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THE CONCEPT OF DIGITAL TRIALS

! Digital health services studies (ie a new wellness program that is based on a wearable). 

- What is the purpose of the study?

- Development stage 

- Pilot study Ą limited number of subjects

Ą results to be used for further information for the design 

of a digital health technology

- Does theinvestigational digital health technology fall under the definition

of a medical device? Ą MDR2017/745



MAIN LEGAL CHALLENGES

üNo official legal/regulatoryframework on the definition and

conductionof digitalstudies

üCompliance with applicable laws according to the type of clinical 

research to be performed

üPatient/Participantsõ informed consent

üPrivacy 

üData Security 



IMPORTANT ELEMENTS WHEN DRAFTING AN ICF

The ICFõs purpose is to provide participants with all the necessary information in order to make a decision to 

voluntary participate in a study. Hence, it should include: 

VThe studyõs purpose, duration and procedures to be involved (incl. egcollection of data through 

wearable devices)

V Any anticipated risks, discomforts

VParticipantsõ rights (incl statement that participation is voluntary/ right to stop participation at any time)

V Privacy - Participants should also be informed in regards to the processing of their personal data

× Drafted in simple and understandable language



PRIVACY & DATA SECURITY

ü Digital trials involve complex flow of data Ą increased data security risks

In order to ensure data protection in accordance with privacy laws, a Sponsor 

acting as a data controller should: 

V Map data flows (from beginning to end, i.e. generation of data, storage (incl. 

various devices, networks, platforms)

V Implement appropriate tech & organizational measures

V Assess and verify the appropriate implementation of technical & organization 

when partnering with vendors, service providers etc

VInformation of subjectsõ data with regards to their personal data processing



CONCLUSIONS

ÁNo one-size fits all approach 

ÁLegal actions should be identified and mapped at the stage of designing a digital clinical 

study on:
V The model of digital trial

V Its scope

VDigital tools to be used

VThe data flow (identification of privacy issues, implementation of appropriate tech and organizational 

measures)

VThird parties involved



THANK YOU

IOLI CHATZIANTONIOU



CONTRACT TEMPLATE FOR CLINICAL TRIALS (NON DIGITAL SPECIFIC)

Á Discusses conduct of clinical trials

Á 4-way Agreement

Á HOSPITAL

Á SPONSOR

Á PI

Á Budget Office (ɞɤɣɞɊ



APPENDIX CONTRACT  TEMPLATE 


