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• Up to 70% of patients with colorectal cancer (CRC) will experience metastatic disease
(mCRC), either at diagnosis or over the course of their treatment1,2

• The prognosis for patients with mCRC is poor, with a 5-year relative survival rate of
approximately 14%3

• Fruquintinib is a highly selective, oral tyrosine kinase inhibitor of all 3 vascular endothelial
growth factor receptors (VEGFR -1, -2, and -3) that was approved by the United States
Food and Drug Administration in November 20234, and in Europe5,6 and Japan7 in 2024 for
previously treated mCRC, regardless of biomarker status

• The FRESCO-2 study met its primary endpoint demonstrating significantly improved overall
survival (OS) with fruquintinib + best supportive care (BSC) versus placebo + BSC among
patients with heavily pretreated mCRC8

• The median OS of patients who received fruquintinib in FRESCO-2 was 7.4 months, but a
proportion of patients were able to gain longer survival benefits8

• We conducted a subgroup analysis of these patients to assess baseline characteristics and
safety data using a cut-off of ≥10 months OS with fruquintinib treatment

• The key secondary endpoint of PFS was also significantly improved with fruquintinib + BSC
versus placebo + BSC (HR: 0.32; 95% CI: 0.27–0.39; p<0.001)
– PFS rates (95% CIs) for fruquintinib versus placebo were 23.8% (19.7–28.0%) versus

1.1% (0–2.6%) at 6 months and 11.3% (8.1–14.6%) versus 0.5% (0–1.6%) at 9 months

Patients with an OS ≥10 months
• Of 461 patients who received fruquintinib in FRESCO-2, 113 (24.5%) had an OS ≥10

months (range 10.0–18.9)
• Median (range) duration of fruquintinib treatment was 6.3 (0.7–19.1) months for patients

with an OS ≥10 months versus 3.1 (0.3–19.1) months for the ITT population
• Patients with an OS ≥10 months received a median (range) of 7 (1–20) treatment cycles

versus 3 (1–20) treatment cycles for patients in the ITT population
• Baseline characteristics were generally balanced between patients with an OS ≥10 months

and the ITT population (Table 1)
• A higher proportion (>10% difference) of patients with an OS ≥10 months had no liver

metastases and an Eastern Cooperative Oncology Group performance status
(ECOG PS) of 0 at baseline compared with the ITT population

• Median time since first diagnosis of CRC and median duration of mCRC was around five
months longer for patients in the OS ≥10 months subgroup compared with the ITT
population (Table 1)

A higher proportion of patients with ≥10 months OS with fruquintinib had an absence of liver metastases and an ECOG PS of 0 at baseline than in the ITT population

What are the baseline characteristics of patients treated with fruquintinib in FRESCO-2 who had an OS ≥10 months, compared with the ITT population?
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Background Safety
• The proportion of patients experiencing a grade ≥3 treatment-emergent adverse event

(TEAE) was similar between patients receiving fruquintinib with ≥10 months OS and
patients in the overall FRESCO-2 safety population (61.9% vs 62.7%; Table 2)

• A higher proportion of patients in the OS ≥10 months subgroup had TEAEs leading to dose
modification compared with the FRESCO-2 safety population (95.6% vs 70.8%)

• However, a lower proportion of patients in the OS ≥10 months subgroup experienced
TEAEs leading to treatment discontinuation versus the overall FRESCO-2 safety population
(14.2% vs 20.4%)

• A higher proportion of patients with an OS ≥10 months experienced treatment-emergent
adverse events of special interest (AESIs) compared with the overall FRESCO-2 safety
population (94.7% vs 80.7%; Table 2)

• FRESCO-2 was a global phase 3 study conducted across 14 countries8

• Eligible patients had received all standard treatments including fluoropyrimidine, oxaliplatin,
and irinotecan chemotherapy; anti-vascular endothelial growth factor therapy; anti-epidermal
growth factor receptor therapy (if RAS wild type); and had disease progression on, or had
been intolerant to trifluridine-tipiracil (TAS-102) and/or regorafenib8

• Hazard ratios (HRs) and 95% confidence intervals (CIs) between the two treatment arms
were calculated from a stratified Cox proportional hazard model with the treatment group
as the only covariate in the model8

• Landmark survival (OS and progression-free survival [PFS]) was assessed at 6 and
9 months

• Comparison of patient characteristics between the OS ≥10 months subgroup and the
intent-to-treat (ITT) population was descriptive only

• The FRESCO-2 ITT population included all patients who were randomly assigned to a
treatment group; the safety population included all patients who received at least one dose
of fruquintinib or placebo8

Methods

Results
Landmark survival
• In the FRESCO-2 ITT population, the primary endpoint of OS was significantly improved

with fruquintinib + BSC versus placebo + BSC (HR: 0.66; 95% CI: 0.55–0.80; p<0.001)

– OS rates (95% CIs) at 6 months were 60.4% (55.9–64.9%) in the fruquintinib group
versus 41.5% (35.0–48.0%) in the placebo group

