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    Abstract



Background For years, we have been looking for effective immunosuppressive regimens, but tolerability of the drug is important too. Otherwise patients cannot tolerate the drug and the incidence of death, graft loss or premature treatment withdrawal will increase. New therapeutic approaches have been developed such as calcineurin inhibitors for mTOR inhibition. Our study aimed to increase the understanding of immunosuppression and adverse effects.





Purpose The purpose of this retrospective analysis was to investigate the short- and long-term safety profile of immunosuppressive regimes evaluated in the original study. In this current analysis, data from only a single centre were used, consisting of data from 185 kidney transplant recipients previously enrolled in the core study, between February/2008 to May/2010. These patients were followed for two years post-transplant.





Materials and methods This study is a retrospective safety analysis data from a larger open-label, randomised, multicentre study titled “Planned randomised conversion from tacrolimus to sirolimus-based immunosuppressive regimen in 
de novo
 kidney transplant recipients”, previously approved by our local ethics committee. Of 169 patients evaluated at month 3, 160 met the criteria for intervention. Of these 60 patients converted to sirolimus and 60 kept on initial tacrolimus-based maintenance therapy, as earlier randomised. The 41 patients who did not meet the month 3 criteria for the core protocol interventional plan were considered a non-criteria group and were also followed for 12 months.





Results Biochemical and haematological parameters were recorded at fixed time visits (month 3, month 12 and month 24) from groups (SRL versus TAC), including haemoglobin g/dL (M3:12.8 ± 1.61 × 13.1 ± 2.02; M12:13.6 ± 2.47; X14.1 ± 1.64; M24:13.41.83 ± X14 ± 1.69), leukocytesN/mm3 (M3:6938 ± 3218 × 64912789 ±; M12:6811 ± 2434X6011 ± 1985; M24:7622 ± 2902X7598 ± 2378), urine protein to creatinine ratio (M3: 0.3 ± 0.8X 0.1 ± 0.21; M120.3 ± 0.6X0.2X0.6; M24:0.5 ± 0.3 ± 8), creatinine mg/dL (M3: 1.30 ± 0.33X1.25 ± 0.30; M12:1.29 ± 0.33X1.27 ± 0.35; M24:1.33 ± 0.41X1.25 ± 0.35), clearance mL/min/m2 (M3; M12; M24) cholesterol mg/dL (M3:17542 ± X179 ± 35; M12:225 ± 47X190 ± 43; M24:221 ± 53X187 ± 54) and cholesterol fractions, including LDL mg/dL, (M3:97 ± 35 × 102 ± 30; M12:134 ± 38 × 112 ± 34; M24:131 ± 39 × 108 ± 34) were collected.





Conclusions At the moment, the current study showed that biochemical and haematological values did not differ statistically, however, cholesterol fractions showed differences between immunosuppression regimes. In addition, all adverse events (serious or not) reported at medical records were evaluated, according to the Common Terminology Criteria for Adverse Event v.4. The incidence of infections and gastrointestinal disorders pre- and post-conversion was collected. This information will be explored at greater depth.

No conflict of interest.







  


  
  



  
      
  
  
    


  



  


  
  



  
      
  
  
    https://doi.org/10.1136/ejhpharm-2013-000436.204

  


  
  



  
        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.

      

    

  
      
    
        
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

    

  

  
  


