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When NMs are selected at baseline, the and 50%.

curves of figure 4 show the increasing bias
in detecting progressive disease after a
partial response occurred.

Figure 1: Clinical trial examples of equivocal lesions measurable (a & b) or not
measurable (c & d) occurring at the baseline assessment. (a & d were malignant lesions).

Case study: One NM out of 5 targets is selected at baseline.

For clinical trials: These data show the
risk of delayed date of progression when
selecting equivocal lesions as TL especially
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* TO PROVIDE RECOMMENDATIONS TO MITIGATE RISKS IN CLINICAL TRIALS remaining pool of target tumors less than 20% of NM in the tumor < the tumor burden was NM at baseline, ~ targets. Including these lesions in the NTL
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of 37.04% to respectively detect PD  fraction, no complete response can
or PR. be expected.

29.4% after a first PR of, respectively, 30% progression.

METHODS

W m hat: lesions in the tumor burden, we computed
the proportional increase of malignant TL
required to detect a progressive disease
(PD) or a partial response (PR). We also

CONCLUSIONS
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1)  Per patients, malignant lesions
changed homogeneously

IMPACT OF NON-MALIGNANT TARGET LESIONS

2)  Forall patients, NM lesions remain simulated the proportional increase of .. Recommendation for Phase Il trials: no record of equivocal lesion.
stable overtime. malignant TL required to detect a PD after . dation f h Il trials i d . st
We simulated: aPR. Figure 3: In clinical trial with double read with the response as primary Recommendation for Phase trials Is to record equivocal lesion as

w I i: endpoint. Unlike the malignant (Blue) the NM (Red) lesions cannot NTL to maximizethe chanceto capturethe progression withoutbias

The change of tumor burden when a completely disappear: Adjudications are more likely to happen.

proportion of NM lesions were miss- The impact of NM on clinical trials
selected as TLor NTL. endpoints as Best Overall Response (BOR) RE FE RE Nc ES [1]. Eisenhauer EA, Therasse P, Bogaerts J, et al. New response evaluation criteria in solid tumours: revised RECIST guideline (version 1.1). EurJ Cancer. 2009;45
As a function of the proportion of NM and Progression Free Survival (PFS). doi:10.1016/j.ejca.2008.10.026
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