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eMethods 

Statistical Analysis  

The censoring times for duration of response (DoR), progression-free survival (PFS), and 
overall survival (OS), which were estimated by Kaplan-Meier method, were defined as 
follows: 

 DoR is defined as the time from the date of first documented response (CR or PR) 
until the first date of documented PD (per RECIST v1.1), or death due to any 
cause, whichever occurs first. For patients who are alive and progression-free at 
the time of data cut-off for analysis, DoR will be censored at the PFS censoring 
time, as specified below. 

 PFS is defined as the time from the date of the first dose of study treatment(s) 
until the first date of documented PD (per RECIST v1.1) or death due to any 
cause, whichever occurs first, regardless of whether the patient withdraws from 
treatment or receives another anticancer therapy prior to progression. For patients 
who are alive and progression-free at the time of data cutoff for analysis, PFS will 
be censored at the time of the date of last evaluable disease assessment.  If the 
patient progresses or dies after ≥2 consecutively missed disease assessments, PFS 
will be censored at the time of the latest evaluable disease assessment prior to the 
missed assessments. The specific censoring rules for analysis of PFS are as 
follows: 

Situation Date of PD / Death or Censoring Primary 
Outcome 

No disease assessment at 
baseline or post-baseline visits 

Date of first dose Censored 

Alive and progression-free Date of last evaluable disease 
assessment 

Censored 

Documented Progressive 
Disease (PD) 

Date of earliest sign of PD Progressed 

Death before first progressive 
disease assessment 

Date of death   Progressed 

Death between adequate 
assessment visits 

Date of death   Progressed 

PD or death after ≥ 2 
consecutively missed or NE 
disease assessments 

Date of last evaluable progression-
free disease assessment prior to 
missed or NE assessments 

Censored 

 
 OS will be measured from the start of study treatment(s) until death due to any 

cause. OS will be censored at the last recorded date on which the patient was 
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known to be alive. If patients are confirmed to be alive or if the death date is post 
the data cutoff date, these patients will be censored at the date of data cutoff. 

Time to AE onset is defined as the time from the date of first dose of study treatment 
to the onset date of the AE. For time to AE onset, if a patient has multiple episodes of 
an AE, the date of the first occurrence is used. For patients who do not experience an 
AE, time to AE onset is censored at the time of last follow-up for the AE prior to or 
on the date of cutoff.   
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eResults 

Patients in the overall 10 mg/kg every 2 weeks (Q2W) population  

Overall, 970 patients who had received at least one dose of durvalumab 10 mg/kg Q2W 
and were dosed ≥30 days before the data cutoff date for the earlier interim analysis were 
included in the safety analyses. Baseline and demographic characteristics are summarized 
in eTable 1. In this population, 779 were non-UC patients and 191 were UC patients. 
Almost all patients (92.8%) had Stage 4 disease at study entry. Most patients (95.8%) had 
received prior anticancer therapy. The most common types of prior therapies were 
chemotherapy (90.8%), surgery (46.9%), and radiation therapy (43.8%). 

Antitumor Activity in the UC Cohort 

Among the 7 patients (4 PD-L1 high, 2 PD-L1 low/negative, and 1 PD-L1 unknown) 
with a best overall response of CR, responses were still ongoing for 5 patients, 3 of whom 
remained on durvalumab therapy at the time of data cutoff (eTable 4) and 2 of whom had 
completed 12 months treatment. Of 2 CR patients who progressed per BICR after an 
initial response, 1 patient who remained on durvalumab therapy progressed due to a new 
lesion on Day 226 and another patient who completed 12 months of durvalumab therapy 
progressed due to a new lesion on Day 415. 

Among the 8 patients without ongoing response, 7 patients progressed per BICR after an 
initial response and 1 patient had PR per BICR, based on the last available evaluable 
disease assessment (Day 168); however, the patient discontinued from treatment and did 
not have any follow-up scans after discontinuation and death occurred on Day 608. Of 
the 7 patients who progressed per BICR, 3 patients remained on durvalumab as of the 
data cutoff (October 24, 2016) and four patients completed 12 months of durvalumab 
therapy, including 1 patient who had a subsequent CR per BICR that, as of the data 
cutoff, had been maintained through the last follow up on Day 789. 

