

Statistical Analysis for between proportions of Response assessments 

	

Statistical analysis title
	Response assessment of Stable Disease Vs Partial Response at Visit 4
	Analysis
Type
	Other

	
	
	Comment
	Ratio

	Statistical analysis description
	The observed significance value of performed test for differences between two proportions for Stable Disease Vs Partial Response was analyzed

	Comparison groups or subject analysis sets
	Two proportions for Stable Disease Vs Partial Response of Erlotinib

	Number of subjects in this analysis
	6

	Analysis specification
	Pre-specified

	Statistical hypothesis test

	P-value
	0.045
	Comment 
	

	
Method
[Required if P-value provided]
	Other method name: (specify)  : Clopper-Pearson “exact” method

	Parameter Estimate

	
Parameter type
	Other effect estimate:    	


	Point estimate
	 

	Confidence interval
	Level
	Other:   %	Sides
	Choose an item.	
	Lower limit
	
	Upper limit
	

	Variability estimate
	Choose an item.	Dispersion Value
	 







	

Statistical analysis title
	Response assessment of Stable Disease Vs Partial Response at Visit 6
	Analysis
Type
	Other

	
	
	Comment
	Ratio

	Statistical analysis description
	The observed significance value of performed test for differences between two proportions for Stable Disease Vs Partial Response was analyzed

	Comparison groups or subject analysis sets
	Two proportions for Stable Disease Vs Partial Response of Erlotinib

	Number of subjects in this analysis
	6

	Analysis specification
	Pre-specified

	Statistical hypothesis test

	P-value
	1.000
	Comment 
	

	
Method
[Required if P-value provided]
	Other method name: (specify)  : Clopper-Pearson “exact” method

	Parameter Estimate

	
Parameter type
	Other effect estimate:    	


	Point estimate
	 

	Confidence interval
	Level
	Other:   %	Sides
	Choose an item.	
	Lower limit
	
	Upper limit
	

	Variability estimate
	Choose an item.	Dispersion Value
	 







	

Statistical analysis title
	Response assessment of Partial Response Vs Progression of disease at Visit 6
	Analysis
Type
	Other

	
	
	Comment
	Ratio

	Statistical analysis description
	The observed significance value of performed test for differences between two proportions for Partial Response Vs Progression of disease was analyzed.

	Comparison groups or subject analysis sets
	[bookmark: _GoBack]Two proportions for Partial Response Vs Progression of disease of Erlotinib

	Number of subjects in this analysis
	6

	Analysis specification
	Pre-specified

	Statistical hypothesis test

	P-value
	1.000
	Comment 
	

	
Method
[Required if P-value provided]
	Other method name: (specify)  : Clopper-Pearson “exact” method

	Parameter Estimate

	
Parameter type
	Other effect estimate:    	


	Point estimate
	 

	Confidence interval
	Level
	Other:   %	Sides
	Choose an item.	
	Lower limit
	
	Upper limit
	

	Variability estimate
	Choose an item.	Dispersion Value
	 





	

Statistical analysis title
	Response assessment of Stable Disease Vs Progression of disease at Visit 6
	Analysis
Type
	Other

	
	
	Comment
	Ratio

	Statistical analysis description
	The observed significance value of performed test for differences between two proportions for Stable Disease Vs Progression of disease was analyzed

	Comparison groups or subject analysis sets
	Two proportions for Stable Disease Vs Progression of disease of Erlotinib

	Number of subjects in this analysis
	6

	Analysis specification
	Pre-specified

	Statistical hypothesis test

	P-value
	1.000
	Comment 
	

	
Method
[Required if P-value provided]
	Other method name: (specify)  : Clopper-Pearson “exact” method

	Parameter Estimate

	
Parameter type
	Other effect estimate:    	


	Point estimate
	 

	Confidence interval
	Level
	Other:   %	Sides
	Choose an item.	
	Lower limit
	
	Upper limit
	

	Variability estimate
	Choose an item.	Dispersion Value
	 





	

Statistical analysis title
	Response assessment of Partial Response Vs Progression of disease at Visit 10
	Analysis
Type
	Other

	
	
	Comment
	Ratio

	Statistical analysis description
	The observed significance value of performed test for differences between two proportions for Partial Response Vs Progression of disease was analyzed

	Comparison groups or subject analysis sets
	Two proportions for Partial Response Vs Progression of disease of Erlotinib

	Number of subjects in this analysis
	6

	Analysis specification
	Pre-specified

	Statistical hypothesis test

	P-value
	0.274
	Comment 
	

	
Method
[Required if P-value provided]
	Other method name: (specify)  : Clopper-Pearson “exact” method

	Parameter Estimate

	
Parameter type
	Other effect estimate:    	


	Point estimate
	 

	Confidence interval
	Level
	Other:   %	Sides
	Choose an item.	
	Lower limit
	
	Upper limit
	

	Variability estimate
	Choose an item.	Dispersion Value
	 



The Total Population included all participants who met all inclusion/exclusion criteria described in the study and received at least one dose of study medication. 


Data allowing the evaluation of HAQ was available for 89 participants in DMARD-IR group and 230 participants in DMARD + anti-TNF -IR group.


