EBMT DISEASE STATUS DEFINITIONS
ALL/AML
Primary induction failure

Means the patient despite treatment has never achieved first complete remission.

Complete remission (CR)

 Defined as no blast cells in the peripheral blood and no more than 5% blasts in the bone marrow. CR requires that bone marrow biopsy has been done, otherwise it cannot be evaluated. This definition is related to the haematological remission if type of remission is not specified. 

The above must be accompanied by sufficient cellularity and signs of regeneration of normal cellularity. If the bone marrow is aplastic, even in the absence of blasts (hypoplasia without blasts), it cannot be considered a CR but should be reported as “Other”.

Relapse 
Defined as the apparition of more than 5% blasts in the bone marrow after a period of complete remission. 

	Multiple Myeloma & Other Plasma Cell Disorders
PR (partial remission) All of the following: 

>50% reduction in serum M-protein plus reduction in 24h urinary M-protein by >90% or to <0.2g/ per 24h 

In the absence of measurable serum and urine M-protein, the following criteria applies: 

A decrease in the difference between involved and uninvolved free light chain (FLC) of more than 50% 

If the FLC assay cannot be measured, the following criteria applies: 

>50% reduction in plasma cells provided baseline bone marrow plasma cell percentage was >30% 

A reduction of more than 50% in the size of soft tissue plasmacytomas if present at pre-treatment. 

No increase in size or number of lytic lesions if assessed (radiographic studies are not mandatory) 

VGPR (very good partial remission) One or more of the following: 

Serum and urine M-protein detectable by immunofixation but not on electrophoresis 

>90% reduction in serum M-protein plus urine M-protein level <0.1g/ per 24h 

In addition, there must be no increase in size or number of lytic lesions if assessed (radiographic studies are not mandatory) 

sCR (stringent complete remission): All of the following: 

· CR as defined below 

· normal free light (FLC) chain ratio 

· Absence of clonal cells in bone marrow by immunohistochemistry or immunofluorescence 

CR (complete remission) All of the following: 

· Absence of detectable monoclonal immunoglobulin in serum or monoclonal light chains in the urine by immunofixation. Detectable monoclonal immunoglobulin, even if impossible to quantify, is not a CR. 

· <5% of plasma cells in bone marrow aspirate 

· Disappearance of any soft tissue plasmacytomas. 

· No increase in size or number of lytic lesions if assessed (radiographic studies are not mandatory) 

Stable disease
Does not meet the criteria for CR, VGPR, PR or progressive disease (includes the old Minimal response (MR) criteria) 

Relapse from CR
Similar to progression but the reference point is a Complete remission. 

One or more of the following: 

· Reappearance of measurable monoclonal immunoglobulin in serum or urine by immunofixation or electrophoresis 

· Appearance of more than 5% plasma cells in the bone marrow 

· Increase of old/appearance of new osteolytic bone lesions on x-ray 

· Appearance of soft tissue plasmacytoma 

Plateau

Is applicable in patients in Stable disease or PR, and is defined as a plateau level in the serum monoclonal immunoglobulin or urinary light chains, i.e. that these values are unchanged in 2 separate samples at least 4 weeks apart. A plateau is frequently not awaited in patients planned for a transplantation, e.g. the patient is treated with a fixed number of pre-HSCT treatments until the monoclonal immunoglobulin/urinary light chain value fulfils the 

Progression One or more of the following: 

· Increase of 25% or more in measurable monoclonal immunoglobulin in serum or urine (absolute Increase must be >0.5g/dL) 

· Increase of 25% or more in urinary light chains (absolute increase must be >0.2g/ per 24h) 

· In the absence of measurable serum and urine M-protein, the following criteria applies: 

· An increase of 25% or more in the difference between involved and uninvolved free light chain (absolute increase must be >0.01g/dL) 

· An increase of 25% or more in bone marrow plasma cells (absolute % must be >10%) Increase of old/appearance of new osteolytic bone lesions on x-ray 

· Appearance of soft tissue plasmacytoma 

· Development of hypercalcemia (corrected serum calcium >11.5 mg/dL or 2.65 mmol/L) that can be attributed solely to the plasma cell disorder 




