Trial of Imaging and Surveillance in Seminoma Testis

APPENDIX

TABLE A1. Analysis Set Definitions

Analysis Set MRI v CT Comparison Three- v Seven-Scan Comparison
ITT Includes all patients, analyzed according to their allocated surveillance schedule. For patients who have not experienced an event,
observations were censored on the date last confirmed free from advanced disease (normally the most recent trial follow-up assessment)?
PP MRI: includes all patients who were allocated to one of the MRIarms, Three scan: includes all patients who were allocated to one of the
with observations censored on the first of the following dates: three-scan schedules, with observations censored on the earliest of
(1) date of withdrawal from MRI surveillance where this was before  the following:
receiving any MRI scans (1) the first date on which the patient had received either two more
(2) date of receiving an abdominal CT surveillance® scan or two less than the expected number of abdominal surveillance
(3) date last confirmed free from advanced disease® scans®, before any relapse®
CT: includes all patients who were allocated to one of the CT arms, (2) date last confirmed free from advanced disease?
with observations censored on the first of the following dates: Seven scan: includes all patients who were allocated to one of the
(1) date of withdrawal from CT surveillance where this was before  seven-scan schedules, with observations censored on the earliest
receiving any CT scans of the following:
(2) date of receiving an abdominal MRI surveillance® scan (1) the first date on which the patient had received either two more
(3) date last confirmed free from advanced disease® or two less than the expected number of abdominal surveillance

scans®, before any relapse®
(2) date last confirmed free from advanced disease?

Abbreviations: CT, computed tomography; ITT, intention-to-treat; MRI, magnetic resonance imaging; PP, per-protocol.

aFor patients who have been lost to follow-up or withdrawn from trial data collection, follow-up data may include confirmation of disease status obtained
through alternative means (eg, general practitioner records).

bSurveillance scans are defined as abdominal CTs (or MRIs), including any unscheduled scans that were not clinically indicated (or indication was unclear).

¢So, for example, at 18 months of follow-up, a patient in one of the 3-scan arms would be expected to have had two abdominal surveillance scans; patients
with no scans or with four or more would be censored. A patient in one of the seven-scan arms would be expected to have had three abdominal surveillance
scans by this time; patients with one or fewer scans or with five or more would be censored at this time point. A =2 month window was allowed for the timing of
scans relative to the schedule but, where the appropriate number of scans have not taken place within this window, the censor date was the date the scan was
due (ie, the 18-month time point in the example given).
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FIG A1. Timing of relapse detection according to allocated scan type (A) and frequency (B). CT, computed tomography; MRI, magnetic resonance imaging.
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FIG A2. Relapse treatment and response according to allocated scan type (A) and frequency (B). CT, computed tomography; MRI, magnetic resonance

imaging.
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Time Since Random Assignment (years)
No. at risk:
Seven scans 336 322 301 300 295 290 286 281 275 273 262 245 151
Three scans 333 315 302 287 281 280 272 266 260 255 248 236 136
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FIG A3. Disease-free and overall survival according to allocated scan type and frequency. CT, computed tomography;
DFS, disease-free survival; MRI, magnetic resonance imaging; OS, overall survival.
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