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Issues with the current processp
 PIS is too long and  often  too complicated for patients
I i   d  d     h     h  i   Investigators and study  nurses have not enough time 
to explain all aspects of the PIS
N   h d      h   i    d d  h   No method to ensure that patients  understood the 
information
N   li bl   h d      h   h   i      No reliable method to ensure that the patient gets  
really consented

f ll f No follow ups on information



Potential benefits of technology –Potential benefits of technology –
patient perspectivep p p
 Present the PI in a way that is easier to read and 
understand bz getting aid from toolsunderstand bz getting aid from tools

 Present the information in an optimal order – maybe 
in parts letting the patient digest itin parts letting the patient digest it

 Allow the patient to spend enough time on reading the 
contentcontent

 Enable the patient to have access to PIS at any time 
d i  th   t dduring the study

 Allow the patient to access more information if s/he 
twants



Potential benefits of technology –Potential benefits of technology –
site perspectivep p
 Better/easier information
T k  h   i  h   d d  h       Track that patient has understood the content e.g. 

 Have systems for  longitudinal information and 
f db k     ifeedbacks over time

 Control over the process  (Getting an automatic 
i d  if  h    i     i d    h   i h   i )reminder if the consent is not signed at the right time)



Technology optionsgy p
 Tools:

 Web site
 Video
 Presentation with voice‐over
 Documents Documents
 Questions / test

 Media: 
 Internet
 Tablets / Pads Tablets / Pads
 App
 Mobile phones



Controversial pointsp

Complementarity and not sobstitution
UsabilityUsability
Security
Role of the investigator



PCA
Range of approaches and tools

One conceptual convergent framework:p g

TransparencyTransparency
Accountability

More choice/interaction
ConsistencyConsistency



ExamplesExamples
•

Genetic Alliance for rare diseases US
Oxford BíobankOxford Bíobank
University of Washington 
CHRIS study
Australian IS for childrenAustralian IS for children



Participant‘s workflow in dynamic consent

• General info to the public through pressMonths before
• Invitation letter and Brochure at home

• SMS reminder (drugs, info, time)

4/2 weeks before
Day before

• Information movie

• Web based Informed consent

7′
Web based Informed consent

• Possible questions

• Updates on the personal WEB page

• Questionnaire

R t

Coming Days 
Coming Months

• Re-consent

• Newsletter…..



Movie

 reinforces messagesg
 ensures that all the information needed is provided
 uses diffrent media to reach different peopleuses diffrent media to reach different people
 illustrates with images complex concepts
 could be used in theory for online consent could be used in theory for online consent



PCA: dynamic consent for individual choice

• Allow over time contact (not 1 time)

• Interactive  (vs. passive)

Communication to the public
Interactive  (vs. passive)

• Multiple methods
• (Web, Cellphones, e‐mail, Paper)

Transparent  Governance
( p p )

• Individually targeted
 Preference sensisitive (diverse 

i )
ELSI 

protocol

Patient centric IT tool
options)

 Enact preferences (taylored)

protocol Dynamic 
consent

RE‐consent/ 
follow up Information Re‐contact

ethical values into practice:
respect/accountability/transparencyrespect/accountability/transparency



CHRIS WEB PAGE

General Info about the projectp j

D tDocuments
Press Personal 

WEB

News
Linksess

Movie
WEBpage Links

12



Personal WEB Access for Dynamic Consent

 Is directly connected with the databases and will be  Is directly connected with the databases and will be 
updated in case of changes

 Pop up help options Pop up help options
 Is possible to be kept updated and to browse materials 
onlineonline

 Is possible to reconsent and fill in questionnaires online
 Is possible to change options Is possible to change options 
 Is possible to withdraw



Newsletter


