
TRIAL STATISTICAL ANALYSIS PLAN 

BI Trial No.:

Title:

Investigational
Product(s):
Responsible trial
statistician(s):

Date of statistical
analysis plan:

Version:

Page 1 of 29

Proprietary confidential information
©2016 Boehringer Ingelheim International GmbH or one or more of its affiliated companies. All rights 

reserved



Boehringer Ingelheim 
TSAP for BI Trial No: 1199.272 Page 2 of 29

TABLE OF CONTENTS 

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  



Boehringer Ingelheim 
TSAP for BI Trial No: 1199.272 Page 3 of 29

  

  

  

  

  

  



Boehringer Ingelheim 
TSAP for BI Trial No: 1199.272 Page 4 of 29

1 LIST OF ABBREVIATIONS 

Term Definition / description
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2 INTRODUCTION 
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3 CHANGES IN THE PLANNED ANALYSIS OF THE STUDY 
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4 OUTCOMES

4.1 PRIMARY OUTCOMES

4.2 SECONDARY OUTCOMES
4.2.1 Secondary outcome 

4.2.2 Key secondary outcome 
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5 GENERAL ANALYSIS DEFINITIONS 

5.1 TREATMENT 
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5.2 IMPORTANT PROTOCOL DEVIATIONS 

Table 6.2: 1 Important Protocol Deviation

Category/
code

Description Comment/Example Detected
by

Exclude
d From

A Entrance Criteria Not Met
A1 Pregnancy Status

A2
Inclusion criteria not met for 
patients treated with 
nintedanib + docetaxel
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Category/
code

Description Comment/Example Detected
by

Exclude
d From

A3
Exclusion criteria met for 
patients treated with 
nintedanib + docetaxel

A4
Inclusion criteria not met for 
patients treated with single 
agent docetaxel
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Category/
code

Description Comment/Example Detected
by

Exclude
d From

KEY: 

Note: 



Boehringer Ingelheim 
TSAP for BI Trial No: 1199.272 Page 16 of 29

5.3 PATIENT SET ANALYSED 

Screened Set: 

Entered Set: 

Treated Set: 

Table 6.3: 1 Patient sets analysed 

5.5 POOLING OF CENTRES 
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5.6 HANDLING OF MISSING DATA AND OUTLIERS 

5.7 BASELINE, TIME WINDOWS AND CALCULATED VISITS 
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6 PLANNED ANALYSIS 

o

o
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6.1 DEMOGRAPHIC AND OTHER BASELINE CHARACTERISTICS 
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6.2 CONCOMITANT DISEASES AND MEDICATION 

6.3 TREATMENT COMPLIANCE 

6.4 PRIMARY OUTCOME(S) 
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Incidence Rate of AE

Derivation of Time at Risk in Patients-years for a specific AE 

Derivation of Incidence Rate of AE 

Proc genmod

proc genmod data=<data-set>; 
model c = / offset=ln dist=poisson lrci;
Estimate 'Mean' intercept 1 ;
run;
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6.5 SECONDARY OUTCOME(S) 

6.5.1 Secondary outcome(s) 

6.5.2 (Other) Secondary outcome(s) 

6.7 EXTENT OF EXPOSURE 

6.8 SAFETY ANALYSIS 
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6.8.1 Adverse events 

Analysis of Adverse Events: 
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6.8.2 Laboratory data 
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6.8.3 Vital signs and Physical Examinations 

6.8.4 ECG 

6.8.5 Others 
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