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Need of a CLL Clinical Trials Registry

Long-term FU is needed because of:

Data on OS needed = the most important end-point!
Data on response to relapse treatment needed
Development of resistant genotypes (i.e. p53 deletion)

Data on secondary diseases (neoplasia, cardiac disease,
etc. needed to avoid another VIOXX)

Indications that the EMEA may demand long-term FU

Problems with long-term FU (iITs and company-sponsored trials) :

Extremely expensive to keep a trial open
Enthusiasm wanes as Investigators move onto next trial

- No further FU after primary endpoint was met
- Results of after initial publication are rarely reported



Concept of the CLL Clinical Trials Registry

Purpose of registry:
- Offering long-term FU service

- Allowing wider analysis including meta-analysis and
assessment of responses to subsequent treatments

Concept:

- Web-based system with simple Registry data annually
- National register/ co-ordinating centre

- European Head of register

- ERIC as legal entity is the contract partner for the
national registers



Structure of the CLL Clinical Trials Registry
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Data collection

Primarily web-based, but paper is also possible.

Language: primarily english with categorical lists in
different languages.

Time point of register:

e When primary endpoint was reached (for company initiated
trials)

e From randomization

Data transfer of original trial database including a minimal
data set defined by the IWCLL:

Diagnosis, stage, age, Risk factors, treatment regimen,
response, PFS......



CRF: annual FU
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CRF: Death report
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Ethics and Regulatory Issues

Ethical approval for standard patient registration and
consent form

Patient consent form
— at entry into original trial
— At time point of entering the registry

Contract between ERIC and study group/Commercial
partner re: use of data

— In principle data still reported by the original
organisation

— For use of non-owned data application to the the
executive committee is necessary.
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