Safety in the UC cohort 

The man in his 70s who died of liver failure secondary to treatment-related immune-
mediated hepatitis had received his first dose of durvalumab 37 days before when grade 1 
transaminitis was reported, which did not resolve, and became grade 3, 21 days after the 
first dose. The second dose of durvalumab was received during this time, 13 days after 
the first dose. The patient experienced a serious adverse event (SAE) of grade 3 
pulmonary embolism complicated by grade 1 fever, grade 2 sepsis, and grade 2 back pain 
from day 11 to day 15 after the second dose at which time an SAE of immune-mediated 
hepatitis was reported and AST, ALT, ALP, GGT, and total bilirubin were all elevated; 
anticoagulation with warfarin was initiated. Systemic steroids (maximum dose of 214 
mg/day IV prednisone equivalent) were started 19 days after the second dose and 
continued until the patient’s death. Three days before the patient died, he also 
experienced a grade 3 SAE of elevated international normalized ratio that was not 
considered related to treatment. 
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The man in his 50s who died of treatment-related pneumonitis had received the first dose 
of durvalumab 29 days before and a second (and last) dose 2 weeks after that. The patient 
had a history of grade 1 dyspnea at baseline for which he took no medications, as well as 
a history of remote tobacco use (60 pack years); however, no history of an autoimmune 
disease was reported. The patient’s baseline dyspnea worsened to grade 2 23 days after 
the first dose and continued until the next day; the investigator considered the grade 2 
dyspnea to be unrelated to treatment. Grade 3 pneumonitis was reported 4 days before the 
patient died and continued until the day before he died, when it transitioned to a grade 5 
event the next day. The SAE of pneumonitis was complicated by grade 1 hemoptysis 
starting 2 days before the patient died that did not resolve. Imaging was negative for 
pulmonary embolism and showed new diffuse, multifocal ground glass opacities in both 
lungs.  Treatment for the SAE of pneumonitis was initiated the day before he died and 
included oxygen (15 L/min via Venturi mask), antibiotics (piperacillin/tazobactam, 
levofloxacin), steroids (methylprednisolone 2 mg/kg), inhaled salbutamol sulfate, and 
inhaled ipratropium bromide. The patient’s respiratory status improved transiently but 
then deteriorated; intubation was not done due to his do not resuscitate status. 

Safety in the overall 10 mg/kg Q2W population  

In the overall durvalumab 10 mg/kg Q2W population (n = 970), as of October 24, 2016, 
median duration of exposure was 11.9 weeks (range, 0.4-56.0) and median follow-up was 
15.5 months (range, 0.3-34.6). Generally, the type, frequency, and severity of adverse 
events (AEs) in the overall 10 mg/kg Q2W population were comparable with those of the 
UC cohort (see eTables 2, 3 and 4). Differences between the groups could largely be 
attributed to underlying tumor types and the longer follow-up in the overall 10 mg/kg 
Q2W group.  

Overall, 58.2% of patients had ≥1 any-grade treatment-related AE. The most common 
were fatigue, nausea, diarrhea, pruritus, decreased appetite, rash, and hypothyroidism 
(eTable 3). Grade 3/4 treatment-related AEs were reported in 9.5% of patients. The most 
common were fatigue, increased aspartate aminotransferase (AST), increased alanine 
aminotransferase, and increased gamma glutamyltransferase (eTable 3).  

Treatment-related AEs led to death in 4 patients: 1 due to autoimmune hepatitis and 1 due 
to pneumonitis in the UC cohort (described in the main body of the article), 1 due to 
pneumonia in the setting of pneumonitis in a patient with non-small cell lung cancer, and 
1 due to immune thrombocytopenic purpura in a patient with triple-negative breast 
cancer. There were no clinically meaningful differences in AE rates between the PD-L1 
high and PD-L1 low/negative subgroups (data not shown). 

Treatment-related serious AEs occurred in 4.1% of patients: those that occurred in >1 
patient were colitis and pneumonitis (n = 4 each); nervous system disorder (n = 3); and 
acute kidney injury, increased AST, autoimmune hepatitis, and diarrhea (n = 2 each). The 
incidence of treatment-related serious AEs in the overall 10 mg/kg Q2W group was 
similar to that in the UC cohort (4.1% and 4.7%, respectively).  
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Treatment-related AEs led to permanent discontinuation of treatment in 2.8% of patients 
(eTable 2). Adverse events of special interest (AESIs) were reported in about half of the 
patients (eTable 2); the most common were diarrhea and pruritus. About a third of 
patients had a treatment-related AESI (eTable 4). The most common were dermatitis and 
rash (14.5%), diarrhea and colitis (8.4%), hypothyroidism (7.5%) and select hepatic 
events (7.2%). The incidence of treatment-related AESIs was generally comparable to or 
lower in the UC cohort than the overall 10 mg/kg Q2W group (eTable 4), with the 
exception of select hepatic events (8.4% vs 7.2%, respectively), hyperthyroidism (5.2% 
vs 3.8%, respectively), and select renal events (2.1% vs 1.1%, respectively). 

