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Welcome to the Health Research Authority's online guidance for researchers and ethics
committees on consent, and how to prepare materials to support this process.

In this guidance you will find information on:

e The principles of consent (both ethical and legal)

e How the principles relate to preparation and use of a Participant Information Sheet (PIS)
and consent form

¢ Recommended content of a PIS and consent form

¢ Design and style of an effective PIS and consent form

The guidance covers consent in adults, children, young people and adults not able to consent
for themselves (in both emergency and non-emergency situations) and takes into account UK-
wide requirements.

NOTE: wherever we use the terms ‘Participant Information Sheet’, ‘PIS’ and/or ‘consent form’
we are including where these materials are provided in electronic formats.

We have provided some examples and suggested text. The guidance should be considered as
a framework, not a rigid template: we would encourage you to think carefully about how best
to inform potential participants. One size does not fit all: you do not need to produce the
same PIS and consent form to support consent for a questionnaire study as you would to recruit
into a drug trial. The best way to make sure your consent documentation is fit for purpose is to
test it with patient groups or other members of the public.

From this site we have provided links to other sources of information (available from our
'Resources' page).

Please select the links in the menu below for more information about how this guidance has
been developed or to provide feedback.

This website requires the following minimum browser release versions: Internet Explorer 8, Firefox 3
and Safari 5

J
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This section of the guidance focuses on the principles of consent (both ethical and legal) and
how they relate to your Participant Information Sheet (PIS).

We also highlight what to consider when your research involves:

¢ Vulnerable groups (e.g. children / young people or adults not able to consent for
themselves);

¢ Recruitment of participants from across the UK (i.e. explore the legal differences and
requirements in England & Wales, Scotland and Northern Ireland).

Select the headings below to find out more:

> General principles of consent and role of Participant Information Sheets
> Adults not able to consent for themselves

> Children and young people

> Emergency research

> Deceased people

We provide links to various reference texts, including the World Medical Association (WMA)
Declaration of Helsinki and the International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use, Guideline for Good
Clinical Practice (ICH GCP), in our 'Resources’ page.
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Principles of consent: General principles and role of Participant Information

Sheets

For consent to be considered both legal and ethical it must be:

e Given by a person with capacity;

¢ Voluntarily given, with no undue influence;

¢ Given by someone who has been adequately informed;
¢ A fair choice.

Although most adults are able to make decisions for themselves, there are some who will be
judged not competent to do so. Young children are also usually considered not able to give
consent themselves, however as they grow up and mature, most will develop capacity in time.

There are further legal and ethical considerations that you need to make before anyone not
able to consent for themselves is included in your research. You will find additional guidance on
this site.

Select the headings below to find out more:

General principles of consent for all studies:
Informing potential participants: aiding understanding

The Participant Information Sheet (PIS) is not usually the only information provided
to potential participants and it may be provided in a range of formats, including
electronically. The consent process usually also involves a conversation between
one or more members of the research team and the potential participant. If the
potential participant would like further information, they may also talk to an
independent person.

It is known that you can improve understanding by providing information in a
number of different formats (e.g. by providing a written PIS that supports a
conversation).

Effective informing should enable potential participants to understand what is
involved. Interactive questioning of potential participants within the consent process
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can also aid understanding and highlight areas that potential participants are
misunderstanding without appearing condescending.

Consent is an iterative and on-going process. In many situations it is not necessary
to obtain consent afresh at every stage of the study. However to aid understanding
you might consider, in some circumstances, providing participants with information
throughout their involvement in the study. This can be particularly important where
new information becomes available that might impact on the risks or benefits that
the study poses.

It can be helpful for the research team to encourage participants and family
members to ask questions whenever they are uncertain about study procedures.
Study summaries describing relevant phases of the study and ethical safeguards
can be prepared to supplement information in the PIS.

You may decide that providing written information is not the best format to use at
all, the use of other media such as audio, video or online materials may be more
appropriate. For further guidance please refer to 'Style’

Does consent have to be in writing?

Consent does have to be indicated in some way: for many studies, consent can be
written, oral or non-verbal. However, in Clinical Trials of Investigational Medicinal
Products (CTIMPs) consent is not considered legal unless it is in writing. Electronic
methods for documenting consent, including the use of electronic signatures, are
also considered to be in writing; further guidance is provided in the section
'Recording consent electronically'.

The function of a consent form is to record the participant's decision, and to indicate
that the process was conducted appropriately and with suitable discussion. A
signature on a consent form does not in itself make consent valid. A person’s
agreement with each statement contained in the consent form can be indicated by
initialling or ticking boxes, or by providing the answers ‘yes’ or ‘no’ after each
statement. The form itself is then signed by the parties involved in the consent
conversation.

