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-Detailed guidance on the information to be
conveyed to patients when introducing the study
has been added

-The process for documenting consent has been
expanded to include the us

electronic health record. Step by step processes
for documenting the consent process and
uploading the scanned signed consent form to

E
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5. Scope

This policy applies to all substantive and honorary UCLH staff involved in studies which fall
within the remit of the UK Policy Framework for Health and Social Care Research (3
Edition, 2017), and its definition of ‘research’ (see 6. Definitions). Types of research
studies can include:

! Interventional studies:
o Clinical trial of an investigational medicinal product (CTIMPS)
Advanced therapy investigational medicinal product (ATIMPS)
Clinical investigation or other study of a medical device
Combined trial of an investigational medicinal product and an investigational
medical device
Other clinical trial to study a novel intervention or randomised clinical trial to
compare interventions in clinical practice e.g. surgical procedures
0 Basic science study involving procedures with human participants

O OO

@]

f Observational studies (Non-Interventional):

o Study administering questionnaires/interviews for quantitative analysis, or using
mixed gquantitative/qualitative methodology

o0 Study involving qualitative methods only

0 Study limited to working with human tissue samples (or other human biological
samples) and data (specific project only)

o Study limited to working with data (specific project only)

0 Research tissue bank (where consent is required)

0 Research database (where consent is required).

This policy does not apply to projects which fall outside of the UK Policy Framework’s
definition of research (e.g. clinical audits, service evaluations, standard care practice); staff
should instead refer to the UCLH Consent Policy & Procedure. This policy does not apply
to studies where consent is not required (or where the Confidentiality Advisory Group
[CAG] has approved the project to obtain identifiable patient data for research purposes
without consent).

This policy does not apply in cases of emergency research during national health
emergencies such as national pandemics. In such circumstances, the Department of
Health and Social Care and/or the Health Research Authority may issue guidance which
allows for exemptions to consent under these extraordinary circumstances.

6.
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(i.e. projects that do not involve any change in standard treatment, care or
other services), projects that aim to generate hypotheses, methodological
research and descriptive research. Projects whose primary purpose is
educational to the researcher, either in obtaining an educational qualification
or in otherwise acquiring research skills, but which also fall into the definition
of research, are in scope of the UK Policy Framework for Health and Social
Care Research. Activities that are not research according to this definition
should not be presented as research and need not be conducted or managed
in accordance with this framework (UK Policy Framework for Health and
Social Care Research, 3" Edition, 2017).

Informed
C
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effective delivery of a particular study. The delegation log is used as evidence
to demonstrate how individuals are assigned to study tasks appropriate to
their education, training and experience. It must be stored within the ISF.

Proportionate approach to seeking consent

Per HRA guidance “Applying a proportionate approach to the process of seeking consent”
and subsequent amendments, a proportionate approach to seeking informed consent
should be adopted so potential participants are not faced with complex and lengthy
information sheets. The approach involves assessing benefits and risks in order to adopt
the most appropriate and practical method of seeking informed consent. Researchers and
Research Ethics Committees (RECs) should always evaluate how the information is
presented to participants and whether it is necessary, justified and proportionate. It is
imperative that the methods utilised to obtain informed consent and the degree of detail
provided should be proportionate to:

f  The nature and complexity of the research
f The risks, burdens and potential benefits to the participants and/or society
! The ethical issues at stake

Considering the language used, the layout and format of the information, and whether any
additional visual aids will be used during the consenting process can help provide the
necessary information in a clear way without confusing the potential participant. This
should facilitate genuine understanding of the study and its requirements. Further detailed
information must be accessible to the potential participant, especially if the information has
implications for whether they would want to participate or not in the research e.g.
significant drug interactions. Please refer to the HRA guidance document for further
information.

7. Duties and responsibilities

Person with duty of care to the patient Ultimately it is the professional
responsibility of the person with the duty of
care towards the patient to ensure that the
patient had given valid informed consent
before being recruited into a research
study.

Chief Investigator (CI) The CI has overall responsibility for the
conduct of the whole research study/trial in
the UK. It is the Chief Investigator’s
responsibility to ensure that a procedure
for obtaining legally valid consent is
outlined in the study protocol.

Principal Investigator (PI)
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circumstances, they may grant
authorisation to proceed without taking
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1. The trial's IRAS Application form should be reviewed for the requirements regarding
interpreting services for patients who do not speak English or require interpreting
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crosses are not acceptable. The person taking informed consent must also clearly print
their name, sign and date the informed consent form on the same day as the participant. If
the protocol states any additional signatures are required then this process must be
followed accordingly.

Once all parties have signed and dated the informed consent form:

f  The signed original wet-ink form should be placed in the ISF, unless stated
otherwise in the protocol. If signed consent forms are stored elsewhere, a File Note
m
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g) The Document Information prompt will be displayed: Select ‘Research Consent’
from the list and add details of the stud name and version of the consent form to
the free text section

Further information regarding documenting the informed consent process and uploading
the signed consent form can be found on the Trust’s intranet, myUCLH, within the Epic tip
sheets for research. This is also covered during the Epic Research Add-on training
module. An overview of the consenting process can be found in Appendix 1.

In the case of a patient being potentially screened and enrolled onto more than one trial
within the same disease area, consultation and approval from both Pls and Sponsors is
required. These discussions should be clearly documente
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3 Professional
Legal
Representative
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(i.e. that they have no objection to taking part in the research study); however full informed
consent will normally be obtained from the parent or guardian.

Where the child or adolescent is judged to be Gillick competent (i.e. their knowledge and
understanding is judged to be equivalent to that of an adult), they can legally consent on
their own behalf. It is not recommended to apply the principal of Gillick competence to
children under the age of 10. It is deemed good practice to encourage the child to agree to
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f Part 1: General activities such as anatomical examination, transplantation or
research in connection with disorders

 Part 2: Applies specifically to deceased subjects and activities could include a
clinical audit, public health monitoring or quality assurance

When obtaining consent, the following must be explained to the potential participant:

' Any ‘material’ or significant risks associated with the method of obtaining the
sample, how the sample will be used and any possible implications of using the
sample

Appropriate and clear information regarding the activities for which consent is
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! Anatomical examination
' Research in connection with disorders or the functioning of the human body
{ Establishing after a person’s death the efficacy of
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Appendix 2: An Overview of the Re-consenting Process

1. Amendment/Urgent Safety Measure Implemented at UCLH

1 Ensure UCLH Study Team aware of amendment/urgent safety measure requirements, especially
the need to re-consent patients, if appropriate

2. New versions of the Informed Consent Form and Patient Information Sheet
Localised to the UCLH Header
1 File blank template in Investigator Site File

3. Supersede Old Versions of the Informed Consent Form and Patient Information
Sheet in the Investigator Site File
1 Strike a single line diagonally across the front page of the old document
1 At the top of the old document, state the version number of the new document which the old
document will be superseded by
State the date of when the old document was superseded at the top of the old document

1
1 State the name of the person who is superseding the old document at the top of the old
document

4. Supersede Old Versions of the Informed Consent Form and Patient Information
Sheet in the Investigator Site File
1  Strike a single line diagonally across the front page of the old docume
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