Grade 3/4 treatment-related AESIs were reported in 4.5% of patients, and occurred most 
commonly in the categories of select hepatic events (2.4%), diarrhea and colitis (0.8%), 
dermatitis and rash (0.7%), infusion-related/hypersensitivity/anaphylactic reactions and 
select renal events (0.2% each), and hyperthyroidism, hypothyroidism, and pneumonitis 
(0.1% each). 

In the overall 10 mg/kg Q2W group, 2.3% of patients had an AESI that led to permanent 
discontinuation of durvalumab. Select hepatic events (0.9%) and diarrhea and colitis 
combined (0.5%) were the most frequent categories of events leading to discontinuation.  

In the overall 10 mg/kg Q2W group, 11.5% of patients had immune-mediated adverse 
events (imAEs). The most common were in the categories of hypothyroidism (6.0%), 
diarrhea and colitis (2.0%), select hepatic events (1.4%), and dermatitis and rash (1.3%).  

Grade 3/4 imAEs occurred in 19 patients (2.0%) in the categories of select hepatic events 
(0.7%), diarrhea and colitis (0.4%), dermatitis and rash (0.3%), select renal events and 
pneumonitis (0.2% each), and other rare/miscellaneous events of potential immune-
mediated nature (0.1%). Grade 5 imAEs occurred in 3 patients (0.3%) and included 
autoimmune hepatitis, pneumonitis, and immune thrombocytopenic purpura. The imAEs 
were manageable and generally reversible by delay or interruption of durvalumab, 
immunosuppressive and/or endocrine therapy per the toxicity management guidelines, or, 
in rare cases, permanent discontinuation of durvalumab. Systemic steroids were 
concomitantly administered in 6.2% of patients with treatment-related AESIs. 

There were no clinically meaningful trends in laboratory values or electrocardiogram 
findings. 
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eTable 1. Demographic and baseline characteristics of the overall 10 mg/kg Q2W 
population (i.e. patients with any solid tumor) 

Characteristic Overall 10 mg/kg Q2W 
(N = 970) 

Age, years 
Median 62.5 
Min, Max (19, 96) 

Sex, No. (%) 
Female 415 (42.8) 
Male 555 (57.2) 

Race, No. (%)a 
Asian 130 (14.4) 
Black or African American 38 (4.2) 
Native Hawaiian or Other Pacific Islander 5 (0.6) 
White 705 (78.3) 
Other 20 (2.2) 
Multiple categories checkedb 2 (0.2) 

ECOG performance status, No. (%)c 
0 331 (34.3) 
1 634 (65.6) 
2 1 (0.1) 

Stage at study entry, No. (%) 
1 1 (0.1) 
2 7 (0.7) 
3 56 (5.8) 
4 900 (92.8) 
Unknown 6 (0.6) 

aMissing values for patients enrolled in France due to local regulations. bEach race 
category counts patients who selected only that category; “Multiple categories checked” 
counts patients who selected more than 1 race category. cECOG performance status data 
missing for 4 patients. Abbreviations: ECOG, Eastern Cooperative Oncology Group; 
max, maximum; min, minimum; Q2W, every 2 weeks. 
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eTable 2. Overall summary of adverse events in the UC cohort and overall 10 mg/kg 
Q2W population (i.e. patients with any solid tumor)a  

 UC Cohort 10 mg/kg 
Q2W 
(N = 191) 

Total 10 mg/kg 
Q2W 
(N = 970) 

At least one AE, No. (%) 189 (99.0) 949 (97.8) 

At least one grade 3 or 4 AE 84 (44.0) 448 (46.2) 

At least one treatment-related AE 116 (60.7) 565 (58.2) 

At least one treatment-related grade 3 or 
4 AE 

13 (6.8) 92 (9.5) 

Death due to AE, No. (%)  15 (7.9) 71 (7.3) 

