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SELF-e Video



Study objectives

General objective

� Allow people to self-monitor, control and manage their health via digital 

tools

Primary Objectives of the study 

� To establish that e-health data from different devices and different

providers can be captured on-line, integrated into a clinical database

and made available for analysis alone or in combination with clinical

data from other sources.
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Study description 
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Pilot study:

- 70 participants 

for 3 months

- 50 participants 

for 1 year

Duration:

from 3 months to 

1 year

Location:

Conducted at the 

Nestlé Metabolic

Unit

Collaborations:

- Scanadu

- Withings

- Nestlé Globe

- Nestlé Institute of 

Health Sciences (NIHS)



Visit Schedule

+
Recommended CONTINUOUSLY measured

Recommended WEEKLY measured

Recommended DAILY measured - Only COMPLETE days are meaningful

Recommended DAILY measured

Q4 2016 Q2 2017Q1 2017

Visit 1 & 2

•Incl/Excl criteria check

•Paper ICF signature

•FASTED blood sampling

•DEXA Scan

•Distribution of devices

Q4 2017Q3 2017
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Visit 3
•FASTED blood

sampling

•Feedback 

questionnaire

Visit 4
•FASTED blood

sampling

•Feedback 

questionnaire

•DEXA (optional)



Data collected

Electronically

recorded

Paper recorded
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Nutritional intake

• Blood pressure

• Heart rate

• Step count, 

• Sleep phase, 

• Sleep duration

• Fat mass 

• Lean mass 

• Bone Mass

• Hydric mass

Blood sampling DEXA
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Ethics Committee feedback

After 1st submission, EC came back with 35 questions, a lot regarding data 

protection and data confidentiality.

Examples:

1

2

3
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Data flow

70 Volunteers

Real Life Data Observed Clinical Data

Vendor Databases
NESTLE Database

Through “fake” 

email address
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Data confidentiality

How to keep subject confidentiality when using external App?

Onboarding procedure created for each subject with use of “fake” email 

address:
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Data protection

Ethical Committee request: “This study

involves the collection of a lot of personal

data via different systems / devices /

applications. Please clearly detail the steps

taken by the sponsor to ensure the data

protection of study participants.”

� Data Privacy: Coding of personally

identifiable information (anonymization)

� Data Security: Both physical & operational



Visit Schedule

Q4 2016 Q2 2017Q1 2017

Visit 1 & 2

•Incl/Excl criteria check

•Paper ICF signature

•FASTED blood sampling

•DEXA Scan

•Distribution of devices

Q4 2017Q3 2017
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Visit 3
•FASTED blood

sampling

•Feedback 

questionnaire

Visit 4
•FASTED blood

sampling

•Feedback 

questionnaire x2

•DEXA (optional)

•Additional blood

sampling method

•Paper ICF is signed 

by subjects
e-consent ICF 

is sent to 

subjects



E-consent- objectives

Remote signature-

Speed up the process

for the site and subject

No information visit-

Ensure that the subjects

get enough information 

on the platform

Blockchain- Ensure

the security of the 

data for the subject

Unique set of 

keys- Enable the 

subject to be the 

owner of his data
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E-consent set-up
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Protocol amendment

Additional blood sampling method

Set-up on a Nestlé internal virtual machine

UAT outside of study team



Ethics commitee review

� E-consent is not yet permitted as a paper ICF alternative

� Must have both paper and e-consent signed in parrallel
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Feedback from the Ethics Commitee

POC results and feedback provided at the end of the study



E-consent timeline

Participants 

receive: 

- link to the e-

consent 

platform

- support material

- link to plan visit
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Information 

session: the e-

consent is

explained to the 

subjects

The subjects sign

the e-consent or 

not, the PI counter-

signs � one month

The subject comes

to the MU, signs

paper ICF if 

amendment is

accepted and visit 4 

is carried out 

accordingly
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Easy to manage e-consent for P.I.
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1. Add ICF and information note

2. Create e-mail for recruitment

3. Add participants e-mail

Just 3 steps to reach participants

1

2

3



Easy to monitor e-consent for P.I.
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Consent collection
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Clear study information

Clear e-consent information

Video about key elements of protocol



A new design thinking of informed consent
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Participants receive key information through 

a quick and clear motion design video 
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How satisfied were you with the video

describing the amendment?



User experience is key
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Investigators are assured that every consent is really informed.

- Questionnaire about key points of the study 

- Invalid answers are explained to the participant



Time-stamped consent on Bitcoin blockchain
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Participant sign the ICF P.I. countersign the ICF1 2

3 ICF is sealed on the public blockchain, respecting all privacy concerns

No personal information disclosed on the blockchain



Checking consent on the public blockchain K
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K with a seamless and intuitive tool 
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Feedback on ease of use and 
understandability
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Did you get enough 

information about 

amendment through 

the eConsent

platform?

Yes � 100%



Participation at V4
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Ideas for future developments
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� POC demonstrates the feasability of the solution and 

can be used as a base for a future development

� Make the platform more user friendly- simplify the 

blockchain consent process

� Regulatory framework on adaptability of e-consent

� Gather more cultural information on the category of 

population it would appeal to most



Conclusion
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Trustworthy e-consent bring peace of mind to both participants and 

investigators 

Easy to use, time-saving interface

Paperless consent collection allows easier way to contact, inform and enroll

participants



Next steps
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Improve the user authentication

Frictionless login

Without private/public key 

induced difficulties

Survey module creation

Questionnaire with time-stamped 

answers allowing safe 

collecting of patient reported 

outcomes


