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Health Action International
• A non-for-profit global network

• Established in 1981
• Comprising public health NGOs, healthcare
professionals, academics and consumers

• HAI Europe: European office, based in Amsterdam
• Working to increase access to essential medicines and
improve their rational use through research and
evidence-based advocacy
• Position funded by the Executive Agency for Health and
Consumers (EAHC) and Open Society Foundations
(OSF)
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HAI’s recent work on access
to clinical trial data

Access to clinical trial data:
key points (I)
• Deficiencies in the current model for reporting scientific
research prevent the full effects of medicines from being
publicly known:
•

Only about half of abstracts presented at conferences are later
published in full and subsequent publication is associated with positive
results. (Scherer et al.,2007)

•

Studies with positive results are more likely to be published than those
with negative results. (Song F. et al., 2010)

•

Non-publication is more common among trials that receive industry
funding than those that do not. (Jones C.W. et al., 2013)

•

Study publication bias leads to overestimation of treatment effects.
(Dwan K. et al., 2008)

•

Reporting bias is widespread in the medical literature. (McGauran N. et
al., 2010)
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Access to clinical trial data:
key points (II)
• Making clinical trial data publicly available is
important for public health, scientific and ethical
reasons
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Access to clinical trial data:
key points (III)
• Self-regulation is not the solution
• Public disclosure of clinical trial data to be requested by law
• Clinical trial data not commercial confidential information.
The protection of human health is an overriding public
interest
• Clinical study reports, including anonymised patient-level
data, must be made publicly available

• Opportunities on the regulatory-side:
- Revision of the Clinical Trials Directive
- EMA policy ‘Publication and access to clinical-trial data’
- At national level?
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Multi-stakeholder calls for
greater data transparency
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THANK YOU
Ancel.la Santos Quintano
ancel.la@haieurope.org
www.haieurope.org
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