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Trials Methodology Research Partnership
Webinar series: UK Trial Managers’ Network

Informed consent complexities and ways forward: 
methodological work from around the globe

Global Health and Trial Conduct Working Groups

https://www.methodologyhubs.mrc.ac.uk/

https://tghn.org/

https://www.methodologyhubs.mrc.ac.uk/
https://tghn.org/


Global Health Working Group
• Raising awareness & supporting methodology researchers in LMICs

– Small project grants

– Attendance at International Clinical Trials Methodology conferences





TMRP Trial Conduct Working Group 

Trial 
Conduct

Recruitment

Retention

Inclusivity

Communication

Data Quality & 
Monitoring

Qualitative 
methods 

• Develop research ideas/projects 

• Identify need for practical guidance

• Develop applications for funding

• Support each other’s research projects

• Propose activities for dissemination & awareness creation



Recruitment and Retention Sub-group
Using Machine Learning with user feedback to improve ORRCA
Anna Kearney

Inclusivity/Recruitment Sub-group
Minority ExpeRiences In Trials (MERIT): Understanding why ethnic minority 
groups are under-represented in trials through a rapid qualitative evidence 
synthesis, and mapping evidence to find solutions
Heidi Gardner

Qualitative Research in Trials Sub-group
Qualitative data sharing practices in clinical trials in the UK and Ireland: Towards the 
production of good practice guidance
Catherine Houghton

Communication Sub-group
Understanding the language and complexity of informed consent in clinical trials and 
identifying participant preferences for key trial processes 
Frances Shiely

Beyond "must speak English": In search of a fairer way to operationalise patient 
screening for language proficiency in trial recruitment
Talia Issacs

Examples of funded projects

Cross-working group 
projects

• Qual Share
• e-Consent
• PILs for Adaptive designs



TCWG outputs
Publications

SWAT Protocols

Webinars Guidance

To join go to:

https://www.methodolo
gyhubs.mrc.ac.uk/about
/working-groups/



Informed consent: methodological work 
from around the globe
Complex and alternate consent pathways in 
clinical trials

Julia Wade, Amy M. Russell, Vicky Shepherd 
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Background
Complex and alternate consent pathways 
within Trials research

• 23 members: trials methodology, healthcare 
professions, bioethics, qualitative research, 
social science
• Adults with communication, hearing and sight 

disabilities

• Adults whose capacity fluctuates or is lost during a 
trial

• Adults who lack capacity

• Adult and paediatric emergency and urgent care 
trials



Background
Complex and alternate consent pathways 
within Trials research

• 23 members: trials methodology, healthcare 
professions, bioethics, qualitative research, 
social science
• Adults with communication, hearing and sight 

disabilities

• Adults whose capacity fluctuates or is lost during a 
trial

• Adults who lack capacity

• Adult and paediatric emergency and urgent care 
trials

Promoting interdisciplinary and cross-institutional collaboration to 
address ethically / methodologically challenging issues for consent to 

trials



Activities and outputs

• Map existing resources, 
publications and content 
experts

• Make existing resources 
readily available

• Paper describing current 
challenges and future research

• Identify topics for future 
research and funding bids

Informed Consent (ct-toolkit.ac.uk)

https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-023-07159-6
https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-023-07159-6
https://www.ct-toolkit.ac.uk/routemap/informed-consent/


Communication

• Difficulties in 
accessing and 
understanding 
information

• Difficulties in 
communicating 
wishes

• Communication 
ability is 
interpreted as 
capacity

• Skills & 
confidence of 
recruiters

• Format of 
information

• Format to give & 
record consent

• Time & Cost

• Stroke - Aphasia
• Visual impairment
• Hearing 

impairment 
• D/deaf
• Learning disability
• Brain injury
• Dementia
• Progressive 

neurological 
conditions



Fluctuating Capacity

Causes

• Assumptions of fluctuating 
capacity

• Do our processes or 
environments exacerbate it?

• Retention & Exclusion

• Unfamiliarity with legislation

• Multi country trials subject to 
multiple legislation

Challenges

• Pain

• Medication effects

• Dementia

• Serious Mental Illness

• Learning disability

• Task specific



Solutions

• Co-production:
• Format of information, 

to express & record 
consent

• Who takes consent?

• Time of day

• Environment

• At what point in 
research?

• Justify innovation in 
methods

• Reconceptualise consent - iterative & on-going 
not a one-off event
• At what point should you revisit consent?

