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[bookmark: _Toc153528138][bookmark: _Toc320536979]Purpose
[bookmark: _Hlk169254696]This quality control document (QCD) contains guidelines to help University of Birmingham (UoB) staff members responsible for receiving consent to understand the key steps of the consent procedure. This QCD can also be used by UoB staff to train others, e.g. participating sites in clinical research, on the consent process. 
[bookmark: _Toc153528139]Scope
[bookmark: _Hlk169254704]This is an optional QCD and may be used to support the informed consent procedures in all clinical research.
[bookmark: _Toc153528140]Implementation plan
[bookmark: _Hlk169254716]This QCD will be implemented in line with this document’s effective date.
[bookmark: _Ref153523581][bookmark: _Toc153528141]Stakeholders
[bookmark: _Hlk169254711]Any staff member involved in consent procedures, including the training of other staff.
[bookmark: _Toc153528153]Related documents
[bookmark: _Toc153528154]Associated QMS documents
[bookmark: _Hlk169254864]UoB-PEI-SOP-001 Participant Engagement and Informed Consent
Additional QMS documents
[bookmark: _Hlk169254873]UoB-ESD-SOP-001 Essential Documents Development and Maintenance
UoB-GCP-POL-001 UoB Principles of Good Clinical Practice (GCP) for Clinical Research
UoB-SET-SOP-001 Project Set-up
UoB-SMA-QCD-001 Site Signature and Delegation Log
UoB-SMA-SOP-001 Investigator Site Management
UoB-SPO-QCD-002 Sponsor Review Tool
Access to the full UoB QMS for clinical research is available via the CRCT website.
References & frameworks
[bookmark: _Hlk169277425]HRA (no date). Principles of consent: Children and Young People. Available at: https://www.hra-decisiontools.org.uk/consent/principles-children.html (Accessed 11-Jun-2024).
HRA (no date). Principles of consent: Adults who are not able to consent for themselves. Available at: https://www.hra-decisiontools.org.uk/consent/principles-ALC.html (Accessed 11-Jun-2024).
HRA (no date). Principles of consent: Emergency research. Available at: https://www.hra-decisiontools.org.uk/consent/principles-emergency.html (Accessed 11-Jun-2024).
UK Legislation (2004). Medicines for Human Use (Clinical Trials) Regulations (as amended). Available at: https://www.legislation.gov.uk/uksi/2004/1031/contents (Accessed 11-Jun-2024).
NIHR Learn (no date). Informed Consent Training. Available at: https://learn.nihr.ac.uk/local/swordfish_pages/index.php?id=3 (Accessed 11-Jun-2024).
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Guidelines
[bookmark: _Hlk169254756][bookmark: _Hlk169277389]The process of receiving valid informed consent is fundamental to clinical research. The valid informed consent process ensures that all participants approached receive optimal information, that informed consent is received from all participants in accordance with the UoB Principles of Good Clinical Practice (GCP) for Clinical Research (UoB-GCP-POL-001), and that informed consent is documented. It is recommended that individuals involved in the consent process complete the online NIHR informed consent training (requires NIHR Learn login).
This guideline will provide information on the process for receiving and documenting informed consent from different populations (competent adults, children & young people and adults lacking capacity) within clinical research.
Competent adults
Initial discussion
The Principal Investigator (PI) (or suitable delegate) has a preliminary discussion with the participant explaining the research, and where applicable, both investigational and standard treatment options. This should include clarifying the voluntary nature of participation, that consent can be withdrawn at any time, and how non-participation will not affect their care/rights. For NHS sites, it is good practice that this is documented in the participants’ medical notes, with the name of the trial.
information sheet
The current approved participant information sheet (PIS) is given to the participant (on institution/hospital headed paper where appropriate/required) covering the comprehensive details of the project including rationale, possible benefits and adverse events. See Essential Documents Development and Maintenance (UoB-ESD-SOP-001) and Sponsor Review Tool (UoB-SPO-QCD-002) for further information. A suitably qualified member of the research team should talk the participant through the PIS and highlight key areas. This person must be delegated this duty by the PI, and this should be documented on a delegation log. See the Investigator Site Management SOP (UoB-SMA-SOP-001) for more information and the Site Signature and Delegation Log (UoB-SMA-QCD-001) for a template. 
Where the use of adequate contraception is required as part of the project, this must be discussed as part of the informed consent procedure, referring to any project specific instructions with regards to what is deemed acceptable contraception. For NHS sites, a dated annotation should be made in the participant’s medical notes stating that contraception has been discussed or that such a discussion is not appropriate and the reason why not, where applicable. 
There should be adequate opportunity for the participant to ask questions of the research team.
At this point supplementary information about relevant resources such as internet sites, information leaflets, and contact details of independent third parties may also be given. 
If a participant does not read or speak English, the PIS should be translated. Ideally written translation should be provided. If this is not possible, an independent translator (not a family member or the research staff) should be used. Where a translator is used as part of the informed consent procedure, this should be documented e.g. in the participant’s medical notes.
For NHS sites, it is strongly recommended that the above is documented in the participants’ medical notes; at the very least the version number and date that the PIS is given to the participant should be documented.
Note that in all cases the PIS/informed consent form (ICF) will need to be reviewed and approved in writing by the Sponsor, Health Research Authority (HRA), the Research Ethics Committee (REC) and other parties e.g. the Competent Authority for Clinical Trials of an Investigational Medical Product (CTIMPs) as required. Where participants are recruited from NHS Trusts, the local R&D department will also have to give permission for the PIS/ICF to be used locally. See also Project Set-up SOP (UoB-SET-SOP-001) details on sponsorship, ethics and external approvals. 
thinking time
All participants should be given adequate time to read and assimilate the information and discuss with others (e.g. family/GP). The length of time required will vary based on the type and design of the project. More complex projects may require a longer timeframe to consider in contrast to simpler project, e.g. questionnaire- based studies, which may require less time. Specific ethical approval must be given where there is no/minimal thinking time is given because of circumstances surrounding the project, e.g. in acute disease presentation or accident and emergency situations. See also the section on ‘Adults lacking capacity’ below.
discussion
Following the agreed thinking period, the research team should have a further discussion with the participant. The main points of the project should be highlighted, and the participant should be encouraged to ask questions. 
