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Consent process for clinical trials (CTIMPs) involving adults lacking capacity

From: Medicines for Human Use (Clinical Trials) Regulations 2004 CONSULT Project 2021

 Take all 
possible steps to

try to help the
person to reach a

decision
themselves 

 A person
 who, by virtue of
their relationship,

is suitable e.g
family member or

close friend 

Doctor 
responsible for 

their treatment (or
nominated other)
NOT connected 

with the trial

Ongoing 
process (not one
off event) with the
person involved as

much as they 
are able

https://www.legislation.gov.uk/ukpga/2005/9/contents
https://www.legislation.gov.uk/uksi/2004/1031/contents/made
https://www.cardiff.ac.uk/centre-for-trials-research/research/studies-and-trials/view/consult

