global Country-specilicRegional] | 5 Locstion Arm Descrption (CPT AmDescrption)
: . . 4. Save Custom Export As Arm Name (CFT AnmiName)
. [Country/Reglon Identifier: [SO-3166 country identifier] A Type [CPT AmType)
- A1 contributor  —— 5. Result Briet Summary (CFT BaetSummary) v
e I My
ompound: My Treatment < >
Manual pound: My :
a : " " Expand Al | Select None
3996 lines (3996 sloc) 165 KB Raw | Bame / ~ (@ EXtraCtlon Briefl Title: & =t . FR—— "
Lt 2 Intreduction
; . ) 3 Objectns. Frdpoints, and Fslimands
2 studyTitle™: "BMS Test Study”, . 3 . I
) i A study to investigate dosage in_participants 21 to 85 year 4. Study Design
. , |15 Study Populabion

a " || Stucy intervarion{s) and Concomitant Thes:

5 ": "cog3ge", Study Phase: Phase 2 H[|7. D of Shidy and p:z,pa... [
@ 6 "codeSystem™: "http://um.cdisc.org”, H[8 Shudy Assessments and Procadures. v

“codeSystemVersion”: "2822-03-25", [Acronym]: BMS | < 3y
b 8 “decode™: "Interventional Study™
8 9 h 5 Name: £S5 A iat
‘ et 1 “code”: "C496867, Legal Registered Address: N/A
X 2 12 codeSystem™: "http://wm.cdisc.org”,
T ——— et [Manufacturer]: BMS

Regulatory Agency Identifier Numberys):
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Protocol Optimization (using ZAIDYN SDO Ul) — Step 3.2
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oo 3.2 Protocol data (SOA, Burden scores)

é ; '-’ 7} Study Design Optimizer
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S Optimized SOA to reduce patient burden
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Protocol Optimization (using ZAIDYNSDO UI) — Step 3.3

B hie ae ®

Sediones:e

E BT 3.3 Access optimized data through SDO Ul

® . [ ]

e T “# Study Design Optimizer
WS eran® Protocol Ingestion Study Design
@ Study Details
R e Study Details
_: e Protocol ID Amendment Protocol Date
I Sample_001 - % | 1 = % |09/12/2022 B
Therapy Area Indication Patient Segment Phase Line of Therapy
I Metabolic/endocrinology - X Type 1 Diabetes Type 2 Diabe... = X - I 2 - X -
Biomarker Route of Administration(RoA) Drug Target
I NA v X -

Study Full Name Study Display Name
A Sequential Treatment, Phase 2, 2-arm study to investigate dosage in l
Male or Female participants 21 to 85 years of age with metastatic cancer. [
Therapy Study Type Study Design Placebo Randomization
® Mono Therapy Combo Therapy ® Interventional Observational ® Open Label Blinded Yes No Yes @No
Study Objective Total # of Patients on Treatment # of Sites # of Countries

Astudy to investigate dosage ... * X

Inclusion Criteria Exclusion Criteria

Participants are eligible to be included in the study only if all of the l Participants are excluded from the study if any of the following criteria'
following criteria apply: apply:

Chunedir Chatunre Crnancar Churelir Chavt Vane
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Progress made so far & next steps

Optimize SOA with ZS

SDO tool

Automated protocol data
consumption using standards

approach (USDM in SDR)

without study builder tool

Pre,

‘

Unified digitization &
optimization process in one
interface leveraging Trials.ai

Quantify impact of new
approach:

o Participant experience
o Amendments

o Trial costs

Update SDR to USDM v2.0

(Draft released in Mar 2023)

Sponsors with no/limited budget can kick-start their digitization journey by
leveraging TransCelerate’s open-source solutions



Case example: Understanding and solving for patient
.= burden in protocol design for pharma co.

i

AR One of the Top 10 pharma company wanted to:
Lo Background - Objectively assess protocol burden

e S Ul ROl WAl - Evaluate the implications

 SERERRRY Situation - Identify scenarios that optimize patient and site experience

: . ' * Understand impact of study design elements on trial performance

. ....... .

Rt .@(:)G. o 0 o 5

Matae & ; L " I

e Solution _ : -

et Ingest, synthesize |dentify Demonstrate Assesscorrelation
: and analyze their opportunities for speed, accuracy of betweenburden

protocols*into ZS’ optimization analysis, and ease and trial
SDO of approach performance

Impact (To date, as project is in progress)

,‘ g_acmtat_ed cbross-funcct:ll(_) naIS : Identified low burden Exploration into decentralized
e SRS LZE S, SEIETES, protocols for innovation @ clinical trial modalities and

\. Clin. Ops. and Digital Health for

s . PRO standardization
remedial action

pilots

.. - - -
CdlSC *Non-digitized, document-based protocols were used .
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Summary
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: \‘ Protocol optimization is currently an after thought in the protocol
development process

DDF solutions create a window of opportunity to optimize earlier and in
¢ real time

ZS’ SDO Platform can handle automated protocol data consumption
and optimize SOA

° A clear change management strategy is important for adoption of the new
- way of working

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

Theindustry future of real time study design optimization is starting now

cdisc .
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