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STATISTICAL ANALYSES

SCOPE
•	This study aims to examine real-world outcomes in (1) an 

ambispective cohort of patients initiating first-line (1L) platinum-
based chemotherapy for locally advanced or metastatic urothelial 
cancer (LA/mUC), a subset of which will receive avelumab as 1L 
maintenance (1LM), and (2) a retrospective cohort of patients with 
LA/mUC not progressed on 1L chemotherapy who initiated  
avelumab as 1LM

STUDY STATUS
•	When completed, the ongoing PATRIOT-II study will facilitate the 

understanding of real-world clinical outcomes, treatment patterns, 
patient-reported outcomes (PROs), and health care resource 
utilization (HCRU) in patients receiving avelumab as 1LM in patients 
diagnosed with LA/mUC in the US

•	Current enrollment: 14 patients in the ambispective cohort and 61 
patients in the retrospective cohort

•	Data collection launched in June 2021 and is anticipated to 
conclude in June 2023

•	Final results are anticipated by October 2023

PATRIOT-II: an ambispective, observational, 
multicenter, 2-cohort study of avelumab first-
line maintenance in locally advanced/
metastatic urothelial carcinoma in the US

•	 Urothelial cancer (UC) accounts for approximately 90% of all bladder cancer, and when locally advanced or 
metastatic, the 5-year survival rate is only 5%1

•	 Platinum-based chemotherapy is the 1L standard of care for patients with advanced UC, but despite high initial 
response rates, durable response is uncommon2

•	 Most patients ultimately experience progression within 8 months after initiation of 1L treatment2,3

•	 Avelumab is an anti–PD-L1 antibody approved by the Food and Drug Administration4 in June 2020; in a phase 3 clinical 
trial, avelumab demonstrated significant improvement in overall survival (OS) and progression-free survival (PFS) 
compared with standard of care (observation) as 1LM treatment for patients with LA/mUC and no progression on  
1L platinum-based chemotherapy5

•	 PATRIOT-II will help us further understand real-world OS, PFS, treatment patterns, PROs, and HCRU before and 
during avelumab 1LM treatment

BACKGROUND STUDY DESIGN
•	 PATRIOT-II is being conducted in ≈20 US oncology centers with (1) an ambispective cohort of patients initiating chemotherapy 

(n=100), a subset of whom may continue to avelumab 1LM, and (2) a retrospective cohort of patients initiating avelumab 1LM 
(n=150)

•	  Ambispective cohort
	– Patients with LA/mUC newly initiating 1L chemotherapy treatment
	– Data are collected while patients are receiving chemotherapy treatment and, for those who receive it, avelumab 1LM
	– Data includes disease characteristics, treatment response, adverse events (AEs), and HCRU for ≤52 weeks after study initiation
	– PROs are captured via 3 validated instruments (RAND SF-36 question 1, NCCN/FACT Bladder Symptom Index (NCCN/FACT 

FBlSI-18), Cancer Treatment Satisfaction Questionnaire (CTSQ) 
•	 Retrospective cohort

	– Patients with LA/mUC who had already initiated avelumab 1LM
	– Data are collected via chart review encompasses chemotherapy treatment and 1LM periods 
	– Data includes disease characteristics, treatment response, survival, AEs, and HCRU

Figure 1. PATRIOT-II: ambispective observational study cohort
•	
PATIENT POPULATION
Inclusion criteria 
•	Histologically confirmed  

LA/mUC 
•	Adults aged 18 years or  

older at diagnosis 
•	Patients about to be 

initiated on 1L platinum-
containing chemotherapy

•	

Exclusion criteria
•	Incomplete history data
•	Pregnancy 
•	Clinical trial participation at  

time of enrollment

SELECTED ENDPOINTS
Key Endpoints 
•	Effectiveness: rwOS, rwPFS
•	Treatment patterns
•	rw time to treatment 

discontinuation 
•	rw time to next line of treatment
•	Reasons for treatment 

discontinuation 
•	Adverse events
•	Time to onset of irAEs and high-

dose corticosteroid use
•	HCRU, hospitalization, ED visits
•	PROs

	 Patients with LA/mUC who  
are going to receive platinum-
containing chemotherapy 

 

1)		For those do not move onto 
avelumab 1LM, collect data up 
to last dose of chemotherapy

2)		For those who continue onto 
avelumab 1LM, continue to 
collect avelumab follow-up 
data for up to 1 year, in  
addition to the chemotherapy 
data collected

1L, first-line; 1LM, first-line maintenance; ED, emergency department; HCRU, healthcare resource utilization; irAE, immune-related adverse events; LA/mUC, locally advanced/metastatic urothelial 
carcinoma; PRO, patient-reported outcomes; rw, real word; OS, overall survival; PFS, progression-free survival.