The role of the Participant Information Sheet

The Participant Information Sheet (PIS) should support the consent process by
helping to ensure that all those who are invited to take part in a research study
have been adequately informed. In most circumstances it should be used to
support conversations with potential participants, rather than being the sole source
of information being made available to them.

Effective informing should enable potential participants to make an appropriate
decision that is right for them.

Potential participants must be able to understand the information given to them and
consider this information in light of their own circumstances.

The PIS also provides potential participants with information to share with others

who may be important to them, and who they would like to involve in the decision
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making process.

The PIS will also form part of the transparency information that Data Controllers
must provide potential research participants, under the General Data Protection
Regulation (GDPR), if the research involves use of personal data. GDPR
transparency should not rely solely on the information provided in the PIS when
consent to participate in research is sought. Rather your consent documentation
should complement further transparency information provided by your Data
Controller. The ‘Resources’ section indicates where you can find more information.

Testing your Participant Information Sheet with patients / other
potential participants

We strongly encourage testing your Participant Information Sheet (PIS) with an
appropriate group of people (patients groups or other members of the public) can
be very helpful in ensuring that:

e The language used is appropriate;
¢ The style and format of the PIS aids understanding;
¢ The PIS covers the risks and benefits that are relevant to your potential participants etc.

You do not need to obtain NHS Research Ethics Committee (REC) approval to test
your PIS with patient groups or others.

Involving patient groups or the public in other ways can also be invaluable, for more
information please refer to our ‘Resources’ page.

Who is the right person to seek consent?

When seeking consent from potential participants it is critical that you appropriately
support them in making their decision. This includes that:

¢ You understand the protocol and the potential implications it may have on the people to
be involved;

¢ You understand the alternatives that may be available to potential participants, this may
include treatment alternatives;

¢ You have an ability to communicate effectively with potential participants, including
explaining complex scientific / medical concepts;

¢ You appreciate how to optimise the voluntary nature of decision making, avoiding undue
influence.

GDPR and consent

On 25 May 2018 the General Data Protection Regulation (“GDPR”) came into force.
From this date, you must have a defined lawful basis to hold and use ‘personal
data’. The Health Research Authority (HRA) and Information Commissioner’s
Office (ICO) advise that for almost all research conducted in the UK organisations
should rely on either:

e ‘Task in public interest’ — for all public bodies (NHS / HSC, Universities, UKRI etc), or
o ‘Legitimate interest’ — for non-public bodies (charities, commercial companies etc).

For more information please visit ‘Resources’.
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For those of you who will be holding and using health information, which is a
special category of personal data in GDPR(the majority of researchers producing a
PIS), you will also require a further condition to this lawful basis. In most cases this
condition should be to support ‘Scientific and historical research’. For more
information on lawful bases and the safeguards (or organisational assurances) you
are required to have in place when you are using personal data to support research
please visit ‘Resources’.

GDPR also requires you to be fair and transparent about the personal data you
hold and use. This will include all personal data used to support your research. The
PIS will provide a large part of how you meet fairness and transparency
requirements. However, you need to be aware that the information provided in the
PIS is not the only information your Data Controller must provide. There is a legal
expectation that Data Controllers will provide potential research participants with
transparency information that is layered (e.g. corporate information, departmental
information, study specific information). To do this effectively, you must make sure
that any study specific information you provide in your PIS, links with higher levels
of information provided by the Data Controller. Your PIS should complement the
other transparency information provided by your Data Controller.

GDPR demands that all data subjects (and therefore all potential research
participants) are able to access the information provided, and are likely to
understand it. For details of how to produce understandable information please
refer to the ‘Style’ section of this guidance. The ‘Resources’ section indicates
where you can find more information on readability and style.

GCP and consent

The UK Policy Framework for Health & Social Care Research identifies the
principles of Good Clinical Practice (GCP) as describing best practice in all health
and social / community care research. (Extract from Principles of ICH GCP).

In Clinical Trials of Investigational Medicinal Products (CTIMPs), UK law requires
compliance with the principles of GCP described in legislation. (Extract from
Principles in The Medicines for Human Use (Clinical Trials) Amendment
Regulations 2006, No. 1928).

The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use, Guideline for Good Clinical Practice (ICH GCP) provides
further guidance on the information you might provide to potential participants as part of the
consent process but this is not mandatory. The following is an extract of this guidance, for more
information visit the ICH website. Adapt your Participant Information Sheet to your specific
study (remember one size doesn't fit all).

