_. LeukemiaNet"® study Protocol — Short Version

European

Short title e.g. GMALL 07/2003

Full study title e.g. Multicenter Study To Optimize Treatment of Acute Lymphoblastic
Leukemia in Adults (> 15 years) - Treatment Optimization by Evaluation of
Minimal Residual Disease - (GMALL 07/2003)

Study code / number All studies should be indexed by an “identification code” like:
disease country_number _.... this code is given by ELIC

Name of the study group e.g. GMALL, GIMEMA, HOVON, NILG - if applicable + add form

Study type e.g. multicenter, phase Il or lll, controlled, randomized ...

Disease e.g. CML, AML, ALL...

Stage e.g. de novo, relapsed, refractory

Age age limits according to entry criteria

Aims e.g.: end points

Principal Investigator

Contact person(s)
Study Center
Inclusion Criteria

Exclusion Criteria

Study Design /
Treatment overview
Overview

Central diagnostics

Biometrics
Sponsors

Seal of approval

with name, telephone, fax or e-mail address

e.g. data manager, study coordinator

bullet point style
bullet point style

Short description of study design e.g. risk stratification, randomisation and
therapy (without dosage),
e.g. Flow-Sheet, graphics

Laboratories, with names, telephone, fax or e-mail address — for each type
of diagnostic
Institution, with names, telephone, fax or e-mail address

e.g. Pharmaceutical Industry, government aid — if applicable

e.g. German Cancer Foundation

A short protocol should not contain details like the full study protocol and exceed not more than

2-3 pages
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