Where English is not spoken or read by the participant, an independent translator should be present at both this meeting and when the ICF is signed, and this should be documented in the medical notes (if applicable).
written consent
The PI has the sole responsibility for receiving consent unless the PI has delegated the duty to a suitably qualified member of their team. The delegation has to be documented e.g. via a delegation log. 
The participant should themselves initial or tick (as applicable) any boxes, print their name, sign and date the current approved ICF.  
The ICF should be signed on the same date by both the participant and the PI (or delegate) that performed the consent procedure, unless specific approval has been granted for an exception to this (e.g. postal consent). The ICF should be signed by the participant before or on the date that the first project-specific assessment is performed. Note this may include completion of a Quality-of-Life Questionnaire where this is solely completed for the project. For clinical trials where consent is given on the same date as the first trial-specific assessment, the length of time the participant was given to consider the trial and the timings of the consent and first trial-specific assessment should be clearly documented to demonstrate that the participant was given sufficient time to consider the trial and that trial procedures began after the consent was provided.
A copy of the ICF should be given to the participant, and (if applicable), a second copy should be placed in their medical notes. The original ICF should be filed in the Investigator Site File (ISF), see Participant Engagement and Informed Consent (UoB-PEI-SOP-001). Depending on the project-specific arrangements and only where explicit consent is obtained to do so, a copy may have to be sent to the coordinating centre. 
Once the participant is entered into the project, the participant’s project identifier/number can be added to the form. For NHS sites, a dated annotation should be made in the participant’s medical notes stating consent has been taken, with the name of the project and the version number of the ICF and PIS.
Note that participants’ identities should be verifiable, e.g. via medical notes or a participant ID log.
optional consent
In some projects, the participants are given the option to participate in a sub study, e.g. DNA analysis. The participant may opt out of participating in such sub studies; this would not affect their ability to participate in the main project. Where optional consent is requested, ensure it is clearly documented via the ICF and other systems (e.g. medical notes, tracking sheets etc.) as to who consented to participate in the optional sub study. Ensure only those participants who consented to participate in the sub study are treated following the sub study protocol. 
ongoing consent process
The participant should be encouraged to ask questions throughout the research process and reminded that they are in a project and can withdraw their consent at any time.
re-consenting
Throughout the project there may be a need to update the PIS and/or ICF, e.g. where new important safety information becomes available or where the project design is changed. The research team will decide in how far re-consenting is required and will provide instructions to the PIs and their team. 
Where re-consenting is required, follow the instructions as provided by the research team with regards to participants to be re-consented and timelines for this. 
The process as described under points 1-6 should be followed, focusing on the new information made available to the participant, and adjusting the time to consider as appropriate; the participant may be happy to reconsent at the point the update is provided to them unless the protocol specifies a longer time for the participant to consider. 
withdrawal of consent
Participants may withdraw consent at any time during a project. They may do this without giving a reason. The details of withdrawal (and reason, if given) should be clearly documented and communicated to the research team in the pre-agreed way (e.g. by phone, via a withdrawal form or via written confirmation. 
There are different types of withdrawal and a list of potential examples (but not exhaustive), are detailed below.
The participant would like to withdraw from the project but is willing to be followed up according to the project schedule (the participant has agreed that follow-up data can be collected and used in the project analysis).
The participant does not wish to attend project follow-up visits but is willing to be followed up at standard clinic visits (the participant has agreed that follow-up data can be collected at standard clinic visits and used in the project analysis).
The participant is not willing to be followed up for project purposes at any further visits (the participant has agreed that any data collected prior to the withdrawal of consent can be used in the project analysis).
Where a participant withdraws their consent, the items listed below should be documented. For NHS sites, this information should also be documented in the medical notes. 
The date the participant withdrew consent.
The reason for withdrawing their consent, if given (e.g. toxicity to drug).
Type of withdrawal.
Children & young people
For projects involving children and young people, the requirements for consent will depend on the type of project and where in the UK it is taking place. For guidance by nation see HRA Principles of consent: Children and Young People. 
If a child or young person is not deemed legally competent to provide consent themselves, a competent adult can provide consent (e.g. a parent or guardian) following the steps described above for competent adults. Assent is then the agreement given by a child or young person or other who is not legally empowered to give consent and encourages them to be involved in the decision-making process. When seeking assent, children and young people should be given information that matches their capacity.  
For children over 16 years involved in CTIMPs
Young people aged over 16 years are presumed capable of giving consent on their own behalf to participate in CTIMPs. For 16- or 17-year-olds lacking capacity, the principles for adults lacking capacity by nation should be followed. Any young person over 16, not capable of giving consent, should only be included in a CTIMP in line with the adult provisions of the Medicines for Human Use (Clinical Trials) Regulations 2004 (as amended). 
[bookmark: _Ref169177281]Adults lacking capacity
For adults who are unable to consent for themselves, the requirements for consent will depend on the type of project and where in the UK it is taking place. For guidance by nation see HRA Principles of consent: Adults who are not able to consent for themselves. 
Emergency situations
For emergency situations where potential participants may lack capacity and obtaining consent from a legal representative may not be practical, the law regulating how children or adults can be included will vary depending on where in the UK the research is being conducted. For guidance by nation see HRA Principles of Consent: Emergency Research. 
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