
SUPPLEMENTARY MATERIALS 

 APPENDIX 1 

Brief overview of TAILOR trial 

Cetuximab is an epidermal growth factor receptor (EGFR) inhibitor, targeted therapy 

for metastatic colorectal cancer (mCRC). It was approved by US Food and Drug 

Administration (FDA) for treatment of colon cancer in July 2009. For it had little effect 

in colorectal tumors harboring a KRAS mutation, such as mutations in codons 12 and 

13 of exon 2 of the KRAS, cetuximab was only prescribed to the patients with wild-

type (wt) KRAS. 1-3 More recently, other mutations in genes of the RAS family, such 

as mutations in codon 61 of exon 3 and codons 117 and 146 of exon 4 of KRAS, and 

exons 2, 3 and 4 of NRAS, were also suggested potential associated with a reduced 

response to anti-EGFR therapy in retrospective studies.4, 5. Therefore, the TAILOR trial 

was designed to evaluate the effect of cetuximab in RAS wt mCRC patients.  

The TAILOR trial was an open-label, randomized (1:1), multicenter, and phase III trial 

included 393 Chinese patients with RAS wt mCRC, 193 treated with FOLFOX-4 plus 

cetuximab and 200 treated with FOLFOX-4 alone. The combination of cetuximab to 

FOLFOX-4 regime significantly improved the survival benefit of mCRC patients with 

RAS wt with prolonged the progression-free survival time (median 9.2 v 7.4 months; 

hazard ratio, 0.69; 95% CI, 0.54-0.89; P = 0.004), prolonged overall survival time 

(median, 20.7 v 17.8 months; hazard ratio, 0.76; 95% CI, 0.61 to 0.96; P = 0.02;) and 

higher overall response rate (61.1% v 39.5%; odds ratio, 2.41; 95% CI, 1.61 to 3.61; P 

< 0.001) compared with FOLFOX-4 alone. 

The additional cetuximab was well tolerated. There were 19.1% and 13.1% patient 

experienced serious adverse events (AEs) who received cetuximab plus FOLFOX-4 

and FOLFOX-4 alone, as while as, 5.7% and 5.5% of participants had treatment-related 

serious AEs, respectively. The most common grade ≥3 treatment-related AE was 

neutropenia in the both groups (the incidence of grade ≥3 febrile neutropenia was 1% 

in both arms). The chemotherapy was discontinued in 39.2% and 27.1% of patients 
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caused by AEs in the cetuximab plus FOLFOX-4 and FOLFOX-4 alone arms, 

respectively. In addition, cetuximab were discontinued in 16.0% of patients.  

The TAILOR is the first prospective, parallel-group, multicenter, randomized, phase III 

trial to evaluate the efficacy and safety of first-line therapy of cetuximab combined 

FOLFOX regime in RAS wt mCRC patients compared with FOLFOX alone. It 

provides robust evidence to support regarding FOLFOX combined cetuximab as a 

standard-of-care first-line treatment for patients with RAS wt mCRC. 
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Table S1. Proportion of patients who experienced grade 3 and 4 AEs for each treatment 

arm (%) 

Grade 3/4 AEs Cetuximab + FOLFOX-4 FOLFOX-4 

Neutropenia 61.9 43.2 

Leukopenia 26.8 21.1 

Fatigue 12.9 9.5 

Hypokalemia 10.3 4.0 

Thrombocytopenia 10.3 6.5 

Hypomagnesemia 8.3 1.0 

Stomatitis 6.2 0.5 

Diarrhea 5.7 2.0 

Skin reactions 25.8 0.0 

FOLFOX = oxaliplatin, fluorouracil, and leucovorin; OS = overall survival; PFS = progression-free 

survival; AEs = adverse events 
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