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Background

The AMBASSADOR study (NCT03244384) demonstrated a significant improvement in DFS for adjuvant Pembro vs Obs in patients (pts) with
high-risk MIUC after radical surgery. We report extended DFS (19 additional median (m) months (mo)) follow-up data, sites of met
recurrence, and lymph node (LN) status outcomes.

Methods

This is an open label, randomized, phase 3 trial that enrolled pts with MIUC of the bladder, upper tract (UT), or urethra. Pts were randomized
1:1 to receive Pembro 200 mg every 3 weeks for 1 year or Obs. The dual primary endpoints were DFS and OS. Final OS analysis requires
additional events.

Results

702 pts were randomized. mDFS follow-up was 41.3 mo. DFS benefit was seen in most subgroups analyzed including pathologic stage,
+margins, NAC (yes/no), PD-L1 status (+/-), age, and ECOG PS. DFS benefit for UT ureter tumors was observed but not for renal pelvis
tumors. DFS benefit with Pembro was seen in all pts with N0 and N+ stage and UT tumors with N+ stage. Common sites of met included LN,
pelvic mass, lung, bone, liver (Table, *non-mutually exclusive; NE-Not Estimable).Table: 1964MO

Pembro mDFS (95% CI), mo N events/ N total Obs mDFS (95% CI), mo N events/ N total HR (95% CI)
All pts 29.6 (21.8-41.9) 182/354 14.5 (11-20.2) 194/348 .72 (.59-.89)
UT Ureter 54.0 (43.8-NE) 10/28 17.7 (8.2-NE) 16/33 .58 (.26-1.32)
UT Renal Pelvis 26.6 (9.7-NE) 26/53 60.5 (60.5-NE) 11/40 1.99 (.98-4.02)
LN Status
All pts

N0 NE (NE-NE) 39/132 35.2 (18.1-NE) 67/148 .52 (.35-.77)
N+ 14.5 (11.3-20) 121/186 8.8 (6.9-11.8) 119/174 .75 (.59-. 97)
UT pts
N0 NE (26.6-NE) 6/22 60.5 (30.2-NE) 13/36 .7 (.27-1.85)
N+ 54.0 (8.2-NE) 12/27 17.7 (12.1-NE) 7/14 .95 (0.37-2.41)
DFS eventsMet Site % N=147 N=165
Chest LN 17 8.5
Abdominal LN 23.1 32.7



Pelvic LN 21.8 24.2
Pelvic Mass 11.6 15.2
Lung 10.9 13.9
Bone 19.7 18.8
Liver 10.2 14.5

Pembro mDFS (95% CI), mo N events/ N total Obs mDFS (95% CI), mo N events/ N total HR (95% CI)

Conclusions

With extended DFS follow-up, Pembro continues to show DFS benefit vs Obs. All pts, including UT pts (trend) had DFS benefit with Pembro
regardless of LN status (N0 or N+). Met recurrences were more common in pts on Obs vs Pembro and the sites of distribution were similar.
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