Figure 2. PATRIOT-II: retrospective observational study cohort
•	
PATIENT POPULATION
Inclusion criteria 
•	Histologically confirmed LA/mUC 
•	Aged 18 years or older at diagnosis 
•	Patients with LA/mUC whose disease 

did not progress on platinum-containing 
chemotherapy and who initiated on 
avelumab as 1LM 

•	Baseline and patient history data  
available in medical records 

Exclusion criteria
•	Pregnancy at time of enrollment
•	Patient included in PATRIOT-II prospective 

study cohort participation
•	Interventional clinical trial participation at 

any point during the study period

SELECTED ENDPOINTS
Key Endpoints 
•		Effectiveness: rwOS, rwPFS
•		Treatment patterns 
•		rw time to treatment 

discontinuation
•		rw time to next line of treatment
•		Reasons for treatment 

discontinuation 
•		AEs
•		Time to onset of irAEs and high-

dose steroid use
•		HCRU, hospitalization, ER visits

	 Patients with LA/mUC treated  
with avelumab as 1LM from  
US oncology care centers

1LM, first-line maintenance; AE, adverse event; ED, emergency department; HCRU, healthcare resource utilization; irAE, immune-related adverse events; LA/mUC, locally advanced/metastatic urothelial 
carcinoma rw, real word; OS, overall survival; PFS, progression-free survival.

Upon study completion, results will include:
Ambispective cohort
•	 Primary outcomes 

	– Real-world OS rates and PFS from starting at chemotherapy and 1LM initiation
•	 Secondary outcomes

	– Changes in quality of life, bladder cancer symptoms, and cancer treatment satisfaction from the  
chemotherapy to 1LM treatment periods

	– Treatment patterns
	– Changes in HCRU prior to and following 1LM initiation (eg, hospitalizations, hospital days, emergency  

department visits)
	– AEs

Retrospective cohort
•	 Primary outcomes 

	– Real-world OS rates and PFS from both chemotherapy and 1LM initiation
•	 Secondary outcomes

	– Changes in HCRU prior to and following 1LM initiation (eg, hospitalizations, hospital days, emergency  
department visits) chemotherapy to 1LM treatment periods

	– Treatment patterns
	– AEs

•	 Analyses for both cohorts will include descriptive statistics (ie, means, standard deviations, medians, and ranges)  
for continuous variables and frequencies for categorical variables. Kaplan-Meier and Cox regression will be used for time-to-event endpoints, and paired t-tests will be used for pre- and post-1LM initiation comparisons of PROs and HCRU

Table 1. PATRIOT-II planned analyses

Ambispective cohort Retrospective cohort

•	 Demographics*

•	 Disease history*

•	 Chemotherapy treatment history*

•	 Treatment changes since baseline, rationale**

•	 PROs and HCRU while receiving chemotherapy**

•	 Avelumab treatment characteristics (e.g., dosing)**

•	 AEs**

•	 Real-world OS and PFS rates**

•	 PROs and HCRU while receiving avelumab, change from    
  chemotherapy treatment period**

•	 Demographics*

•	 Disease history*

•	 Chemotherapy treatment history*

•	 Avelumab treatment characteristics (e.g. dosing)**

•	 Treatment changes since baseline, rationale**

•	 HCRU while receiving chemotherapy**

•	 AEs**

•	 Real-world OS and PFS rates**

•	 HCRU with avelumab, change from chemotherapy 
  treatment period**

* Analyses will summarize characteristics through initiation of avelumab.
** Analyses will summarize characteristics and outcomes through 6 and 12 months after initiation of avelumab. 

Ambispective study Baseline Week 6* Disease progression (progressing 
patients on chemotherapy)

End of chemo (non- progressing 
patients on chemotherapy)

Avelumab 1LM 
initiation

Week 6 following 
1LM initiation*

Week 12 following 
1LM initiation*

Week 24 following 
1LM initiation*

Week 36 following 
1LM initiation) *

Week 52 following 
1LM initiation*

Chart review X   X** X   X  X
NCCN/FACT FBlSI-18 X X X X X X X X X X
CTSQ  X X X X X X X X X
SF-36v1 Question 1 (RAND) X X X X X X X X X X

1L, first line; PRO, patient-reported outcomes. 
* PRO collection stops at the end of last chemotherapy administration if they do not move on to avelumab. At time of progression, patients will be administered PROs. PRO collection will stop beyond disease progression, discontinuation of avelumab, or study discontinuation/
withdrawal (patient withdrawing consent or lost to follow-up) post avelumab initiation. 
** Those patients who complete chemotherapy and will not start avelumab therapy will have their medical charts abstracted. In patients who do start avelumab, CRF collection will continue until 52 weeks post initiation, regardless of progression status or avelumab discontinuation 
(eg, chart review data will be abstracted at 24 and 52 weeks if patients discontinue avelumab), or death, unless the patient has withdrawn consent. 

Retrospective cohort Baseline Week 24 Week 52

Patient chart review* X  X  X

* CRF collection will continue until 52 weeks post baseline (date of first chart abstraction), 
regardless of progression status or avelumab discontinuation (eg, chart review data will be 
abstracted at 24 and 52 weeks if patients discontinue avelumab) or death. 
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