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THEME
CDM — Revisiting fundamentals in an evolving
clinical research landscape

The opinions expressed in this presentation & SlideShare are solely based on my own capacity and intellect. All the views, data, and opinions does
not reflect the view of my organization “Syneos Health”.
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S C D M Unboxing the Document

Tlt]_e Page’ rationale, and background Of the Study EfflcaCY/ Cllnlcal Performance/ Effectiveness

Assessment
Objectives & Endpoints External Requisites
Study Design and Flow-chart (Study Population Statistical Requirement
Selection, Treatment, or Intervention, Blinding and
Unblinding) Data Handling (Data Collection, Data Quality Review,

Discontinuation of subjects, Protocol Deviations)

Schedule of events and Tables

Adjudication requirements (Safety & AE reporting)

Investigational Plan

I
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Protocol Segment

Review Criteria

4

Impacted Outcome

Objective and

Measurable
Criticality of the Endpoints
Relatable to Time and

|dentifying the critical path
Confidence on feasibility
Early flagging of challenges to

Endpoint Event meet the endpoints
Categorization
Pro’roool.deglgn . Attentive critical thinking
Randomization criteria .. )
I Blinding-Unblinding Precision of data points for CRF
Study Design |dentification of Unblinded partners

Target population
Integration
Focused on what matters

Focused unblinded requirements
Mitigating PPCs due to design

Schedule of events

Visits, Timepoints, Window period
Outlining the expected assessments
Risk Assessment and Categorization

Tool
Applicable Footnotes

Element that conflicts with schedule

of events

Number’of CRFs expected per subject
Expected visits per subject
Timepoints requirements

Creating a design that is Fit for Purpos
* Dynamics for multi-visit reviews

» Data entry guidelines

» Validation documents
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Protocol Segment
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Review Criteria

Impacted Outcome

Data Handling requirements

Data collection requirements-5Vs
Eligibility Criteria

Data Entry, SDV, Quality Review, Pl signature
Protocol Deviation- identify unexpected lack of variability

Integration
Withdrawal Criteria
Subject status
Archival

Data acquisition-Support or refute the research
hypothesis

Advanced clinical data review (systematic errors
detection,

Data Tagging, Exclusion)

System used for Data collection, review, access and
storage

Strategies for Audit trail review (ATR)

External data providers

Numbers of 3rd parties

Custom data integrations
Responsibility of Data Manager
Collection requirements in CRFs
Diary data and integration
Milestones/Submission involved

SDV s’rra’re%ses In’re ra’nons
88 Yy 'F’éé?i“ &0

ommunlca’non p an

* Frequency of transfers
* Review

* Analysis

* Unblinding

» Data submission

Statistical requirements

Alignment of Endpoints with CRFs

Key Variables

Methodology (Randomization &Blinding)
Safety and Efficacy analysis

Statistical methods

Risk-based data strategies-predictive
algorithms

Statistical Analytical Plan
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Protocol Review- Saving the

Volume of data that is Post-production data

Data inconsistencies : Poor Data Quality changes and
not desired T
mifigation

Delayed approval
from Regulatory
Bodies

Withdrawal from the Penalties for
active Market Sponsors

Major Deviations/
Often Violations
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Knowledge exchange

eachel:
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Eind x.

=== Pls clap and don’t ask me ™

hard questions.

Me: ltsiin the
middle of
3 andy.
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