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Relevant roles

 Founder & Chair, SPIRIT/SEPTRE

 Co-chair, CONSORT

 Chair, WHO Advisory Panel, 

International Clinical Trials Registry Platform



Allocation concealment

Primary outcomes

Power calculation

25%

40%

59%

Blinding

Harms reporting system 41%

34%

% with inadequate information     

Trial protocols lack important information

Chan A-W et al, JAMA 2017, BMJ 2008, JAMA 2004; Mhaskar R et al, J Clin Epid 2012; 
Scharf O, J Clin Oncol 2006; Pildal J, BMJ 2005; Hróbjartsson A et al, J Clin Epid 2009





International adoption

 Endorsement
 >120 journals (World Assoc of Medical Editors, Lancet, BMJ)
 Ethics regulators (UK Health Research Authority)
 Funders (NIHR, Swiss National Science Foundation)
 Industry (GSK, J&J)

 Translations in 6 languages by WHO and others

 >600 protocols published based on SPIRIT

 50,000 website users per year (www.spirit-statement.org)



Incentives

 Quality

 Transparency 

 Efficiency



Burden of revisions

288 industry protocols submitted for ethics approval:

 92% required revisions

 Protocol content (45%)

 Other related information (20%)

Russ H, German Med Sci 2009



Burden of amendments

Among >3,400 industry protocols:

 Average 3 amendments per trial

 One third classified as avoidable

Getz KA, Drug Info J 2011; IMS Health 2012

9 weeks of trial delay
4 weeks of registration delay

1 amendment



Enforcement

 Journal editors & peer reviewers

 Funders

 Regulators

 Institutional review boards



Capacity building



















AMENDMENT HISTORY



 SPIRIT promotes sharing of full protocol information

 Implementation:
 Incentives

 Enforcement

 Capacity building

Conclusions

www.spirit-statement.org
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