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Trial Recruitment Phase
Informed Consent follows the Trial Begins station and precedes the Ongoing
Management & Monitoring station. Obtaining informed consent is a legal
requirement which is relevant to all trials. This station is part of the 'recruitment
phase' group of stations.

Trial participants must give their informed consent before they are entered into a
trial*. Consent should be obtained before the first trial-specific activity is
undertaken. For Clinical Trials of Investigational Medicinal Products (CTIMPs),
Schedule 1 of the Clinical Trials Regulations (as amended) are the requirements
for consent.

During a trial, the willingness of participants to continue should be reaffirmed
periodically. If significant new information becomes available, participants should
be reconsented using revised (and re-approved) consent documents so that, if
applicable, their continued consent is confirmed.

*For certain emergency trials involving vulnerable participants (minors or
incapacitated adults - see below).

Participant Information Sheets
The HRA's online consent guidance provides templates for preparing participant
information sheets and consent forms suitable for different types of research,
including a template for pragmatic trials (.PDF). Ideally, consent documents

https://www.ct-toolkit.ac.uk/print/pdf/node/18646
https://www.legislation.gov.uk/uksi/2004/1031/schedule/1/made
https://www.hra-decisiontools.org.uk/consent/examples.html
https://www.hra-decisiontools.org.uk/consent/docs/Example%20PIS%20for%20pragmatic%20trial.pdf


should be co-designed or reviewed by patients. Sponsors are increasingly
adopting electronic methods to seek consent (eConsent), and the HRA and the
MHRA have published a joint statement on its use.

Trials involving incapacitated adults
For CTIMPs, Schedule 1 of the Clinical Trials Regulations (as amended) defines a
legal representative, and Table 2 of the HRA guidance outlines the hierarchy of
consent for incapacitated adults using personal or professional legal
representatives. The provisions in England, Wales and Northern Ireland differ from
those in Scotland.

Trials involving incapacitated adults in the emergency setting: The Medicines for
Human Use (Clinical Trials) (Amendment No. 2) Regulations 2006 made provisions
for trials involving incapacitated adults in emergency settings in which
participants can be entered into a trial before informed consent is obtained (see
Section 21 of the HRA Guidance). Incapacitated adults should receive information
at their level of understanding. If participants can form an opinion and assess the
information, their explicit wishes should be considered. Part 5 of Schedule 1 of the
Clinical Trials Regulations provides a list of conditions and principles that must be
in place.

Learning modules for consent involving adults with without capacity, and consent
in the emergency setting can be accessed through NIHR Learn. Further resources
to support the conduct of trials involving adults with impaired capacity can be
found on the Consult Website.

Trials involving minors
The Clinical Trials Regulations define a minor as a person under 16. Table 1 of the
HRA guidance (.PDF) describes the hierarchy in which to determine who should be
approached to give informed consent on behalf of a minor. Where minors can
express their own views on a study, they should be involved in a way that is
appropriate to their understanding and development and the extent to which they
wish to engage. Guidance published by the Nuffield Council on Bioethics provides
more information on consent in trials involving minors.

Trials involving minors in the emergency setting: The Medicines for Human Use
(Clinical Trials) and Blood Safety and Quality Amendment Regulations 2008 have
made provisions for trials involving minors in emergency settings in which minors

https://www.legislation.gov.uk/uksi/2004/1031/schedule/1/made
https://www.legislation.gov.uk/uksi/2004/1031/schedule/1/made
https://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=&cad=rja&uact=8&ved=2ahUKEwi89dnU1tb5AhXoRmwGHbPCA1sQFnoECAYQAQ&url=https%3A%2F%2Fwww.nihr.ac.uk%2Fhealth-and-care-professionals%2Flearning-and-support%2F&usg=AOvVaw3EA1MmirzRWiXKbRVzwHIT
https://www.capacityconsentresearch.com/
https://www.hra.nhs.uk/documents/294/informed-consent-in-ctimps.pdf
https://www.nuffieldbioethics.org/publications/children-and-clinical-research


can be entered into a trial without prior consent. The Regulations require a person
with parental responsibility or a legal representative to provide consent as soon
as possible after entry into the trial (see Section 16 of the HRA guidance (.PDF) for
further information). Part 4 of Schedule 1 of the Clinical Trials Regulations
provides a list of conditions and principles that must be in place. Information from
the Institute of Population Health at the University of Liverpool on research
without prior consent in the emergency treatment of critically ill children can be
found below.

Learning modules for consent in paediatric research can be accessed through
NIHR Learn.

Non-CTIMP Research
For research other than CTIMPs, the HRA's online consent guidance provides
information about consent in incapacitated adults and children and young people
in the four UK nations.

Access of Patient Information for Research
Without Consent
In certain research studies, there may be sufficient justification to access
confidential patient information without consent. Section 251 of the NHS Act 2006
allows the Secretary of State for Health to make regulations to set aside the
common law duty of confidentiality for defined medical purposes. The HRA took
responsibility for Section 251 and established the Confidentiality Advisory Group
(CAG).

