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Introductions
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Why Sage Bionetworks?

We believe in a world where biomedical research is 

conducted in an open, collaborative way, where not 

only the current guilds of experts, but each of us can 

contribute to making better, faster, relevant discoveries. 

Enabling large scale collaborative science
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The two problems

• The way we generate clinical data

• The way we analyze clinical data
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Clinical Data Generation

• Not enough people 

• Not enough time points per person

• Not enough data components per time point 

• Not readable by machines
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Clinical Data Analysis

• We hoard data

• We don’t bother to prepare for its reuse

• We don’t annotate enough for others to use

• We don’t get rewarded for sharing it
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sage bionetworks
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from 1800 to 100,000

…but research through phones requires 
additional regulatory and ethical tools
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Radical honesty 

> 

Radical restrictions
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Can we make consent 
informed in a mobile 

context?
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Informed consent 

A process with many elements
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Starting point

• Create a self-paced consent

• Assessment of understanding

• Minimal risk research

• Testing iPhone sensors against validated assessment for 

phenotype
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Initial metaphor
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• tiered information access by participants

• ‘pictorial’ dominant on first information tier

• text dominant on second information tier

• require perfect score on short 
assessment 

participant-centered consent
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The consent steps
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Welcome Describe the  research

What is involved Your rights Potential risks and benefits Comprehension- Review 
& Consent

Impact on your life/ 

Issues to consider
Describe data 
handling and use 



Screens are organized in consistent areas
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Visual Information area
Graphics demonstrate and reinforce 
the information provided in text.

Learn more links
Opens to detailed text from the 
consent document.

Text Information area

Instruction area

Navigation

Main Concept



Navigation to/from Learn More screen- Reinforces concept  
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Eligibility criteria must be well defined and interactive
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Purpose of the Informed consent process
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The next few screens will explain PMI-CP 
and help you decide whether or not you 

want to participate



What will happen during the study?
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Data handling



Impact on your life & Issues to consider
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Free will
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You can withdraw your consent and 
discontinue participation at any time.Up to you

Participation is voluntary. 
You decide how much to 

participate



Potential benefits
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Your participation could help 

people understand and manage 

PD symptoms better. On a 

personal level, you will be able to 

visualize your own data and 

potentially learn more about 

trends in your health.

Leran more
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Describe follow-up 
communications and re-

contact options

You may be invited to participate in 
additional activities or “modules” of the 
project.  Each module has its own 
eligibility requirement. Your 
participation in these modules is 
optional.  When there is a study activity 
or module we’d like you to consider we 
will contact you.  We can choose various 
communication options.

If you have questions, please contact 
<study contacts>



Your coded data, including health information 

and location data will be transferred to 

countries that may have different data 

protection laws than your country of residence.

We will make every effort to protect your 

information but total anonymity cannot be 

guaranteed.

Learn More

Main risk highlighted prominently

Consider the risks.

Take the time you need to 
think it over
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Comprehension assessment
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Comprehension

Unfortunately you answered 

one or more questions 

incorrectly.  You can return at 

the beginning of the 

walkthrough to get more 

information about the study.



By agreeing you confirm that you 

read the information and that you 

wish to take part in this research 

study

Review Traditional Consent Form 
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Unambiguous Consent



Registration
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Sage Bionetworks, a non-profit 
biomedical research institute, is 

helping to collect data for this study 
and distribute it to the study 

investigators and other researchers. 
Please provide a unique email 

address and password to create a 
secure account



Confirmation 
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Time to think it over
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75,000 enrolled since 9 March

(across first 5 study apps using the method)
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Navigating different options for sharing: 

points to consider 

• What exactly is being shared?

• What purpose or purposes are being served by sharing?

• Who “owns” the data? Can it be sold?

• Who is responsible for the security and privacy of the data?

• Who holds the key?

• Where will the data be warehoused?

• Who will have access to the data?

• What happens if I change my mind?

• How am I protected if my data is disclosed?
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changeable by participant
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>70% choose to “share broadly” 
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open source toolkit
participant-centered consent

http://sagebase.org/pcc 46

http://sagebase.org/pcc


workflows
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moving beyond the app
participant

centered

consent
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web templates and assets
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Thank you

Christine Suver

christine.suver@sagebase.org
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