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Purposa

Frc-r'm 2002 to 2007, the Internaticnal Berlin-Frankfurt-hMinster Study Group conducted a prospec-
tive randomized dinical trial {ALL IC-BFM 2002) for the management of childhood acute
lymphoblastic leukemia (ALL) in 15 countries on three continents. The aim of this trial was to
explore the impact of differential delayed intensification (M) on cutcome in all risk groups.

Patients and Methods

Faor this trial, 5,060 ebgible patents were divided into three risk groups according to age, WBC,
early treatment response, and unfavorable genetic aberrations. Dl was randomized as follows:
standard risk (SA), two d-week intensive elements (protocol 1) versus one T-week protocol 1
intermadiate nisk (IR}, protocol [ = 3 wersus protocod Il « 1; high risk {HA], protocol 11 = 3 versus
sither protocol 11 * 2 (Associazione laliana Ematologia Oneologia Pediatrica [AIEQP] option), or 3
HR blocks plus single protocol || {Berlin-Frankfurt-Minster [BEFM] option).

Results

At 5 years, the probabiliies of event-free survival and survival were 74% [+ 1% and B2% [+ 1%)
for all 5,060 ehigible patients, 81% and 90% for the SR (n = 1,584), 75% and B3% for the IR n =
2,650), and 55% and G2% for the HR {n = 846] groups, respectively. Mo improvement was
accomplished by more intense andfor prolonged DL

Conclusion

The ALL IC-BFM 2002 tnal is a good example of international collaboration in pediatric oncology.
Awide platform of countries able to run randomized studies in ALL has been established. Althowgh
the altermative DI did not improve outcome compared with standard treatment and the owerall
results are worse than those achieved by longer established leukemia groups, the national results
hawve ganerally improved.
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The Intermational Berdin-Frankfurt-Monster Smdy
Group (1-BFM-5G) comprises national  study
groups from more than 30 countries worldwide that
collaborate in working committes to address im-
portant aspects of clinical and basic research in pe-
diatric lenkemia and lymphoma Owver the last 20
vears, the BFM group conducted several highly suc-
cessful clinical trials for childhood acate lrmpho-
blastic leukemiz (ALL) by using chemotherapy
schedules based on the original BEM backbone.”
Modifications of essentially all elements of therapy
hanee been evalnated in randomized trials conducted

groups.'* The progressive broadening of the
[-BEM-5G to inchade new national groups with lim-
ited resources and less experience with complex and
intensive chemotherapy regimens dictated the need
for a study taibored to local conditions. On the basis
of the pioneering findings of the BFM group on
measurement of early response to therapy (ie, pred-
nisone response |PR| in peripheral blood on day 8,
and percentage of bome marrow |BM)| blasts on day
15}, all patients could be stratified in risk groups by
widely accessible methods. ™

Fecently, many study groups have shown that
polymerase chain resction (PCR) quantification of
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