


If you ask Basanti to 

dance, you will be 

deviating from the 

protocol

Will you all 
read the 
PROTOCOL???
??

Benefits of 
participating 
in this 
madness



Title Page, rationale, and background of the study

Objectives & Endpoints

Study Design and Flow-chart (Study Population 

Selection, Treatment, or Intervention, Blinding and 

Unblinding)

Schedule of events and Tables

Efficacy/ Clinical Performance/ Effectiveness 

Assessment

External Requisites

Statistical Requirement

Data Handling (Data Collection, Data Quality Review, 

Discontinuation of subjects, Protocol Deviations)

Adjudication requirements (Safety & AE reporting)

Investigational Plan

Unboxing the Document



Protocol Segment Review Criteria Impacted Outcome
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•
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Protocol Segment Impacted OutcomeReview Criteria
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