The study title and an invitation to participate;

That the trial involves research;

The purpose of the study;

Why the potential subject has been chosen;

The voluntary nature of participation and that subjects may withdraw from the trial at any
time without penalty or loss of benefits to which they were otherwise entitled;

The trial treatment(s) and the probability for random assignment to each treatment;

¢ The trial procedures to be followed, including all invasive procedures;
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e Those aspects of the trial that are experimental;

e The alternative procedure(s) or course(s) of treatment that may be available to the
subject and their important potential benefits and risks;

e The approximate number of subjects involved in the trial;

¢ The subject's responsibilities in the study, including the expected duration of their
participation in the ftrial;

¢ The reasonably foreseeable risks or inconveniences to the subject, including specific
risks of ionising radiation or pregnancy during the trial;

e The reasonably expected benefits. When there is no intended clinical benefit to the
subject, they should be made aware of this;

e The subject or the subject's legally acceptable representative will be informed in a timely
manner if information becomes available that may be relevant to the subject's willingness
to continue participation in the trial;

¢ The foreseeable circumstances and/or reasons under which the subject's participation in
the trial may be terminated;

e Care after the trial has stopped;

e The compensation and/or treatment available to the subject in the event of trial related
injury;

e The person(s) to contact for further information regarding the trial and the rights of trial
subjects, and whom to contact in the event of trial-related injury;

¢ Details of anticipated prorated payments and expenses, if any, for participating in the trial
and any other arrangements for payment, including an explanation of how payment may
be influenced by duration of participation or completion of diaries etc;

¢ Assurance that records identifying the subject will be kept confidential and, to the extent
permitted by the applicable laws and/or regulations, will not be made publicly available. If
the results of the trial are published, the subject's identity will remain confidential;

¢ What subjects should do if they have a problem or a complaint regarding the trial;

e Contact details are clearly stated.

How do | ensure consent is given voluntarily?

It is important that you clearly present the voluntary nature of participation to
potential participants during the consent process and in your Participant Information
Sheet. Potential participants must be made aware that their care will not be affected
in any way if they decide not to take part. You should also make it clear that they
can choose to withdraw later, if they change their mind.

Consent must be given voluntarily: not under any form of duress or undue influence
from health professionals, family or friends.

At the same time, there is evidence that potential participants value help in making
their decision, often from their health care practitioner.

Ensuring that decisions are made freely is largely down to the training and
experience of those taking consent.

Whenever possible, potential participants should be given time to consider fully the
likely implications of the research before making a decision. Potential participants
should not be rushed into decisions; they should have the opportunity to discuss
their decision with family and friends if they wish.

There are no fixed guidelines for an appropriate amount of time to give potential
participants to consider whether to take part in research. More burdensome studies
may require a longer time for deliberation while consent for simple studies, such as
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questionnaire based studies, could be obtained more quickly. You must consider
what length of time is appropriate for your study to ensure that consent is informed
and voluntary.

General principles of consent for specific studies:
Deception as part of the research method

Deception is not commonly used in research in the UK, however some researchers
(e.g. clinical psychologists) do use deception to explore issues in ways that would
not be possible if complete disclosure of research objectives was made during the
consent process.

When deception is deemed indispensable to a study the investigators must
demonstrate to a Research Ethics Committee (REC) that:

¢ No other research method would suffice, and
e That advances could or are likely to result from the research.

In reaching a decision, the REC will carefully consider the purpose of, and
justification for the deception as well as the specific details of the proposed study.

Deception is not permissible in cases in which the deception itself would disguise
the possibility of greater than minimal risk to participants. Nothing should be
withheld which, if divulged, would cause a reasonable person to refuse to
participate.

You should consider whether and how participants will be informed of the deception
once their participation has ended. Such 'debriefing’, ordinarily entails explaining
the reasons for the deception.

A participant who disapproves of having been deceived should be offered the
opportunity to refuse to allow the investigator to use information thus obtained.

You should be aware that some participants may resent the deception. Any
participant who is upset at having been deceived should be offered the opportunity
to withdraw their data from the study.

There is an important distinction between deception and sham trials. In sham trials,
the participant consents to be randomly allocated to an 'active' or a 'sham'
procedure. In this situation, there is no deception as the participant has been
informed that they may or may not get the 'active' treatment.
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Principles of consent: Adults who are not able to consent for themselves

Adults who are not able to consent for themselves
should be included in research, provided that you do
this in line with relevant legal frameworks and ethical
principles.

You should always ensure that what capacity an adult
has is optimised and used as far as possible to enable
that individual to make decisions for themselves.

Guidance is provided elsewhere on how to assess
capacity and when research can be conducted
involving adults not able to consent for themselves.
For further guidance please refer to our '‘Resources’

page.

In this circumstance, an adult is anyone aged 16 or
over.

Legal frameworks and national requirements.

The consent requirements for adults who are not able
to consent for themselves, depends on the type of
study and where in the UK the research is taking
place. Guidance in this section is organised according
to UK nation and may be explored by selecting the
relevant UK nation on the map. If your study
involves recruitment from more than one UK nation,
you can return to this map to explore other
jurisdictions later.

