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Background

Stem cell transplantation will continue to be a treatment option for

patients with chronic myeloid leukaemia, des
of tyrosine kinase inhibitors. However, many
received prior therapy with TKIs, including NI

at the time of allogeneic stem cell transplantation.

nite the introduction
natients will have
otinib or Dasatinib,

Although the use of Imatinib prior to stem cell transplantation

seems to have no adverse impact on the outcome of allogeneic

/

stem cell transplantation, little is known on the impact of prior use
of second generation TK inhibitors.

This Non-Interventional Prospective Study addresses this

guestion.

Patients undergoing allogeneic stem cell transplantation after
orior use of 2nd generation TKls will be followed by the EBMT
_eiden office on engraftment, treatment-related mortality, relapse

rate and survival, prospectively. Details on TKI therapy will be

collected by the participating centres, retrospectively.

Objectives

*To evaluate the influence of prior treatment with second

generation Tyrosine Kinase Inhibitors (TKIs) in CML patients on

engraftment rates and treatment-related mortality during and after

treatment with allogeneic HSCT.

*To evaluate the effect of prior second generation TKIs on
treatment-related toxicity after treatment with allogeneic HSCT (i.e.
Incidence and severity of acute and chronic GVHD, SOS (VOD) of

the liver, pulmonary complications, and causes of treatment-

related mortality).

*To evaluate overall and disease-free survival.

*To evaluate the relapse rate.

Inclusion Criteria

« CML

« >= 18 years old at time of transplant

 allogeneic stem cell transplant
* previously treated with Nilotinib and / or Dasatinib

Study period: January 2010 - September 2013 with two years

follow up

104 centres participating

Participation

(266 centres with CML patients invited)

139

croatia

#EBMT15

443 patients included
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Data collection IS ongoing

* MED B form:
> Day+100 form:

< MED C form:

*» 1 year follow up form:

*» 2 year follow up form:
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Complete data expected and received

As the study Is nearing the end of the follow-up period we are
concentrating on collecting the last data and verifying any unclear
entries. To this end we have created the TKI Data Quality Excel
File, which marks all missing or ambiguous data with an orange
outlined field. Participating centres have been sent this file for
their patients in week 7, 2015.

We would appreciate completion of this file at your earliest

convenience.
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For study forms and information regarding the submission of data for
this study, please contact the CMWP Data Office in The Netherlands:

Jennifer Hoek

Study Coordinator Chronic Malignancies Working Party

J.d.c.hoek@lumc.nl

www.ebmt.org



