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9. APPENDICES
Appendix 1. Summary of Efficacy Analyses

Endpoint Analysis Type Population Data Inclusion and Rules for Handling 
Intercurrent Events and Missing Data 

Analysis Model

Week 2 PP-NRS4 Response Main analysis FAS with 
baseline 
PP-NRS 

4

For participants who drop out for 
any reason or use rescue therapy, the 
response will be defined as “non-
responsive” after that point.

CMH

Sensitivity/supplementary 
analysis

FAS with 
baseline 
PP-NRS 

4

For participants who drop out for 
any reason, the response will be 
defined as “non-responsive” after 
that point.

CMH

Sensitivity/supplementary 
analysis

FAS with 
baseline 
PP-NRS 

4

All observations will be used; 
missing values will be handled 
through multiple imputations.

CMH

Week 4 EASI-90 Response Main analysis FAS For participants who drop out for 
any reason or use rescue therapy, the 
response will be defined as “non-
responsive” after that point.

CMH

Sensitivity/supplementary 
analysis

FAS For participants who drop out for 
any reason, the response will be 
defined as “non-responsive” after 
that point.

CMH



Protocol B7451050 (PF-04965842) Statistical Analysis Plan

PFIZER CONFIDENTIAL 

Page 36

Endpoint Analysis Type Population Data Inclusion and Rules for Handling 
Intercurrent Events and Missing Data 

Analysis Model

Sensitivity/supplementary 
analysis

FAS All observations will be used; 
missing values will be handled 
through multiple imputations.

CMH

Week 16 EASI-90 Response Main analysis FAS For participants who drop out for 
any reason or use rescue therapy, the 
response will be defined as “non-
responsive” after that point.

CMH

Sensitivity/supplementary 
analysis

PPAS For participants who drop out for 
any reason or use rescue therapy, the 
response will be defined as “non-
responsive” after that point.

CMH

Sensitivity/supplementary 
analysis

FAS For participants who drop out for 
any reason, the response will be 
defined as “non-responsive” after 
that point.

CMH

Sensitivity/supplementary 
analysis

FAS All observations will be used; 
missing values will be handled 
through multiple imputations.

CMH

Weeks 2, 4, 8, 12, 16, 20 and 
26 Percent Change from 
Baseline in %BSA

Main analysis FAS Data after dropout or use of rescue 
therapy will be set as missing; only 
observed data will be used.

MMRM

Time from baseline to 
achieve at least a 4-point 

Main analysis FAS with 
baseline 

PP-NRS observations will first be 
censored by use of rescue therapy; 
for all participants who have not 

Time to Event
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Endpoint Analysis Type Population Data Inclusion and Rules for Handling 
Intercurrent Events and Missing Data 

Analysis Model

improvement in the severity 
of PP-NRS scale

PP-NRS 
4

experienced the event, their time to 
event will be right censored at the 
last available measurement time.

Medicated Topical 
Background Therapy-Free 
days

Main analysis FAS The intercurrent event is captured 
through endpoint definition. Missing 
dates will be imputed by Pfizer 
standards.

ANCOVA

CMH=Cochran-Mantel-Haenszel; ANCOVA=Analysis of Covariance; MMRM=Mixed-effect Model Repeated Measures; TP=Tipping Point.

PP-NRS4 Response at all other scheduled timepoints will follow the main analysis of Week 2 PP-NRS4 Response. Other binary 
endpoints will follow the main analysis of Week 4 EASI-90 Response.

Other percent change from baseline or change from baseline to each specific post baseline scheduled time points in a continuous 
outcome measure will follow the main analysis of Weeks 2, 4, 8, 12, 16, 20 and 26 Percent Change from Baseline in %BSA.


