-

Select the relevant UK nation on
the map.

Key points to consider are:

¢ |s my study a Clinical Trial of an Investigational
Medicinal Product (CTIMP)?
To find out, you should visit CTIMP in our
Glossary and use the MHRA algorithm.
For CTIMPs the law is the same across the UK;
however the details of who can give consent
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may vary between nations.

e If your study is not a CTIMP:
The law regulating how and when adults
lacking capacity can be included in your
research will vary, depending on where in the
UK your research takes place.
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Principles of consent: Adults not able to consent for themselves (England

and Wales)

The legal frameworks that govern the inclusion of adults not able to consent for themselves in
research in England and Wales are:

¢ Mental Capacity Act, and
¢ Medicines for Human Use (Clinical Trials) Regulations — applicable to CTIMP research
only.

These frameworks cover many aspects of research; here we provide guidance on the principles
of consent when involving adults not able to consent for themselves in England and Wales, in
the following circumstances.

Select the headings below to find out more:

Clinical Trials of Investigational Medicinal Products (CTIMPs)

A legal representative can be asked to give consent on behalf of an adult lacking
capacity to do so themselves.

Those who are able to act as a legal representative in Clinical Trials of
Investigational Medicinal Products (CTIMPs), in England and Wales are:

e Personal legal representative i.e. a person not connected with the conduct of the trial
who is suitable to act as the legal representative by virtue of their relationship with the
adult, and is available and willing to do so. If one is not available:

¢ Professional legal representative i.e. a doctor responsible for the medical treatment of
the adult if they are independent of the study, or a person nominated by the healthcare
provider.

e There is further provision for emergency situations, visit 'Emergency research’.

The legal representative must be:

¢ Told that they are being asked to give consent on behalf of the incapacitated adult,

¢ Told that they are free to decide whether they wish to make this decision or not, and

e Told that they are being asked to consider what the adult would want, and to set aside
their own personal views when making this decision.
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¢ Given sufficient information, in an understandable form, about your trial to ensure that
they can make an informed decision.

The participant themselves must also receive information, according to their
capacity of understanding, about the trial and its risks and benefits.

Non-CTIMPs (other intrusive research)

You should seek advice from a consultee on whether an adult lacking capacity to
consent would wish to be included in your research study or not.

Consultees are not asked to give consent on behalf of the adult, but rather to
provide an opinion on the views and feelings of the potential participant.

Consultees for intrusive research other than Clinical Trials of Investigational
Medicinal Products (CTIMPs), in England and Wales are:

e Personal consultee, i.e. a person who cares for the adult lacking capacity or is interested
in that person's welfare, but is not doing so for remuneration or acting in a professional
capacity;

¢ If not available or unwilling to give advice then a nominated consultee i.e. a professional
who is independent of the study can do so.

e There is further provision for emergency situations, visit 'Emergency research’.

The consultee must be:

¢ Told that they are being asked to advise on the views and feelings they believe the adult
would have towards participation in your study.

e Told that they are free to decide whether they wish to provide this advice or not.

¢ Given sufficient information, in an understandable form, about your study to ensure that
they provide you with informed advice.

The advice given by consultees should be recorded on a Consultee Declaration
form (rather than a consent form). A template is available to download from
'Examples & Templates'.

You should also provide the participant themselves with information, according to
their capacity of understanding, about your study and its risks and benefits.

Participants regaining capacity during your study

If it is likely adult participants might regain capacity during the course of your study,
you must plan how you are going to involve them in the on-going consent process.

In most cases it is appropriate to ask them to give their own consent when and if
they are able. If you intend to ask participants who regain capacity for their on-
going consent you should:

¢ Inform the legal representative (Clinical Trials of Investigational Medicinal Products
(CTIMPs) or consultee (other intrusive research) of this at the outset

e Prepare an appropriate Participant Information Sheet and consent form for the
participants themselves that explains what has happened so far, and what you are
seeking their consent for.

¢ Plan how you will handle a participant withdrawing consent at each stage of your study,
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and tell them what they can expect.
Losing capacity during participation in research

If you think there is a significant risk of participants' losing capacity during your
study, you should consider discussing on-going options with them during the
original consent and include information in the Participant Information Sheet.

CTIMPs

e Consent to participate in a study is presumed to remain legally valid after loss of capacity
(provided your protocol does not change significantly).

Other intrusive research

e Where consent has been obtained prior to loss of capacity, you will need to consider if
this consent remains valid following the loss of capacity. There are only a very limited set
of circumstances where an earlier consent in common law endures a loss of capacity.

¢ You should consider what steps you would take in the event of a participant losing
capacity to consent during your study, in particular whether these participants would be
withdrawn from, or remain in, the study.