Death due to treatment-related AE 2 (1.0) 4 (0.4) 

At least one AE leading to permanent 
discontinuation of durvalumab, No. (%) 

9 (4.7) 77 (7.9) 

At least one treatment-related AE 
leading to permanent discontinuation of 
durvalumab 

3 (1.6) 27 (2.8) 

At least one AESI, No. (%) 104 (54.5) 544 (56.1) 

At least one Grade 3 or 4 AESI  25 (13.1) 121 (12.5) 

At least one treatment-related AESI, No. 
(%) 

66 (34.6) 320 (33.0) 

At least one treatment-related Grade 3 or 
4 AESI 

9 (4.7) 44 (4.5) 

At least one imAE, No. (%) 22 (11.5) 112 (11.5) 

At least one Grade 3 or 4 imAE  4 (2.1) 19 (2.0) 

At least one imAE leading to permanent 
discontinuation of durvalumab, No. (%) 

2 (1.0) 14 (1.4) 

At least one treatment-related AESI during 
which systemic steroids were administered, 
No. (%) 

14 (7.3) 60 (6.2) 

At least one Grade 3 or 4 AESI 5 (2.6) 21 (2.2) 
aIn this study, disease progression was reported as an AE or SAE; however, it was 
excluded from the summary of AEs reported here. Abbreviations: AE, adverse event; 
AESI, adverse event of special interest; imAE, immune-mediated adverse event; Q2W, 
every 2 weeks; SAE, serious adverse event; UC, urothelial carcinoma. 
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eTable 3. Treatment-related AEs in the UC cohort and in the overall 10 mg/kg Q2W 
population (i.e. patients with any solid tumor) 

 UC cohort (as-treated 
population) 
(N = 191) 

Overall 10 mg/kg Q2W 
population 
(N = 970)a 

All grades,  
n (%)b 

Grade 3/4,  
n (%) 

All grades,  
n (%)b 

Grade 3/4,  
n (%) 

Any 116 (60.7) 13 (6.8) 565 (58.2) 92 (9.5) 

Occurring in ≥5% of patients in either population or with grade ≥3 severity in ≥1 patient 
in the UC cohort or ≥2 patients in the overall population 

Fatigue 37 (19.4) 0 185 (19.1) 16 (1.6) 

Decreased appetite 18 (9.4) 0 69 (7.1) 3 (0.3) 

Diarrhea 16 (8.4) 1 (0.5) 80 (8.2) 5 (0.5) 

Rash 14 (7.3) 0 64 (6.6) 1 (0.1) 

Nausea 13 (6.8) 0 82 (8.5) 2 (0.2) 

Arthralgia 11 (5.8) 0 49 (5.1) 2 (0.2) 

Pyrexia 11 (5.8) 0 31 (3.2) 0 

Pruritus 10 (5.2) 0 69 (7.1) 1 (0.1) 

Hypothyroidism 9 (4.7) 0 61 (6.3) 1 (0.1) 

Increased ALT 8 (4.2) 2 (1.0) 36 (3.7) 9 (0.9) 

Increased AST 6 (3.1) 3 (1.6) 38 (3.9)  11 (1.1) 

Vomiting 6 (3.1) 0 42 (4.3) 3 (0.3) 

Increased GGT 6 (3.1) 2 (1.0) 22 (2.3) 8 (0.8) 

Hyponatremia 1 (0.5) 0 7 (0.7) 5 (0.5) 

Colitis 1 (0.5) 0 7 (0.7) 4 (0.4) 

Dyspnea 4 (2.1) 0 30 (3.1) 2 (0.2) 

Increased blood ALP 4 (2.1) 1 (0.5) 15 (1.5) 2 (0.2) 

Thrombocytopenia 4 (2.1) 0 12 (1.2) 3 (0.3) 

Hypertension 3 (1.6) 2 (1.0) 8 (0.8) 3 (0.3) 

Anemia 2 (1.0) 1 (0.5) 21 (2.2) 2 (0.2) 

Rash maculo-papular 2 (1.0) 1 (0.5) 19 (2.0) 2 (0.2) 

Infusion-related 
reaction 

2 (1.0) 1 (0.5) 11 (1.1) 2 (0.2) 
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Increased transaminases 2 (1.0) 1 (0.5) 5 (0.5) 2 (0.2) 

Autoimmune hepatitis 2 (1.0) 1 (0.5) 4 (0.4) 3 (0.3) 