• Plan ahead – express wishes

• Design with INCLUDE frameworks

• Explore alternative formats

• Researcher/recruiter training

• Clear guidance

• https://www.capacityconsentresearch.com/



Adults lacking capacity to consent - challenges

• Gatekeeping – complexity of ethical and legal frameworks, paternalism

• Involvement of alternative decision-maker – personal or professional

• Identification, knowing preferences, lack of guidance, decisional/emotional burden

• REC approvals – justification for inclusion, issues with consistency/accuracy



Emergency trials in adults and children - challenges

• Additional consent complexities in time-critical trials - essential to avoid delays 

• Parent/alternative decision-maker may not be present or may be distressed

• Research without prior consent (RWPC) may be permitted

• Jurisdictional differences, contextual/cultural factors

• Complexity of ‘middle ground’ cases



Methodological innovations

• Researchers - NIHR INCLUDE Impaired capacity to Consent Framework

• Families - decision aid being evaluated in CONSULT SWAT

• Individuals – exploring ‘advance research planning’

• Adult emergency research – Perspectives Study guidance, CoMiTED video on RWPC

• Paediatric and neonatal trials – CONNECT guidance

• Informing bereaved families in RWPC – ENHANCE



Conclusions

Range of concrete outputs with ongoing research

Identifying other work in complex consent pathways in trials

Global issue with shared challenges and contextualised solutions 

Requires collaboration – call to action!



https://bit.ly/2VMWsGx

julia.wade@bristol.ac.uk
A.M.Russell@leeds.ac.uk
shepherdVL1@cardiff.ac.uk

https://bit.ly/2VMWsGx
mailto:julia.wade@bristol.ac.uk
mailto:A.M.Russell@leeds.ac.uk
mailto:shepherdVL1@cardiff.ac.uk


Incorporating patient values and preferences 

into research consent

Tanya Symons, PhD  

T Symons Associates Pty Ltd
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Participant Information/Consent Forms (PICFs)

Random national sample of 248 interventional PICFs (without consent forms)

Symons T & Davis J. S. (2022). Trials, 23(1), 794–794.



A Concise PICF/Discussion

Layered (Integrated) Consent                     

PICF EXTRA

Optional Supplementary Information

UK’s Health Research Authority Concept

1. New topic

2. More info on 

PICF content



Simple, patient-centred PICFs

Focus groups tested UK ‘layered consent’
• SNAPCHAT: Low-risk trial (SNAP)
• InFORMed Project: Other risk levels 

Revised national template

• Publish the methods and materials for 
the focus (discussion) groups

MRC/HRA Online Tool

SUFFICIENT 
INFORMATION?



PICF with ‘sufficient information’ 

1 Including the voluntary nature of  research
2 For some research, the dual purpose (treatment and generalisable knowledge)
3 How research alters what would have been experienced in clinical care



SNAP PICF - Inclusivity



Ethics issues with long PICFs

The Nocebo Effect

Some people may choose not to participate because 
they're scared off…

…people they might look at that and assume the survey 
itself is as complex as the form …a bit of a turn-off.

One 42-page PICF had a 13-page risk section



THANK YOU



A REDCap Template For Tiered Electronic 
Consent (e-consent) Framework

Tsaone Tamuhla
South African National Bioinformatics Institute
University of the Western Cape
South Africa



Introduction

• Move from broad consent to tiered consent

• Shift to more collaborative research and data sharing among researchers

• Foster ethical use of biospecimens and data in research

• Ensure that participants give truly informed consent



Purpose of the framework 

Designed to meet the needs of both participants and researchers by:

1. Providing a comprehensive list of information to include in the main 

consent and withdrawal of consent documents

2. Providing a use case example of human genomic research language 

that is easy for participants to understand



Framework design

• REDCap allows for the standardization of data capture tools in 
survey format

• We adapted the tiered consent model (Nembware et al., 2019) 
with some modifications

• No centralized collection of data

• Framework template can be downloaded and imported into 
REDCap (https://github.com/CIDRI-Africa/e-Consent-framework)

https://github.com/CIDRI-Africa/e-Consent-framework


Benefits to participants



Benefits to participants



Benefits to researchers

• Data is captured directly without the need for transcription from 
paper to database

• Easier to identify consenting participants 



Benefits to researchers



Conclusion

https://github.com/CIDRI-Africa/e-Consent-framework

https://github.com/CIDRI-Africa/e-Consent-framework