– OS rates at 9 months were 41.1% (36.4–45.8%) in the fruquintinib group versus
28.2% (22.1–34.3%) in the placebo group

Conclusions
• This exploratory analysis showed that baseline characteristics were generally balanced

between patients with an OS ≥10 months and the ITT population; however, a higher
proportion of patients receiving fruquintinib with an OS ≥10 months had an absence of liver
metastases and ECOG PS 0 at baseline compared with the ITT population

• As may be expected due to the longer overall duration of treatment, patients receiving
fruquintinib with an OS ≥10 months required more dose modifications compared with the
overall FRESCO-2 safety population; however, these patients were able to continue
treatment for longer with fewer discontinuations due to TEAEs

• Fruquintinib is a novel treatment option that demonstrates significantly improved survival
compared with placebo that is clinically meaningful, as evidenced by some patients
gaining ≥10 months OS benefit

Table 2. Overview of TEAEs for patients treated with fruquintinib + BSC in FRESCO-2

n (%)

Patients with an 
OS ≥10 months 

(n=113)

FRESCO-2 safety
population*

(n=456)
Any TEAE 112 (99.1) 451 (98.9)

Grade ≥3 70 (61.9) 286 (62.7)

Leading to dose reduction 45 (39.8) 110 (24.1)

Leading to dose interruption 63 (55.8) 213 (46.7)

Leading to treatment discontinuation 16 (14.2) 93 (20.4)

Leading to death 1 (0.9) 48 (10.5)

Treatment-related TEAEs 108 (95.6) 395 (86.6)

Grade ≥3 49 (43.4) 164 (36.0)

Leading to dose reduction 40 (35.4) 93 (20.4)

Leading to dose interruption 43 (38.1) 134 (29.4)

Leading to treatment discontinuation 13 (11.5) 45 (9.9)

Serious TEAEs 32 (28.3) 171 (37.5)

Grade ≥3 32 (28.3) 162 (35.5)

Treatment-emergent AESI 107 (94.7) 368 (80.7)

*Five patients randomized to the fruquintinib arm did not receive fruquintinib treatment.

Treatment until progressive disease or 
unacceptable toxicity
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Previously treated patients with mCRC 
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PFS, ORR, DCR, and 

safety
Baseline characteristics and safety data of patients treated with fruquintinib who had 

an OS ≥10 months compared with the ITT population 
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analysis:

R
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Results

FRESCO-2 OS (ITT population)8

Patient characteristic

Fruquintinib
Patients with 

OS ≥10 months 
(n=113)

ITT
population

(n=461)
No liver metastases 
at baseline, n (%) 47 (41.6) 122 (26.5)

ECOG PS 0 at 
baseline, n (%) 61 (54.0) 196 (42.5)

Baseline characteristics of patients from FRESCO-2 treated with 
fruquintinib with an OS ≥10 months and in the ITT

Fruquintinib (n=461)
5 mg PO, QD + BSC, 28-day cycle

(3 weeks on, 1 week off)

Table 1. Baseline characteristics of patients treated with fruquintinib + BSC in FRESCO-2
Patients with an OS ≥10 months 

(n=113)
ITT population

(n=461)
Mean (SD) age, years 62.9 (10.4) 62.2 (10.4)
Female, n (%) 56 (49.6) 216 (46.9)
Race, n (%)

White 91 (80.5) 367 (79.6)
Asian 7 (6.2) 43 (9.3)
Black or African American 3 (2.7) 13 (2.8)
Other* 12 (10.6) 5 (1.1)

ECOG PS, n (%)
0 61 (54.0) 196 (42.5)
1 52 (46.0) 265 (57.5)

Median (range) time since first diagnosis of CRC, months 52.0 (10.1–242.4) 47.2 (6.0–242.4)
Primary tumor location at first diagnosis, n (%)

Colon 58 (51.3) 279 (60.5)
Rectum 40 (35.4) 143 (31.0)
Both 15 (13.3) 39 (8.5)

Primary tumor site at first diagnosis, n (%)
Colon left 48 (42.5) 192 (41.6)
Colon right 18 (15.9) 97 (21.0)
Colon left and right 0 4 (0.9)

Liver metastases, yes / no, n (%) 66 (58.4) / 47 (41.6) 339 (73.5) / 122 (26.5)
Median (range) duration of mCRC, months 42.7 (10.1–121.0) 37.9 (6.0–192.8)

≤18 months, n (%) 6 (5.3) 37 (8.0)
>18 months, n (%) 107 (94.7) 424 (92.0)

Prior lines of therapy for mCRC, n (%)
≤3 30 (26.5) 125 (27.1)
>3 83 (73.5) 336 (72.9)

Prior TAS-102, n (%) 53 (46.9) 240 (52.1)
Prior regorafenib, n (%) 14 (12.4) 40 (8.7)
Prior TAS-102 and regorafenib, n (%) 46 (40.7) 181 (39.3)
*Includes American Indian or Alaska Native, Native Hawaiian or Other Pacific Islander, Other as recorded on the Demographics electronic case
report form, and patients with multiple races selected. SD, standard deviation.
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