Tumor flare 2 (1.0) 1 (0.5) 2 (0.2) 1 (0.1) 

Decreased weight 1 (0.5) 0 16 (1.6) 2 (0.2) 

Leukopenia 1 (0.5) 0 4 (0.4) 2 (0.2) 

Acute kidney injury 1 (0.5) 1 (0.5) 4 (0.4) 1 (0.1) 

Atrial fibrillation 1 (0.5) 1 (0.5) 2 (0.2) 1 (0.1) 

Increased blood 
bilirubin 

0 0 4 (0.4) 2 (0.2) 

Hyperglycemia 0 0 4 (0.4) 2 (0.2) 

Neutropenia 0 0 3 (0.3) 2 (0.2) 

Nervous system 
disorder 

0 0 3 (0.3) 2 (0.2) 

aIncludes patients in the UC cohort. bGrade 5 treatment-related AEs occurred in 2 UC 
patients (1 each due to autoimmune hepatitis and pneumonitis) and 4 patients in the 
overall 10 mg/kg Q2W population (pneumonia in the setting of pneumonitis in a patient 
with non-small cell lung cancer, autoimmune hepatitis and pneumonitis in patients with 
UC, and immune thrombocytopenic purpura in a patient with triple-negative breast 
cancer). Abbreviations: AE, adverse event; ALP, alkaline phosphatase; ALT, alanine 
aminotransferase; AST, aspartate aminotransferase; GGT, gamma glutamyltransferase; 
Q2W, every 2 weeks; UC, urothelial carcinoma. 
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eTable 4. Treatment-Related AESIs and imAEs in the UC Cohort and Overall 10 
mg/kg Q2W Population (i.e. Patients With any Solid Tumor) 

AESI Group Category UC Cohort (As-
Treated Population) 
N = 191 

Overall 10 mg/kg 
Q2W Population 
N = 970 

All 
Grade, n 
(%)a 

Grade 
3/4, n 
(%) 

All 
Grade, 
n (%)a 

Grade 
3/4, n 
(%) 

Treatment-related AESI     

Subjects with at least one AESI 66 (34.6) 9 (4.7) 320 
(33.0) 

44 (4.5) 

Dermatitis and rash 26 (13.6) 1 (0.5) 141 
(14.5) 

7 (0.7) 

Dermatitis 13 (6.8) 0 88 (9.1) 2 (0.2) 

Rash 17 (8.9) 1 (0.5) 87 (9.0) 5 (0.5) 

Select hepatic events 16 (8.4) 5 (2.6) 70 (7.2) 23 (2.4) 

Diarrhea and colitis 16 (8.4) 1 (0.5) 81 (8.4) 8 (0.8) 

Diarrhea 16 (8.4) 1 (0.5) 80 (8.2) 5 (0.5) 

Colitis 1 (0.5) 0 8 (0.8) 4 (0.4) 

Hyperthyroidism 10 (5.2) 0 37 (3.8) 1 (0.1) 

Hypothyroidism 10 (5.2) 0 73 (7.5) 1 (0.1) 

Select renal events 4 (2.1) 1 (0.5) 11 (1.1) 2 (0.2) 

Infusion-
related/hypersensitivity/anaphylactic 
reactions 

2 (1.0) 1 (0.5) 11 (1.1) 2 (0.2) 

Pneumonitis 2 (1.0) 0 12 (1.2) 1 (0.1) 

Adrenal insufficiency 1 (0.5) 0 4 (0.4) 0 

Other rare/miscellaneous 1 (0.5) 0 3 (0.3) 0 

Select pancreatic events 0 0 1 (0.1) 0 

Hypophysitis 0 0 0 0 

imAEs     

Subjects with at least one imAE 22 (11.5) 4 (2.1) 112 
(11.5) 

19 (2.0) 

Hypothyroidism 10 (5.2) 0 58 (6.0) 0 
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Select hepatic events 4 (2.1) 2 (1.0) 14 (1.4) 7 (0.7) 

Dermatitis and rash 2 (1.0) 1 (0.5) 13 (1.3) 3 (0.3) 

Rash 2 (1.0) 1 (0.5) 8 (0.8) 3 (0.3) 

Dermatitis 1 (0.5) 0 9 (0.9) 0 

Hyperthyroidism 2 (1.0) 0 9 (0.9) 0 

Hypophysitis 0 0 0 0 

Adrenal insufficiency 1 (0.5) 0 5 (0.5) 0 

Select renal events 1 (0.5) 1 (0.5) 4 (0.4) 2 (0.2) 