¢ |[f the intention is that the participant would remain in the study and would be required by
the protocol to undergo further interventions and procedures then this constitutes
“intrusive research” for the purposes of the Mental Capacity Act 2005 and you would
require approval by an appropriate research ethics committee and seek advice from a
consultee.

¢ You have a legal obligation to carefully consider a request made by a representative to
withdraw someone from a study, after they have lost capacity. You must consider their
current situation, including possible benefits and harms that might arise as a
consequence of their continued participation.

¢ |n situations where the potential for losing capacity was discussed as part of the original
consent you should still review how best to proceed if the participant does subsequently
lose capacity. The original consent given by participants should not automatically be
considered absolute. The current circumstances of the participant must be considered
(see above).

In all cases

¢ You should consult with carers and take note of any signs of objection or distress from
the participant.

¢ You must consider withdrawing a participant if they raise any objections.

¢ If your protocol changes during your study or you plan to obtain further consent from
participants during your study, you must ask the legal representative for their consent / or
consultee for advice on behalf of any adults who have lost capacity.

You can return to the interactive map to explore legal principles in place in other parts of the
UK.
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Principles of consent: Adults with incapacity (Northern Ireland)

The legal frameworks that govern the inclusion of adults with incapacity in research in Northern
Ireland are:

¢ Medicines for Human Use (Clinical Trials) Regulations — applicable to CTIMP research
only
o Mental Capacity Act (Northern Ireland) 2016

These frameworks cover many aspects of research; here we provide guidance on the principles
of consent when involving adults not able to consent for themselves in Northern Ireland, in the
following circumstances.

Select the headings below to find out more:

Clinical Trials of Investigational Medicinal Products (CTIMPs)

A legal representative can be asked to give consent on behalf of an adult who lacks
the capacity to do so themselves.

Those who are able to act as a legal representative in Clinical Trials of
Investigational Medicinal Products (CTIMPs), in Northern Ireland are:

e Personal legal representative i.e. a person not connected with the conduct of the trial
who is suitable to act as the legal representative by virtue of their relationship with the
adult, and is available and willing to do so. If one is not available:

o Professional legal representative i.e. a doctor responsible for the medical treatment of
the adult if they are independent of the study, or a person nominated by the healthcare
provider.

e There is further provision for emergency situations, visit 'Emergency research’.

The legal representative must be:

e Told that they are being asked to give consent on behalf of the incapacitated adult,

e Told that they are free to decide whether they wish to make this decision or not, and

e Told that they are being asked to consider what the adult would want, and to set aside
their own personal views when making this decision.

¢ Given sufficient information, in an understandable form, about your trial to ensure that
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they can make an informed decision.

The participant themselves must also receive information, according to their
capacity of understanding, about the trial and its risks and benefits.

Non-CTIMPs

You should seek advice from a consultee on whether an adult lacking capacity to
consent would wish to be included in your research study or not.

Consultees are not asked to give consent on behalf of the adult, but rather to
provide an opinion on the views and feelings of the potential participant.
Consultees for intrusive research other than Clinical Trials of Investigational
Medicinal Products (CTIMPSs), in Northern Ireland are:

e Consultee i.e. a person who cares for the adult lacking capacity or is interested in that
person's welfare, but is not doing so for remuneration or acting in a professional capacity;

¢ |f not available or unwilling to give advice then a nominated consultee i.e. a professional
who is independent of the study can do so.

e There is further provision for emergency situations, visit 'Emergency research’.

The consultee must be:

¢ Told that they are being asked to advise on the views and feelings they believe the adult
would have towards participation in your study.

¢ Told that they are free to decide whether they wish to provide this advice or not.

¢ Given sufficient information, in an understandable form, about your study to ensure that
they provide you with informed advice.

The advice given by consultees should be recorded on a Consultee Declaration
form (rather than a consent form). A template is available to download from
'Examples & Templates'.

You should also provide the participant themselves with information, according to
their capacity of understanding, about your study and its risks and benefits.

Participants regaining capacity during your study

If it is likely adult participants might regain capacity during the course of your study,
you must plan how you are going to involve them in the on-going consent process.
In most cases it is appropriate to ask them to give their own consent when and if
they are able. If you intend to ask participants who regain capacity for their on-
going consent you should:

¢ Inform the legal representative (Clinical Trials of Investigational Medicinal Products
(CTIMPs) or consultee (other intrusive research) of this at the outset

e Prepare an appropriate Participant Information Sheet and consent form for the
participants themselves that explains what has happened so far, and what you are
seeking their consent for.

¢ Plan how you will handle a participant withdrawing consent at each stage of your study
and tell them what they can expect.

Losing capacity during participation in research

If you think there is a significant risk of participants' losing capacity during your
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study, you should consider discussing on-going options with them during the
original consent and include information in the Participant Information Sheet.

