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  



 


 

 
 
 
 

 
 
 
 

  –
  –  
  
    

 

 

 
 
 
 
 

 
   
 

 
 
 
 
 
 
 

 


 

 



  

 

 
 

 – 
 


 
  
 



        


   


       


         


 


   
 – 

          


  


          


       
 – 

          


        
 

   


 tkowsky et al. : “CrossOver Experiments: Design, Analysis  & Applications,”
 



  

 

 
 
 
 
 
 
 

 
 
 
   



     

 
 
 




   


 

 
  

 
         
 

         
 

       
 

 



      

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

 





 

 



 

         
 

 
 –


 





  

 –  

  –  

  –    
           



  

  

  –         
        
 

  – 
 

  –         
       
Investigator’s Responsibilities, Vulnerable populations 

  –  

   –       
        
 

  –  

  – 




  –  
 

   –      
 

  – 
 

  –  



 


  
  




  

 

  –


    –  
          
 

 



  
          



 



  
           
        


 




          
 – 
          
  –  


 


 – 
 – 


 





 – 
 –  
 – 



  

 – 

  






 







 




 



   – 


2.   Barton L. Cobert & Pierre Biron, Blackwell Science
3. Good Pharmacovigilance Practice – MHRA
4. Manual of Drug Safety and Pharmacovigilance – Barton L. Cobert, Jones & Bartlett

Publishers
5. Dictionary of Pharmacovigilance – Amer Alghabban, Pahrmaceutical Press
  –
   – 


8.   Barton L. Cobert & Pierre Biron, Blackwell Science
9. Good Pharmacovigilance Practice – MHRA
10. Manual of Drug Safety and Pharmacovigilance – Barton L. Cobert, Jones & Bartlett

Publishers
11. Dictionary of Pharmacovigilance – Amer Alghabban, Pahrmaceutical Press
  –



  

  

 

  






  



 


 

 





  



 

  

Difference between ‘Descriptive’ and ‘Inferential’ Statistics; Relationship between


  

 –       


  
  –       

         
         


  
        
         
          
        
  


  


 – 
        
         
  




    
‘t’ test –       

‘Z’ test – 
 – one way annova: ‘F’ test

 

       
statistical aspects of quality and the “Barr Decision”.

    
 




  

   
 – 



 


  


  


  –  


  – 




 



  

 
 

  
         


         


 
 
  – 


        



  
          


 

  
        

     


     
       


 
        


           
           
 

 
   –    


   –      


       


 
   –    


  – 
 
  – 
 
      


 
  – 


 
 



  

 
 

  – 

 



 
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