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Appendix Section S4.  

Adverse Event Report  

 

Table S4 provides details on the cumulative number of adverse events by study arm, to August 

31st 2016. All events were reviewed by the trial Independent Data and Safety Monitoring 

Committee (IDSMC) and reported to the ethics committee as required. 

Four deaths occurred in study participants during follow-up - these events were reviewed by 

the IDSMC who confirmed that due to the unrelated nature of the events the trial should proceed 

without modification. The two reported adverse events in Table 1 did not relate to clinical 

outcomes but to an issue with reporting the screening result to the participant which was 

resolved. No invasive cervical cancer cases stage Ia2 and above were reported in follow-up (it 

should be noted that one Stage 1a1 microinvasive cancer was detected via the screening episode 

in the HPV+LBC triage group, but this is not an adverse event since the invasive cancer was 

appropriately screen-detected).  

 

 Study Arm 1 Study Arm 2 Study Arm 3 

Deaths in follow-up (classified 

as unrelated to the trial) 

0  2 (0.1%) 2 (0.1%) 

Reported Serious Adverse 

Event (excluding deaths) 

0 0 0 

Reported Adverse Event 1 (0.1%)  1 (0.05%) 0 

*No adverse events were reported in participants who withdrew from the study. 

 

Table D. Summary of Adverse Events*  


