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I. Abbreviations: 

 DCT: Decentralized Clinical Trials 

 CT: Clinical Trials 

 SDTM: Study Data Tabulation Model 

 eCOA: Electronic Clinical Outcome Assessment 

 CRO: Contract Research Organization 

 CRA: Clinical Research Associate 

 IMP: Investigational Medicinal Product 

 AE: Adverse Event 

 ClinRO: Clinician-reported outcomes 

 PA: Physical activity 

 PRO: Patient-reported outcomes 

 ObsRO: Observer-reported outcomes 

 CF: Cystic Fibrosis 

 ICC : intraclass correlation coefficient  

 FEV1: Forced Expiratory Volume in 1 second 

 SDV: Source Data Verification 

 SDR: Source Data Review 

 SDV: Source Data Verification 

 SDR: Source Data Review 

 Dtp IMP: direct-to-pation IMP 

 GDRP: General Data Protection Regulation* 

 HCP: Healthcare professionals 

 ICH-GCP: International committee for harmonization- Good clinical practice 



 
 

 
 

II. Introduction:

The decentralized clinical trial (DCT) approach is increasingly recognized for its 

potential to accelerate the development of therapeutic interventions. Central to DCTs is 

patient centricity, which involves designing and conducting trials that prioritize 

participants' needs, preferences, and experiences. These trials leverage technologies 

such as electronic clinical outcome assessments (eCOAs), eConsent, and telemedicine 

to capture data in real time. The extensive data generated by these technologies must 

be analyzed ethically and translated into clinically meaningful results. This necessitates 

a well-designed adaptive protocol with detailed procedures, appropriate endpoints, and 

biomarkers. 

 

clinical trials and provide insights into the key considerations for designing and 

implementing DCTs. Our research involved conducting interviews with experts and 

professionals experienced in DCT implementation, alongside a thorough literature 

review. 

 

  

 



 
 

 
 

 

 

  

 

   

 

   

 

   

 

   

 

   

 

 

  



 
 

 
 

 

   

 

   

 

 

 

 

 

 

  

  

  

 

 



 
 

 
 

 

 

  

  

 

 

 

 

 

 

 

 

 

 



 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 
 

 

 

 

 

 

 

 

 

 

 



 
 

 
 

 

 

 

 

 

 

 

 

  



 
 

 
 

 

 

 

  

 

 

 

 

 

 

 



 
 

 
 

 

 

 

 

  

  

 

 

 

 

 

 

  



 
 

 
 

 

 

  

 

 

 

 

 

 



 
 

 
 

 

 

 

 

  

  

 

 

 

 

 

 

 

 

  

 

  

 

 

 



 
 

 
 

 

 

 

 

 

 

 

 

 



 
 

 
 

 

 

 

  

 

 



 
 

 
 

 

 

  

 

 

 

 



 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 





 
 

 
 

 

 

 

 

  

 

  

    

 



 
 

 
 

 

 

 

 

 

 

 

 



 
 

 
 

 

 

 

  

 

  

 

 

 

 



 
 

 
 

 

 

 

 

 

 

 



 
 

 
 

 

 

 

  

   

  

 

  

 

 

 

 

 

 

 

 



 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 



 
 

 
 

 

  

  

 

 



 
 

 
 

 

  

 

 



 
 

 
 

 

 

 

 



 
 

 
 

 

 

 

  

 

 

 



 
 

 
 

 

 

 

 

 

 

 



 
 

 
 

 

 

 

  

 

  

 

 

 

 

  

 

  

  

 



 
 

 
 

  

  

 

  

 

 

 

 



 
 

 
 

 

 

 

 

 

 



 
 

 
 

 

 

 

 

 



 
 

 
 

 

 

 

 

 

 

 

 

 

 



 
 

 
 

  

  

 

  

 



Vendors should communicate 
more about the data 
protection system and the 
security of their solution

sites should communicate 
about their experience in the 
implementation of informed 
consent and potential concerns 
with patient compliance.

training program to educate ECs 
on eConsent and creation of 
guidance to standardize the 
evaluation of eConsent dossier. 

during the ICH-GCP certification 
process, an instruction about 
eConsent and its subtilities 
must communicated by 
sponsors to educate the sites on 
this topic.

Sponsors Regulatory 
committies

vendorsSites



 
 

 
 

  

  

 

 

 

  

  

  

 



 
 

 
 

  

 

 

 

 

  

 



 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 
 

  

 

 

 

 

 

 

 

  

 

 

 

 

 

 



 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 
 

  

  

  

 

 

 

 

  

  

  

  

 
 

  

  

  

  

  

  

  

  

  

  
  

  

  

  

  



 
 

 
 

  

  

 
 

  

  
 

 
 

  
  
  

  

  

  

  

  

  

  

 

  

 

  

  

  

  

  

 

 



 
 

 
 

     

         

   

 

             

          

      

 

   

 

 

 

 

 



 
 

 
 

 

 

 

 

  

   

    

 

 

 

 

     

 

      



 
 

 
 

    

 

 

  

     

     

      

 

 

 

 

 



 
 

 
 

 

    

 

 

 

 

 

 

 



 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 
 

 

 

 

 

 

 



 
 

 
 

 

 



 
 

 
 

 



 
 

 
 

 



 
 

 
 

 

 


