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Why trials are vital

• Best chance of comparing like with like

• Closest we can get to pure experiment

• In a well designed and honestly reported trial 

any observed differences between arms are 

most likely to be due to the differences

between intervention and control
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General Population

Number who refuse enrolment

Number who are 
excluded for 
contraindications

Lost to follow-up

Intervention Control

Lost to follow-up
Incidence Incidence

Number enrolled

Number who can be enrolled
Number who
refuse
randomization

A hypothetical randomised controlled trial - structure

RANDOM ALLOCATION



Key elements of trial design and reporting

• Objective

• Recruitment

• Random allocation

• Choice of comparator(s)

• Blinding

• Follow up
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Key elements of trial design and reporting

• Outcome definition

• Measurement

• Analysis

• Summary

• Documentation and Reporting
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Causes of distortion

• Poorly worded objective («to confirm..») or shaky
rationale

• Recruitment of selected population

• Failed random allocation

• Entry criteria in the analysis population linked
with effects of intervention – selection

• If you are worried about harms choose an active
comparator

• If you are worried about effectiveness choose a 
weak comparator
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Causes of distortion

• Make interventions identifiably different

(blinding failure)

• Change outcome definitions or ways to 

measure

• Loss of participants at follow up (attrition)

• Restriction of analysis

• Use of Individual Participant Data (IPD) 

divorced from methods
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Causes of distortion

• NEVER lie, but be economical with the truth

when needed.

• Control data flow

• Hide a tree? Try a forest

Public conference on clinical drug trials – Geneva 30 September 2016 



Dutkowski 
et al 2010

Examples of distortion - Placebo



Examples of distortion - CERTIFICATE OF ANALYSIS (courtesy of Peter Doshi)



Example – distorted attrition rates
(Source FDA under FOIA 2012-2016)



Trust no one?
Restoring invisible and abandoned trials (RIAT) declaration (from Doshi et al 2013)

Public conference on clinical drug trials – Geneva 30 September 2016 


