EBMT DISEASE STATUS DEFINITIONS
	CLL & Other Leukaemias

PR (partial remission)

To define a PR, at least one of the following parameters needs to be documented for a minimal duration of 2 months 

· A decrease in the number of blood lymphocytes by below 50% or more from the value prior to therapy; 

· A decrease in lymph node size by below 50% or more in the sum products of up to 6 lymph nodes, or in one lymph node diameter if only a single lymph node was present prior to therapy, without increase in any lymph node, and no new enlarged lymph node; 

· A decrease in the size of the liver and/or spleen by 50% or more as defined by CT scan, palpation, or ultrasound. 

· The blood count should show one of the following results if abnormal prior to therapy: Polymorphonuclear leukocytes at 1.500/μL or more or 50% improvement over baseline without G-CSF support; platelet counts greater than 100.000/μL or 50% improvement over baseline; haemoglobin greater than 11.0 g/dL or 50% improvement over baseline without transfusions or erythropoietin support 
CR (Complete Remission)

· Absence of clonal lymphocytes in the peripheral blood and absence of significant lymphadenopathy (e.g. lymph nodes greater than 1,5 cm in diameter) and absence of hepatomegaly or splenomegaly and absence of constitutional symptoms

No change 
· Patients who have not achieved a CR or a PR, and who have not exhibited progression, will be considered to have no change (which is equivalent to a non-response).
Progression (PD)
Progressive disease is defined by at least one of the following: 

· Lymphadenopathy: progression of lymphadenopathy occurs, if one of the following events is observed: 

· Appearance of any new lesion such as enlarged lymph nodes (> 1.5 cm), splenomegaly, hepatomegaly or other organ infiltrates. 

· An increase by 50% or more in greatest determined diameter of any previous site. 

·  An increase of 50% or more in the sum of the product of diameters of multiple nodes. 

· An increase in the liver or spleen size by 50% or more or the de novo appearance of hepatomegaly or splenomegaly. 

· An increase in the number of blood lymphocytes by 50% or more with at least 5,000 B-cells per μL. 

· Transformation to a more aggressive histology (e.g. Richter's syndrome). 

· Occurrence of cytopenia (neutropenia, anaemia or thrombocytopenia) attributable to CLL. 




	CML

Chronic Phase

· None of the features of accelerated phase or blast crisis 

Blast Crisis: any one of the following symptoms : 

· Blasts >=20% of peripheral blood white cells or of nucleated bone marrow cells 

· Extramedullary blast proliferation 

· Large foci or clusters of blasts in the bone marrow biopsy 

Accelerated Phase: any one of the following : 

· Blasts 10-19% of WBC in peripheral blood and/or nucleated bone marrow cells 

· Peripheral blood basophiles >=20% 

· Persistent thrombocytopenia (<100 x 109/L) unrelated to therapy 

· Persistent thrombocytosis (>1000 x 109/L) unresponsive to standard therapy 

· Increasing spleen size and increasing WBC count unresponsive to standard therapy 

· Cytogenetic evidence of clonal evolution 

If blast crisis: 
The blast crisis can be myeloid or lymphoid or other (for instance erythroblastic, megakaryoblastic or mixed) depending on the morphology and the immunophenotype.