CTIMPs

e Consent to participate in a study is presumed to remain legally valid after loss of capacity

(provided your protocol does not change significantly).

Other intrusive research

e Consent taken prior to loss of capacity remains legally valid after loss of capacity

provided the research protocol has not changed significantly. This is because section
138 of the Mental Capacity Act (Northern Ireland) 2016 makes this provision.

If you think there is a significant risk of a participant who gives consent at the outset of
the study losing capacity during the study, you should consider discussing on going
options with them for the future and include information in the participant information

sheet.

In all cases

e Take note of any signs of objection or distress from the participant.
e You must consider withdrawing a participant if they raise any objections.

¢ If your protocol changes during your study or you plan to obtain further consent from
participants during your study, you must ask the legal representative for their consent /

close relative or friend for this assent.

You can return to the interactive map to explore legal principles in place in other parts of the

UK.
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Principles of consent: Adults with incapacity (Scotland)

The legal frameworks that govern the inclusion of adults with incapacity in research in Scotland
are:

¢ Adults with Incapacity (Scotland) Act, and
¢ Medicines for Human Use (Clinical Trials) Regulations — applicable to CTIMP research
only.

These frameworks cover many aspects of research; here we provide guidance on the principles
of consent when involving adults not able to consent for themselves in Scotland, in the following
circumstances.

Select the headings below to find out more:

Clinical Trials of Investigational Medicinal Products (CTIMPs)

A legal representative can be asked to give consent on behalf of an adult who lacks
the capacity to do so themselves.

Those who are able to act as a legal representative in Clinical Trials of
Investigational Medicinal Products (CTIMPs), in Scotland are:

e Personal legal representative i.e.
o Adult's Welfare Guardian or Welfare Attorney, or if not appointed:
o The adult's nearest relative, if neither are reasonably contactable:
¢ Professional legal representative i.e. a doctor responsible for the medical treatment of
the adult if they are independent of the study, or a person nominated by the healthcare
provider.
e There is further provision for emergency situations, visit 'Emergency research’.

The legal representative must be:

¢ Told that they are being asked to give consent on behalf of the incapacitated adult,

e Told that they are free to decide whether they wish to make this decision or not,

e Told that they are being asked to consider what the adult would want, and to set aside
their own personal views when making this decision.

¢ Given sufficient information, in an understandable form, about your trial to ensure that
they can make an informed decision.
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The participant themselves must also receive information, according to their
capacity of understanding, about the trial and its risks and benefits.

Non-CTIMPs (other medical, surgical, nursing, dental and
psychological research)

A legal representative can be asked to give consent on behalf of an adult who lacks
the capacity to do so themselves.

Those who are able to act as a legal representative in research other than Clinical
Trials of Investigational Medicinal Products (i.e. non-CTIMPSs), in Scotland are:

¢ Adult's Welfare Guardian or Welfare Attorney, if not appointed:
e The adult's nearest relative.

The legal representative must be:

e Told that they are being ask to give consent on behalf of the incapacitated adult,

¢ Told that they are free to decide whether they wish to make this decision or not, and

e Told that they are being asked to consider what the adult would want, and to set aside
their own personal views when making this decision.

¢ Given sufficient information, in an understandable form, about your trial to ensure that
they can make an informed decision.

You should also provide the participant themselves with information, according to
their capacity of understanding, about your study and its risks and benefits.

If the participant expresses a view that they do not wish to take part in your study,
this view must be acted upon.

Participants regaining capacity during your study

If it is likely that adult participants might regain capacity during the course of your
study, you must plan how you are going to involve them in the on-going consent
process.

In most cases it is appropriate to ask them to give their own consent when and if
they are able. If you intend to ask participants regaining capacity for their consent
you should:

¢ Inform the legal representative of this at the outset.

e Prepare an appropriate Participant Information Sheet and consent form for the
participants themselves that explains what has happened so far, and what you are
seeking their on-going consent for.

¢ Plan how you will handle a participant withdrawing consent at each stage of your study,
and tell them what they can expect.

Participants losing capacity during your research
If you think there is a significant risk of participants' losing capacity during your

study, you should consider discussing on-going options with them during the
original consent and include information in the Participant Information Sheet.
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CTIMPs

¢ Consent to participate in a trial is presumed to remain legally valid after loss of capacity
(provided your protocol does not change significantly).

Other medical, surgical, nursing, dental and psychological research (non-CTIMPs)

e Legally there is no specific provision for adults who lose capacity while taking part in non-
CTIMPs in Scotland.

e Researchers and Research Ethics Committees (RECs) might expect that in most
circumstances the original consent should be respected.

e However, a request by a legal representative to withdraw someone from a study after
they have lost capacity, should be considered carefully to ensure that it reflects the
wishes of the person before they lost capacity, and that their current situation is fully
considered, including possible benefits and harms that might arise as a consequence of
their continued participation.

