
Patients' perspective on the 
EU Clinical Trials Directive

ELN Workshop, 1 February 2011

Jan Geißler, Leukämie-Online e.V. / LeukaNET / CML Advocates Network

http://www.leukaemie-online.de/index.php


Umbrella for 315 cancer 
patient organisations in 
42 countries

Well-frequented leukemia 

patient community in the 

German speaking web

Patient in scientific advisory

committee & in staff
Network of 53 leukemia patient

groups in 43 countries



EU Regulation of Clinical Trials

 Clinical Trial Directives 2001/20/EC
and 2005/28/EC introduced to 
protect us:

• Ensure safety of participants

• Guarantee rights of participants

• Harmonisation of trial procedures 
across the EU

• Increase reliability and robustness 
of trial data

 Implementation does not serve the interests of patients 
(nor research nor industry):
false promises of safety through bureaucracy



Suggestions for modification of CTD: 
Perspective from the patients

 Reverse the trend from academic to industry-led cancer 
research and reduced numbers of trial sites

 Return to a research-friendly framework in Europe

• Consider risk-adapted approaches (e.g. therapy optimization)

• Safety reporting adjusted to real need

• Re-consider applicability of CTD to non-drug trials (eg SCT)

• Increase transparency of public information about trials

• Re-assessment of cost/benefit of new insurance requirements, 
especially to support long-term observational studies in oncology

 Inclusion of patient groups when 'needs for protection' 
are discussed – in policy but also ethics reviews



What we patients have done about the 
CTD: Nothing about us without us…

 Worked with clinicans to understand 
CTD's impact on investigator-led 
research (ELN, Kompetenznetze)

 Shared positions with professional 
associations & working groups (EHA, 
EFGCP, ELN, etc)

 "Lobbied" the EU Commission and 
EU Parliament

 Patients' voice speaking at conferences 
(DIA, EFGCP) to increase public pressure



Patient groups proactively 
address the CTD on EU level

 EU Stakeholder consultation meetings 
(09-2009) and individual meetings with 
Pharma Unit in DG Sanco

 Participation in EU Public Consultation 
(01-2010), ECPC, European Patients’ Forum

 Influence in EMA's "Patient & Consumer 
Working Party"

 Board Membership in European Forum
for Good Clinical Practice (EFGCP)



Some examples on CTD impact in 
hematology that we have used

 Adult and pediatric ALL trials - CTD has reduced 
participation rates significantly

 Low grade lymphoma (2007, OSHO 70 study) - protocol 
approval process took four times longer and costs trial 
approval rose by tenfold

 German Hodgkin Study group: 100.000 copied pages 
submitted for a single study with 280 participating clinics 
and 65 ethics committees. 

 Patients with co-morbidities or older patients more 
often excluded from clinical trials



Next steps – joined forces?

 Long term – requires long breath 

• New legislative proposal (2012 EU Commission  EU 
Parliament)

• Political pressure to accelerate!

 Short term – requires coordinated action now

• Implementation on member state level

• Political pressure to improve practical implementation

 Well coordinated efforts required across diseases and 
organisations

 The patients voice can break up deadlocked positions
and help to get away from technicalities



Joining forces to get better answers 
to cancer patients more quickly.

Jan Geissler

 jan@leuka.net

 Twitter @jangeissler, @cmlnet, 
@leukade

 http://www.leukaemie-online.de

 http://www.cmladvocates.net
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CTD led to a steep decline in # of CTs 
and patient recruitment

(Source: ICREL Report 2008)

Number of participants planned in applications 

for clinical trials in the EU
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Example Safety Reporting
Obligatory reporting of unexpected adverse events, based on German implementation of
CTD in medicines law (§63b AMG) and Good Clinical Practice act (§13 GCP)
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