Pneumonitis 1 (0.5) 0 8 (0.8) 2 (0.2) 

Diarrhea and colitis 4 (2.1) 0 19 (2.0) 4 (0.4) 

Diarrhea 4 (2.1) 0 17 (1.8) 2 (0.2) 

Colitis 1 (0.5) 0 8 (0.8) 4 (0.4) 

Other rare/miscellaneous 0 0 2 (0.2) 1 (0.1) 
aGrade 5 treatment-related AESIs (which were also imAEs) occurred in 2 patients (1.0%) 
in the UC cohort (pneumonitis and autoimmune hepatitis) and 3 patients (0.3%) in the 
overall population (pneumonitis, autoimmune hepatitis, and immune thrombocytopenic 
purpura). Abbreviations: AESI, adverse event of special interest; imAE, immune-
mediated adverse event; Q2W, every 2 weeks; UC, urothelial carcinoma. 
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eTable 5. Prior Therapy, Duration of and Time to Response, Duration of Treatment, and Ongoing Response Status in Patients 
with Complete Responses with Durvalumab per BICR in the UC Cohort  

Patient ID PD-L1 
expression 

status 

Number of 
prior 

lines of 
therapy 

Best 
overall 

response 

Duration of 
response, 
months 

Time to
response, 
months 

Duration of
treatment, 

months 

Response
ongoing 
status 

1056201XXXX High 1 CR 4.1a 1.4 6b Yes
1371701XXXX Unknown 1 CR 2.4a 1.3 5b Yes
2000043XXXX Low/negative 0 CR 8.4a 2.7 12.4c Yes
2000134XXXX High 2 CR 15.6a 1.2 12.4c Yes
2000213XXXX High 1 CR 2.8a 1.4 4.6b Yes
2001023XXXX Low/negative 1 CR 12.3 1.4 12c No
2001190XXXXd High 1 CR 6.1 1.3 8b No
aDuration of response is censored at last evaluable disease assessment. bPatient is still on treatment. cPatient has completed protocol-
specified 12 months of initial treatment. dPatient experienced a confirmed CR but lacked a target lesion at baseline per BICR. CR, 
complete response. 
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eFigure 1. Tumor Size Change From Baseline per BICR in the UC Cohort (Patients 
With Target Lesions at Baseline and ≥1 Post-Baseline Scan) by PD-L1 Expression 
Statusa (As-Treated Population)  
 
A. 

(A) PD-L1 high subgroup. (B) PD-L1 low/negative subgroup.b (C) PD-L1 unknown. 

B.
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C. 

 

aPD-L1 ‘high’ expression was defined as ≥25% of TCs or ICs staining for PD-L1; PD-L1 
‘low/negative’ expression was defined as <25% of both TCs and ICs staining for PD-L1. 
PD-L1 expression status was unknown (due to insufficient tumor in biopsy samples) or 
unavailable (due to not being tested at data cutoff) for 14 patients. bFor patients with 
lymph nodes included in their target lesions, CR may not equate with a −100% change 
from baseline according to RECIST version 1.1. Abbreviations: BICR, blinded 
independent central review; CR, complete response; IC, immune cell; PD-L1, 
programmed cell death ligand-1; PR, partial response; RECIST, Response Evaluation 
Criteria in Solid Tumors; TC, tumor cell; UC, urothelial carcinoma. 
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eFigure 2. Kaplan-Meier Estimates of Progression-free Survival (PFS) per BICR in 
the UC Cohort by PD-L1 Expression Statusa (As-Treated Population) 

 
aPD-L1 ‘high’ expression was defined as ≥25% of TCs or ICs staining for PD-L1; PD-L1 
‘low/negative’ expression was defined as <25% of both TCs and ICs staining for PD-L1. 
PD-L1 expression status was unknown (due to insufficient tumor in biopsy samples) or 
unavailable (due to not being tested at data cutoff) for 14 patients. 
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eFigure 3. Time to Onset of First Any-Grade Treatment-Related AEs and AESIs in 
the UC Cohort and Overall 10 mg/kg Q2W Population 

 

Abbreviations: AE, adverse event; AESI, adverse event of special interest; Q2W, every 2 
weeks; UC, urothelial carcinoma. 


