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Outline of Talk  

1. What is Governance? 
2. What are some of the problems with 

our current research governance 
systems? 

3. What is Dynamic Consent? 
4. How does Dynamic Consent provide one 

solution to some of these challenges? 
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1.   What is Governance? 



Governance is…… 

‘the complex mechanisms, processes, 
relationships and institutions through 
which citizens and groups articulate their 
interests, exercise their rights and 
obligations and mediate their differences.’   
 United Nations Development Program (Discussion 

Paper 2, 1997) 9. 
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• http://news.bbc.co.uk/2/hi/in_pictures/7081415.stm 
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Adapted from Ayers and 
Braithwaite 1992 
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Why do we need Governance? 
• CERTAINTY AND EFFICENCY 

– People know what the rules are and what happens, when 

• UNIFORMITY AND EQUALITY 
– Everyone and the same issues are treated the same 

• PROMOTES GOOD THINGS 
– Enables problems to be anticipated 

– Ensures that when things go wrong there are procedures and people to 
deal with it 

• ENSURES ETHICAL AND LAWFUL RESEARCH 
– Accountable, transparent decision-making 

• PROTECTS INTEGRITY OF THE RESEARCH COMMUNITY 

• PROMOTES PUBLIC CONFIDENCE AND TRUST  
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What is Trustworthy Governance? 
• Ongoing Relationships 

– Built up over time, based on respect 

• Reciprocal Relationships 
– Focus on benefits for everyone 

– Awareness of what other parties concerns are 

– People know what it means for them 

• Transparency  
– People know what is going to happen 

– Good communication 

• Accountability 
– Accountable, transparent decision-making 

– Audit and scrutiny by independent bodies 

– People know who is responsible 
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2. What are some of the 
problems with our current 

research governance systems? 

 



 
   1. changing law 

 Legal requirements vary between 
countries 

 Change over time 
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 2. scandals 
 High profile cases have  shown that 
 if the secondary use of data does 
 not meet societal expectations it 
 can lead to public backlash 
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 3. different  domains 
 The regulatory requirements for 
 consent vary between the clinic and 
 research domains  
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Talking Law and Ethics    HeLEX jane.kaye@law.ox.ac.uk 

 

 

 

 

 

 

 

  
 4. samples and data 
 Different legal regimes apply to 
 samples and data which leads to 
 complexity and double regulatory 
 burden  
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 5. paper-based 
 The methods used for obtaining 
 consent are paper-based, at the 
 beginning of the research process 
 This has lead to an over reliance  
 on broad consent for a range of 
 research uses 
   
  
 



 

 

 

 

 

 

 

  
 6.delegated decisions 
 Research ethics committees make 
 decisions on behalf of participants  
 People do not know how their  
 data is used when it is used in a 
 number of research projects 
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 7. people become  
 invisible 
 Not seen as having valuable  
 experience that could benefit the 
 research or that they could be co-
 producers of knowledge 
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2. What is Dynamic Consent? 
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A personalised, digital interface to enable 
greater participant engagement in clinical 
and research activities over time. 
 

 
 

Dynamic Consent is: 
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Individuals can: 
• give different kinds of consent; 
• change their consent preferences;  
• receive information on the progress of 

research;  
• enrol in new studies; and  
• engage in self-reported research 

It is dynamic because: 

 
 
 
Kaye et.al EJHG (2015) 23, 141–146; doi:10.1038/ejhg.2014.71 
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RUDY Translational Pathway  
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3. What are the benefits of 
Dynamic Consent? 



 
   1.highest standards 

 It meets the highest international 
ethical and legal standards for 
consent in a world where data 
protection laws are in flux 
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 2. dynamic 
 Different kinds of consents  
 can be given by participants at 

different times along the patient 
pathway   

 
 
 
 
 



 
 
 3. enabling choice 
 It enables participants to set  
 their privacy preferences and  
 to know how their information  
 is being used  
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 4. tailored  
 It can be tailored to participants  

 needs so they can choose how, and 
when, they are contacted enabling active 
involvement if desired 
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   5. communication 
 It enables on-going 
 communication and engagement 
 throughout the lifetime of the 
 research, so new consents and 
 samples can be obtained 
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6. efficient 
It simplifies and streamlines 
consent and recruitment processes, 
making them more responsive to 
changing circumstances  



 
Münchner Digital Health Summit 
Munich, 30th November 2018 
Jane.kaye@law.ox.ac.uk                                     

 

    

   7. customised 
It can be customised for each 
research enterprise, to suit the 
needs of researchers and the study 
population 

 



 

  8. transparent 
 Participants and researchers 
 know how samples and data 
 are being used 

 



In conclusion 
• Is one element on of a trustworthy governance 

system  
• Addresses the inefficiencies of paper-based, 

physical consent interactions  
• Provides the technical means to obtain a granular 

consent at various points along the translational 
pathway meeting different legal requirements 

• Enables decisions made locally to be respected 
globally 

• Provides a tool for ongoing communication and 
engagement 

• Promotes translational research by bridging the 
divide between the clinic and research 
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