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    Abstract
Background Clinical trials lead to the development of new drugs and new indications for existing ones. It is important to know the design of clinical trials to interpret and evaluate the results when applying them to clinical practice.

Purpose To characterise the main design aspects of clinical trials (CT) managed in the pharmacy department of a tertiary hospital.

Material and methods This was a retrospective descriptive study of the activity of the clinical trials unit (CTU), from October 2014 to September 2015. Clinical trials that were initiated between 1 January 2014 and 15 October 2015 were included. For each, we collected the phase of the CT, design (randomised/non-randomised, blinded or unblinded, controlled/uncontrolled), treatment arms and control arm (if applicable), and the automation handling of the CT samples (such as drugs provided by the sponsor and in the custody of the CTU of the pharmacy department). In addition, the type of promoter responsible for the development of the CT and the type of patient recruitment was studied. Information was obtained from internal records of the CTU (Gidec), from source documents and from documentation pertaining to each study.

Results In the period studied, 197 clinical trials were initiated (98 in 2014 and 99 in the study period of 2015). Of these, 105 were phase III, 59 phase II, 17 phase I, 11 phase IV and in 4 cases two phases were combined. In terms of design, 73.6% were randomised, 41.1% were double blind (the remainder open label), 74.6% were controlled (with one or more control arms) and of these 45.5% were placebo controlled. For 74.1% of CT, sample management was controlled automatically through IWRS (Interactive Web Response System). In 35 of the CT, the sponsor was an independent industry research entity. The type of recruitment was competitive in 92.4% of cases—that is, the site investigator might include in the CT as many patients as possible until the sample size was complete.

Conclusion The predominant type was a phase III randomised, open, controlled (both placebo and standard treatment) trial, with type of recruitment predominantly competitive. There was considerable informatisation (IWRS), and industry was responsible for the development of clinical trials in most cases.
No conflict of interest





  


  
  



  
      
  
  
    


  



  


  
  



  
      
  
  
    https://doi.org/10.1136/ejhpharm-2017-000640.91

  


  
  



  
        Statistics from Altmetric.com

    
  
  
    
  


  
  



  
      
  
  
    


  


  
  



  
        Request Permissions

    
  
  
    If you wish to reuse any or all of this article please use the link below which will take you to the Copyright Clearance Center’s RightsLink service. You will be able to get a quick price and instant permission to reuse the content in many different ways.

  


  
  



  
        

    
  
  
    
  


  
  



  
      
  
  
    


  


  
  



  
      
  
  
    

  


  
  



  
        Read the full text or download the PDF:

    
  
  
    
  
    
  
    
    
      
        
  
      
  
  
      


  
  



      

    


    
      
        
  
      
  
  
    Subscribe  


  
  



      

    

    
    
      
        
  
      
  
  
    Log in   


  
  



  
      
  
  
    
  
    
  
      
  
  
    Log in via Institution
Log in via OpenAthens
Log in via EAHP  


  
  



  
      
  
  
    Log in using your username and password

 For personal accounts OR managers of institutional accounts



  Username *
 



  Password *
 




Forgot your log in details?Register a new account?

Forgot your user name or password?




  


  
  



  



  


  
  



      

    

  
  
   
  
    



  


  
  



  





  


  
  



  
        Read the full text or download the PDF:

    
  
  
    
  
    
  
    
    
      
        
  
      
  
  
      


  
  



      

    


    
      
        
  
      
  
  
    Subscribe  


  
  



      

    

    
    
      
        
  
      
  
  
    Log in   


  
  



  
      
  
  
    
  
    
  
      
  
  
    Log in via Institution
Log in via OpenAthens
Log in via EAHP  


  
  



  
      
  
  
    Log in using your username and password

 For personal accounts OR managers of institutional accounts



  Username *
 



  Password *
 




Forgot your log in details?Register a new account?

Forgot your user name or password?




  


  
  



  



  


  
  



      

    

  
  
   
  
    



  


  
  



      

      
    

    
    
      
        
  
      
  
  
      


  
  



      

    

  
  
   
    
    
    
      
        
  
      
  
  
    
  
      
  
     
          

          

          

          

          




  


  
  



      

    

  
  
   
  


  



  

          

        


        
        
      

    

   

 


    
    
      
          
    

    
  
    
  
    
  
      
  
  
    	[image: European Association of Hospital Pharmacists]

  


  
  



  



  



  

      

    

  
    
    
      
          
    

    
  
    
  	Content	Latest content
	Current issue
	Archive
	Browse by collection
	Most read articles
	Responses
	Top Cited Articles


	Journal	About
	Editorial board
	Sign up for email alerts
	Subscribe
	EAHP learning modules
	Thank you to our reviewers


	Authors	Instructions for authors
	Submit an article
	Editorial policies
	Open Access at BMJ
	BMJ Author Hub


	Help	Contact us
	Reprints
	Permissions
	Advertising
	Feedback form





  



  

      
            
        
            
    

    
  
    
  
    
  
      
  
  
    	 RSS
	 Twitter
	 Facebook
	 Soundcloud

  


  
  



  



  



  

        
      

          

  
      
    
      
    

    
      
        	Website Terms & Conditions
	Privacy & Cookies
	Contact BMJ


        
        Cookie Settings
        
        Online ISSN: 2047-9964

        Copyright © 2023 European Association of Hospital Pharmacy. All rights reserved.

      

    

  
      
    
        
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

    

  

  
  


