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Objective Results

To assess the incremental costeftectiveness ® |n the review of the SmPCs of the biological therapies authorized s independent of the chemotherapy regimens previously
ratio (ICER) per liteyear gained (LYG) based as firstline treatment tor patients with mCRC in Spain only one administered in said patients, while it is specific to cetuximab. 4!
on predictive markers for the available clinical benetit biomarker has been tound: * Joint consideration of both markers for cetuximab therapy vields
biological therapies in  the ftreatment of — The mutational status of the K-RAS oncogene constitutes a not only the highest efficacy data as measured by overall surviva
metastatic colorectal cancer (MCRC]) in Spain. oredictive biomarker tor anti-EGFR therapies (cetuximab and but also signiticant cost savings when combined with standarc
oanitumumab), that can only be administered in patients with chemotherapy (€ 4,875.95).
Methods wild-type K-RAS. e Considering both markers together results in an ICER that is lower
— No predictive markers have been found for bevacizumab. or in line with the threshold of 30,000 €/LYG (usual in literature
* Alter reanalysing the CRYSTAL and OPUS frials, it has been about health technology assessment] when cetuximab, combined
concluded that early tumour shrinkage (220%) at week 8 or with FOLFIRI or FOLFOX is administered to patients with wild-type
therapy with cetuximab constitutes a radiological marker of KRAS who had presented with an early tumour shrinkage at
clinical benefit that translates into signiticant improvements of the week 8. (Table 1)

e FEificacy dafa were obtained from
‘andomized  clinical  frials  (RCT)  on
oiological  therapies for the tirstline
treatment ot patients with mCRC.

The RCT control arms were used as
reference fo calcu
Moreover, the SmPCs of biological
therapies, the clinical practice guidelines
and the scientific evidence published were Table 1. ICER for each biological therapy according to the availability of biological and radiological markers and the chemotherapy
reviewed in search of clinical benefit regimen they are combined with.

TOTIRETS ,(bOTh.b'O,‘OQ'CO‘ ana ng'O‘OQ'CO‘) THERAPEUTIC ALTERNATIVES | Biomarker of clinical | Radiological marker of SURVIVAL | INCREMENTAL | INCREMENTAL
for their inclusion in the analysis. penefit clinical benefit (MONTHS) EFFICACY COST CER (€/1Y0)

oxicity was excluded as a predictor of FOLFIRI No No 18.6

etficacy of the therapies. Bevacizumab+IFL No No 20.3 24,980.92 € 176,335.91 €
Cost estimation was based on the mean Cetuximab+FOLFIRI Wild-type K-RAS Early tumour 28.3 9.7 20,104.97 € 24,872.12 €
shrinkage at week 8

gte the ICERs overall survival (up to 28.3 and 26 months, respectively). [3. 4] e The ICER estimated for the rest of the biological therapies in the

® This association between early tumour shrinkage and better health firsHine treatment of mCRC widely surpasses this threshold.
outcomes in the long ferm in patients with wilatype KRAS tumours
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FOLFOX4
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e The identification of patient groups that are most likely to obtain a
clinical benetit allows tor important improvements in the efficiency of

resources allocated to the treatment of mCRC.
consideration of both markers for cet

® |oint

only the highest efficacy ¢
signiticant cost savings w
(€ 4,875.95).

e Thus, joint consideration of a biological marker (mutational state of
K-RAS) and a radiological marker (early tumour shrinkage at week 8|

e This scenario with
only one that constitutes a costettect
therapies in the firstline treatment of mCRC in Spain. It represents
reductions of 26% compared to the ICER tor panitumumab+FOLFOX,
pevacizumab+FOLFOX, and of 86% agains!

combinations of irinotecan- omd bevacizumab-basec

uximab therapy vyields not
ata as measured by overall survival but also
nen combined with standard chemotherapy
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RAS Early tumour 26
shrinkage at week 8

of 57% against
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th cetuximab translates into ICERs that are lower or
ndard efficiency threshold (30,000 €/1LYG).

two markers of clinical benetit for cetuximab is the

ive strategy for bio\og icql 1/20111024112249/anx_112249_
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19,466.64 €
20,137.70 €
20,104.97 €
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