RECIST (Response Evaluation Criteria for Solid Tumors)

Definitions of the criteria used to determine objective tumor
response for target lesions.

Complete Response (CR): Disappearance of all target lesions. Any pathological
lymph nodes (whether target or non-target) must have reduction in
short axis to <10 mm.

Partial Response (PR): At least a 30% decrease in the sum of diameters of
target lesions, taking as reference the baseline sum diameters.

Progressive Disease (PD): At least a 20% increase in the sum of diameters of
target lesions, taking as reference the smallest sum on study (this
includes the baseline sum if that is the smallest on study). In addition to
the relative increase of 20%, the sum must also demonstrate an absolute
increase of at least 5 mm. (Note: the appearance of one or more new
lesions is also considered progression).

Stable Disease (SD): Neither sufficient shrinkage to qualify for PR nor sufficient
increase to qualify for PD, taking as reference the smallest sum
diameters while on study.

Special notes on the assessment of target lymph nodes:
Lymph nodes identified as target lesions should always have the actual short

axis measurement recorded (measured in the same anatomical plane as the
baseline examination), even if the nodes regress to below 10mm on study. This
means that when lymph nodes are included as target lesions, the ‘sum’ of
lesions may not be zero even if complete response criteria are met, since a
normal lymph node is defined as having a short axis of <10mm. Case report
forms or other data collection methods may therefore be designed to have
target nodal lesions recorded in a separate section where, in order to qualify
for CR, each node must achieve a short axis <10mm. For PR, SD and PD, the
actual short axis measurement of the nodes is to be included in the sum of
target lesions.