General Data Protection Regulations (GDPR)
The GDPR requires organisations to publish transparency information when
processing personal data for health and care research. Suitable transparency
terms for public sector sponsors to use in participant information sheets can be
found on the HRA website, along with comprehensive guidance.

 

Further Reading:

https://www.hra.nhs.uk/documents/294/informed-consent-in-ctimps.pdf
https://www.legislation.gov.uk/uksi/2004/1031/schedule/1/made
https://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=&cad=rja&uact=8&ved=2ahUKEwi89dnU1tb5AhXoRmwGHbPCA1sQFnoECAYQAQ&url=https%3A%2F%2Fwww.nihr.ac.uk%2Fhealth-and-care-professionals%2Flearning-and-support%2F&usg=AOvVaw3EA1MmirzRWiXKbRVzwHIT
https://www.hra-decisiontools.org.uk/consent/principles-ALC.html
https://www.hra-decisiontools.org.uk/consent/principles-children.html
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/data-protection-and-information-governance/gdpr-guidance/


HRA Guidance (.PDF): Applying a proportionate approach to the process of
seeking consent.
The Clinical Trials Transformation Initiative (CTTI), a US public-private
partnership, has produced guidance and tools relating to informed consent.
The PeRSEVERE project has developed guiding principles to help ensure
withdrawal and other trial participation changes are prepared for and
managed to protect participants' interests and trial integrity. 

Research articles:

The MRC-NIHR Trials Methodology Research Partnership (TMRP) have
resources relevant to consent:

The Quintet Recruitment Intervention (QRI) aims to facilitate informed
decision making by patients about RCT participation
This review introduces qualitative research techniques and explains how this
approach can be used to understand, and improve, recruitment and
informed consent for trials.
This paper (.PDF) describes three key techniques that recruiters can use to
address patients' treatment preferences to facilitate recruitment and
informed consent.
This article (.PDF) identifies broad practices that support or hinder equipoise
communication.
The DevPICv2 (.PDF) provides a measure of informed consent that can be
applied directly to recruitment appointments where trial participation is
discussed to evaluate the quality of recruiter information provision and
evidence of patient understanding.
The Q-QAT (Quanti-Qualitative Appointment Timing) (.PDF) is a simple
technique to identify key challenges to recruitment that stem from how the
RCT and treatments are portrayed to patients in recruitment appointments.
Russell and colleagues identify key populations that are underserved by
research, where methodological and ethical challenges around consent are
encountered, and call for future research.

The TMRP have specific resources for people with communication,
hearing, sight & other physical disabilities

The Consent Support Tool has been developed specifically to facilitate
involvement of people with communication disorders in health research
studies.

https://www.hra.nhs.uk/documents/283/applying-proportionate-approach-process-seeking-consent_R3gbJKn.pdf
https://ctti-clinicaltrials.org/our-work/ethics-and-human-research-protection/informed-consent/
https://persevereprinciples.org/
https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-016-1391-4
https://www.sciencedirect.com/science/article/pii/S0302283817303469
https://pmc.ncbi.nlm.nih.gov/articles/PMC4138384/pdf/13063_2014_Article_2196.pdf
https://pmc.ncbi.nlm.nih.gov/articles/PMC5068710/pdf/pmed.1002147.pdf
https://pmc.ncbi.nlm.nih.gov/articles/PMC5513045/pdf/13063_2017_Article_2048.pdf
https://pmc.ncbi.nlm.nih.gov/articles/PMC4359435/pdf/13063_2015_Article_617.pdf
https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-023-07159-6
https://www.jr-press.co.uk/product/consent-support-tool/


The Collaboration of Aphasia Triallists (CATS) host resources to support
researchers develop accessible consent forms.
There are examples of good practice available through collaborations such
as the patient information sheet access group.
Many charities and third sector organisation provide resources to support
consent processes across health and research e.g. Autistica.

TMPR resources for trials involving incapacitated adults

This website from the CONSULT project brings together resources to support
researchers conducting research with adults who have impaired capacity
and summaries of the legal frameworks.

The University of Liverpool, Institute of Population Health:

The Connect Study Guidance (.PDF) provides further information about
research without prior consent (deferred consent) in trials investigating the
emergency treatment of critically ill children.
The ENHANCE Guidance explores potential communication strategies with
bereaved families when their relative has died following enrolment into an
emergency/critical care trial, without prior informed consent.
Resources include example staff training video and an animation to help
explain to children and young people about their participation in research
when they were very poorly.

https://www.aphasiatrials.org/templates-for-accessible-information-sheets-and-consent-forms/
https://www.mrcctu.ucl.ac.uk/media/1889/patient-info-sheets-adjusting-for-access-v10-20-jul-19.docx
https://www.autistica.org.uk/our-research/research-toolkit/info-sheet
https://www.cardiff.ac.uk/centre-for-trials-research/research/studies-and-trials/view/consult
https://www.liverpool.ac.uk/media/livacuk/iphs/Research,without,prior,consent,in,trials,investigating,the,emergency,treatment,of,critically,ill,children,CONNECT,guidance,July,2015.pdf
https://www.liverpool.ac.uk/population-health/research/enhance/
https://www.liverpool.ac.uk/population-health/research/groups/connect/resources/