In all cases

¢ You should consult with carers and take note of any signs of objection or distress from
the participant.

e You should withdraw a participant if they raise objections.

¢ The legal representative may decide to withdraw an incapable participant from your
study; it is important that they make this decision having considered the wishes of a
participant before loss of capacity, in light of current circumstances.

¢ |f your protocol changes during your study or you plan to obtain further consent from
participants during your study, you must ask the legal representative for their consent.

You can return to the interactive map to explore legal principles in place in other parts of the
UK.
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Principles of consent: Children and Young People

There are many ethical and legal issues to consider f
when involving children and young people in research. ,

Please refer to our 'Style' guidance for information on

designing Participant Information Sheets and Consent ’
forms for research involving children and young "
people.

Links to further guidance are available in 'Examples
& Templates' and from our 'Resources’ page.

Legal frameworks and national requirements.

The requirements for consent, where participants are ‘

children and/or young people, depend on:

e The type of study; and
e Where in the UK it is taking place.

The guidance in this section is organised according to
UK nation and may be explored by selecting the
relevant UK nation on the map.

If your study involves recruitment from more than one d

UK nation, you can return to this map to explore other ]

jurisdictions later. Select the relevant UK nation on
the map.

Key points to consider are:

¢ |s my study a Clinical Trial of an Investigational
Medicinal Product (CTIMP)?
To find out, you should visit CTIMP in our
Glossary and use the MHRA algorithm.
For CTIMPs the law is the same across the UK.
e [f your study is not a CTIMP:
The law regulating how children and young
people can be included in your research will
vary, depending on where in the UK your
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research takes place.
The concepts of consent and assent.

Consent is a legally defined decision given by
someone who is competent, who has been
adequately informed (and has adequate
understanding), and who is free from undue influence
enabling them to make a voluntary decision. The
person can provide consent themselves (provided
they are competent). Otherwise someone else who is
empowered by law can provide it (e.g. a parent in the
case of children). A child who is not capable of giving
consent alone can still be involved in the decision-
making process with others who are able in law, to
provide consent.

Assent is difficult to define and is used in diverse
ways, e.g. compliance by a child as young as three,
through to the active agreement of a young teenager
etc. Assent is agreement given by a child / young
person, or others who are not legally empowered to
give consent. It is important to provide children /
young people with information that matches their
capacity when seeking assent.

About Us Feedback Contact Glossary Accessibility

Download PDF
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Principles of consent: Children and Young People (England, Wales and

Northern Ireland)

From here you can access specific guidance on consent by and on behalf of children and
young people in England, Wales and Northern Ireland. We include information on involving
children and young people in the consent process including when to seek assent.

Select the headings below to find out more:

Consent for under 16s in Clinical Trials of Investigational
Medicinal Products (CTIMPs)

The Medicines for Human Use (Clinical Trials) Regulations prohibit children under the age of 16
from giving consent to take part in a Clinical Trial of an Investigational Medicinal Product
(CTIMP).

Those who are able to give consent on behalf of children / young people, to take part in a
CTIMP, in the UK are:

e Parent or someone with parental responsibility (agreement of only one parent is
required).

e Personal legal representative i.e. a person not connected with the conduct of the trial
who is suitable to act as the legal representative by virtue of their relationship with the
child / young person, and is available and willing to do so.

A legal representative should only ever be approached if someone with parental
responsibility cannot be contacted prior to the proposed inclusion of the child / young
person, by reason of the urgent nature of the treatment provided as part of the trial. If a
personal legal representative is not available:

¢ Professional legal representative i.e. a doctor responsible for the medical treatment of
the child / young person if they are independent of the study, or a person nominated by
the healthcare provider.

You must ensure that parents or legal representatives:

¢ Understand that you are asking them to give consent on behalf of the child / young
person.
¢ Understand the objectives, risks and inconveniences of the trial and the conditions under
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which it is to be conducted.

e Have been informed of the right to withdraw the child / young person from the trial at any
time.

e Have a contact point where further information about the trial can be obtained.

Children and young people should be involved in the decision-making process whenever
possible. You should ensure that they receive information about your trial, which is
understandable to them (visit 'Children's / young people's wishes and assent' below).

Consent for over 16s in Clinical Trials of Investigational
Medicinal Products (CTIMPs)

Young people over 16 are presumed to be capable of giving consent on their own behalf to
participate in Clinical Trials of Investigational Medicinal Products (CTIMPs).

Any young person, over 16, who is not capable of giving consent, should only be included in a
CTIMP in the UK in line with the adult provisions of the Medicines for Human Use (Clinical
Trials) Regulations. For guidance visit 'Principles> Adults lacking capacity (England and
Wales)> CTIMPs' or 'Principles> Adults lacking capacity (Northern Ireland)> CTIMPs

Consent in Non-CTIMPs

There is no statute in England, Wales or Northern Ireland governing a child's right to consent to
take part in research other than a Clinical Trial of an Investigational Medicinal Product (CTIMP),
i.e. consent for non-CTIMPs.

