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SACT Data – Analysis of overall survival (OS)

• Treatment records for 61 patients were available in 
SACT, the minimum follow-up was 5 months from the 
last CDF application. 

• Patients were traced for their vital status on 22-MAY-
2020. The median follow-up time in SACT was 8.8 
months. 

• Median OS based on SACT data was 19.5 months 

• OS at 6 months was 69%; at 12 months was 61% 

• Median OS with pembrolizumab (PD-L1 CPS≥10; 
cisplatin-ineligible): 

• KEYNOTE-052 = 18.5 months (n = 110 patients)
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Kaplan-Meier plot (N=61), SACT OS data.

Time intervals 

(months)
0-24 3-24 6-24 9-24 12-24 15-24 18-24 24

Number at risk 61 51 39 30 19 11 7 1

Censored 36 36 33 28 17 10 6 1

Events 25 15 6 2 2 1 1 0

Number of patients at risk, those that have died (events) and those that are still alive 

(censored) by quarterly breakpoints, SACT OS data.



MSD decision to terminate CDF Review 

• At the time of CDF recommendation based on data from KEYNOTE-052, MSD were optimistic 
that KEYNOTE-361, which provided direct comparative evidence vs standard chemotherapy, 
would demonstrate a statistically significant benefit in PFS and OS for Pembrolizumab in the 
subgroup of patients with PD-L1 CPS≥10

• However, no statistically significant differences in OS nor PFS were found in KEYNOTE-361 
between pembrolizumab and standard chemotherapy in the subgroup of interest

• Given the absence of clinical benefit versus standard chemotherapy, there was no plausible case 
for pembrolizumab to be cost effective in this patient population, therefore it was agreed with 
NICE to proceed with a termination of the CDF Review

• In light of the data MSD have presented today, it appears clear that the outcome of a formal CDF 
Review would have arrived at the same conclusion as a full CDF Review 

• Patients with UC continue to have access to an immunotherapy in the first-line setting and 
promising treatment options for UC are currently undergoing NICE appraisal. MSD and other 
companies continue to investigate promising treatments in ongoing clinical trials in UC.
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