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1. Autonomy
2. Beneficence
3. Non-maleficence
4. Justice

“Principlism”

“Fully Informed Consent”

How much does someone need to know in order to be 
“fully informed”?

“Appropriately Informed” or “Sufficiently Informed”
(from an ethics perspective)



“Appropriately Informed” or “Sufficiently Informed”



Data Protection Act 2018 /GDPR/ UK GDPR

Article 6:



For the purposes of the GDPR, the 
legal basis for processing data for 

health and social care research 
should NOT be consent. This 

means that requirements in the 
GDPR relating to consent do NOT 
apply to health and care research.



Regardless of the lawful basis under GDPR – consent is probably 
still needed for research activities because…







Treatment without consent/Assault



Common Law Duty of Confidentiality

“No Surprises”





Regardless of your lawful basis under GDPR… you 
probably still need to get consent from participants in 
EXACTLY the same way as you would have done prior 

to GDPR!

…albeit you need to re-write your privacy statement….

NOT “data will be handled in accordance with Data Protection Legislation”



“Appropriately Informed” or “Sufficiently Informed”

”US interpretation”

Participant Information Sheet is a contract

You must tell the person everything and make them sign (in ink and ideally 
witnessed) on the dotted line



Example 1: Online Anonymous 
Questionnaire/Survey

What and who

Anonymity

Results & 
further 
information

“Opt in” consent



Example 2: Online Questionnaire/survey collecting
Personal or Personal Sensitive Data

• Invitation/Summary of research

• Why have I been invited & do I have to take part?

• What will I be asked to do?

• What are the benefits/disadvantages of taking part?

• How will my data be collected/used?

• Source for further information/support

• Contact/complaint details

• Specific opt in clause

May need to send information in advance as part of invitation

* discuss with ethics committee *

“Appropriately Informed” or “Sufficiently Informed”



Example 3 – Online Interview/Focus Group

Must send information in advance as part of invitation

Record of consent: email completed form in advance, recorded, WhatsApp…

• Invitation/Summary of research

• Why have I been invited & do I have to take part?

• What will I be asked to do?

• What are the benefits/disadvantages of taking part?

• How will my data be collected/used?

• Source for further information/support

• Contact/complaint details

“Appropriately Informed” or “Sufficiently Informed”



Example 4 – Intervention Study * Most involve attending clinic/lab etc *

Must send information in advance as part of invitation

COVID: discuss study in advance & remotely?

Example 5 – Highly Invasive Study (Human Challenge/Full Genome Sequencing)

“Appropriately Informed” or “Sufficiently Informed”

• Might include information/briefing sessions
• Might include some kind of understanding test
• Might include frequent reminder sessions







• Phase I Clinical Trial
• Phase II Clinical Trial
• Clinical Psychology/ 

Psychiatry Intervention 
Study

“Appropriately Informed” or “Sufficiently Informed”



• Phase III Clinical Trial
• Genetic Testing with Clinical 

Significance
• Whole Genome Sequencing
• Intrusive Focus Group (face-to-

face)
• Intrusive Focus group (remote via 

video conferencing)
• Intrusive interview (online with 

video and audio)
• Intrusive interview (face-to-face)
• Intrusive Questionnaire Study
• Physiological Intervention Study
• Validated Clinical Questionnaire 

Study
• Major Psychological or 

Behavioural Intervention Study 
(overt)

• Intrusive Interview Telephone 
(audio only)

• Identifiable Secondary Analysis of 
Healthcare Data

• Phase IV Clinical Trial
• Randomised Non-Drug Clinical 

Study

“Appropriately Informed” or “Sufficiently Informed”



• Identifiable Secondary Data 
Analysis

• Genetic Testing with no 
Clinical Significance

• Observational Study in Private 
Spaces

• Non-intrusive Interview 
Online (video and audio)

• Minor Psychological or 
Behavioural Intervention 
Study (subtle)

• Non-intrusive Focus Group 
(face-to-face)

• Non-intrusive Focus Group 
(remote video conferencing)

• Non-intrusive Interview (face-
to-face)

• Observational Study in Public 
Spaces

• Non-intrusive Interview 
Telephone (audio only)

“Appropriately Informed” or “Sufficiently Informed”



• Anonymous 
Secondary Analysis of 
Healthcare Data

• Non-intrusive 
Questionnaire Study

• Anonymous 
Secondary Data 
Analysis

“Appropriately Informed” or “Sufficiently Informed”



• Opt in vs Opt out

Further thoughts/issues:

• Myth of the 24 hours

• Legal Requirements (consider using appendices)

• PPI

• Piloting with participant groups

• Summaries/diagrams

• eConsent – doesn’t make much difference!


