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 Background 
 The benefit-risk evaluation of a drug requires a life-cycle approach, from 

 (pre)clinical trials to post-marketing studies. In the post-marketing phase,  

 the safety of a drug is traditionally monitored via spontaneous reporting. 

 However, a systematic review estimated a median under-reporting rate of  

 94% of adverse drug reactions (ADRs). New technologies, such as mobile  

 apps, may stimulate the reporting of ADRs and may provide a tool to  

 communicate newly discovered drug effects/risks to healthcare  

 professionals and patients . Currently, it is unknown how healthcare  

 professionals and patients value a mobile app to report ADRs and as a source   

 of drug information, i.e. two-way risk  communication.  

 Results of the Netherlands 
 Healthcare professionals (HCPS): Interviews with 8 participants (3 GPs, 3  

 internists, 1 pharmacist, 1 nurse practitioner) revealed the following results:   

  

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 In addition, several ideas and suggestions have been provided for an app on  

 two-way risk communication in general and to improve the mobile app  

 prototype. 
 

 Patients: 
 

 

 Study aim 
 To explore barriers and facilitators of healthcare professionals and patients to  

 using a mobile app for two-way risk communication and their perspectives  

 on a mobile app prototype. 
 
 

 Conclusions 
 This study revealed preliminary information on potential barriers and   

 facilitators of  the uptake of a mobile app on two-way risk communication in  

 general and on the prototype in particular. This information is useful to  

 evaluate the  potential value of implementing such an app in practice and to  

 improve the usability of the prototype. The contradictory opinions of the 

 participants indicate that further research is needed. 
 
 

 Methods 
 Focus group discussions or face to face interviews were conducted in 

 several European countries: 

 

 

 

 

 

 

 

 

 

 

 

 

 
    

 
 A semi-structured interview guide was used focusing on:  

 1) barriers and facilitators for a mobile app on two-way risk communication  

  in general, and  

 2) opinions about a specific mobile app prototype (http://web-radr.eu/).  

       

 The data were analysed using thematic analysis  and arranged according to   

 the “Unified Theory of Acceptance and Use of Technology”(UTAUT).  

Country Qualitative 
design 

Healthcare professionals 
(HCPs) 

Patients  

France Focus groups HCPs taking care of 
patients with a rare 
disease 

Patients with a 
rare disease and 
their  caregivers 

Netherlands Face to face 
interviews 

General practitioners; 
internists; pharmacists; 
nurse practitioners 

Patients with   
type 2 diabetes 

Portugal Focus groups Pharmacovigilance 
specialists 

n/a 

Spain Focus groups HCPs taking care of 
patients with a rare 
disease 

Patients with a 
rare disease and 
their caregivers 

Sweden Focus groups Pharmacovigilance 
specialists 

n/a 

UK Focus groups Paediatricians Adolescents 

Theme Summary, quote 

Performance expectancy 

Motivation Incentives are wrong motives to report 
Incentives can be used to encourage people 

Reports  Reports should be stored 
Inconsistent opinions attn feedback after a report 

News items  Goal of the app should simply be to report ADRs 
News items can be useful (influence of source, frequency, 
type of news) 

Effort expectancy  

Login Prefer not to enter login details each time 

Ease of use It should be simple, short, easy, quick, take little time and 
little typing to report an ADR 

Type of user Content should depend on the user 

Language Dutch and english version may be useful 

Social influence 

Prestige Link the app to a prestigious organization 

Type of ADR Type of ADR influences the willingness to report  
Goal of collecting reports should be clear  
Need for agreement among HCPs on which ADRs to report 

Comparison Comparison in number of ADRs reported with colleagues 

Facilitating conditions 

Layout Should be solid, professional, classical, not overdone 

Security of 
the data 

Most of the HCPs did not worry about the security of the 
data: Confidential handling and no patient-identifiable data  
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