Consent for treatment

e However common law presumes that young people aged between 16 and 18 are usually
competent to give consent to treatment.

e Case law suggests that if a young person has sufficient understanding and intelligence to
understand fully what is proposed, and can use and weigh this information in reaching a
decision (i.e. they are 'Gillick competent'), he or she can give consent to treatment.

¢ When a child or young person is not competent, the Children Act and the Children Act
(Northern Ireland) Order permits parents (and those with parental responsibility) to
consent to medical treatment on their behalf. Consent of only one parent is required.

e When a young person is believed to be competent, consent from those with parental
responsibility is not legally necessary. However, the involvement of parents in decision-
making is encouraged in most circumstances.

Consent for research

¢ In the absence of law relating specifically to research, it is commonly assumed that the
principle of 'Gillick competence' can be applied not only to consent for treatment, but also
to consent for research.

A child / young person's right to give consent is dependent upon their capacity to understand
the specific circumstances and details of the research being proposed, which in turn will relate
to the complexity of the research itself.

Children and young peoples' competence may well be reflected in their ability or otherwise to
understand and assess risk.

Competence to understand will be heavily influenced by how the information is presented to the
child or young person, and the language used. You must ensure that you maximise a child /
young person's chances of understanding what is involved in your study.
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Even when a child or young person is competent, it is still normally good practice to involve the
family in the decision-making process: however, if the young person objects, you should
respect their privacy.

You should be aware that the voluntariness of a child's or young person's decision making is
difficult both to determine and to secure.

Providing information in a format that is understandable to children and young people, and
doing so in a manner that fosters true voluntary decision-making, are skills that require specific
experience and expertise.

If a child or young person is not deemed to be sufficiently competent to give consent
themselves to participate in non-CTIMP research; you are encouraged to inform them to the
fullest of their understanding and enable them to participate in an assent process whenever this
is appropriate.

Children's / young people's wishes and assent

Even when a child or young person is deemed not competent to make a decision for
themselves, or in situations where they are not legally empowered to do so (e.g. in a Clinical
Trial of an Investigational Medicinal Product (CTIMP), it is important that:

¢ You give the child / young person information about your study, which is understandable
to them and which explains what is involved and the potential risks and benefits.

o Staff with experience of working with children / young people should provide this
information.

¢ |[f the child or young person is capable of assessing the information provided you must
consider their explicit wishes. This includes their refusal to take part, or desire to
withdraw from the study.

e lItis usually inappropriate to ask very young children (e.g. under 5's) to sign an assent
form, however their views should be considered.

Whenever practical and appropriate, a child's assent should be sought before including them in
your research.

When is it appropriate to seek assent from a child? You have to make an informed judgment to
determine when seeking assent is appropriate; the age of a child can only be taken as a guide.
We would usually consider it inappropriate to obtain written assent from very young children.

Consider also the child's developmental stage, knowledge of illness and experience of health
care.

How are decisions usually made in the family? How much autonomy does the child normally
exercise? From observation does the child wish to be involved in the discussions?

What are the parents' views and can they help with this decision? They know the child best.

Although there is a danger that children can be asked to exercise greater autonomy than
normal, this must be balanced with the potential loss of trust associated with denying their
assent.

Such judgment needs a framework of considerations for analysis, a record of observations and
discussions and a documented decision.

In circumstances where seeking assent at the outset is not appropriate, you could provide the
child with information as and when required (i.e. 'drip feeding’).

Consent for 16 and 17 year olds who lack capacity
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Clinical Trials of Investigational Medicinal Products (CTIMPs)

If a young person, aged 16 or over, is deemed not to be competent to give consent to
participate in a Clinical Trial of an Investigational Medicinal Product (CTIMP); you must proceed
in line with the Medicines for Human Use (Clinical Trials) Regulations. For guidance visit
'Principles> Adults lacking capacity (England and Wales)> CTIMPs' or 'Principles> Adults
lacking capacity (Northern Ireland)> CTIMPs

Other intrusive research (non-CTIMPs)

If a young person, aged 16 and over, is deemed not to be competent to give consent
themselves to participate in a non-CTIMP; you must proceed in line with the Mental Capacity
Act (in England and Wales) or Mental Capacity Act (Northern Ireland). For guidance visit
'Principles> Adults lacking capacity (England and Wales)> non-CTIMPs' or 'Principles>
Adults lacking capacity (Northern Ireland)> non-CTIMPs'.

You can return to the interactive map to explore legal principles in place in other parts of the
UK.

About Us Feedback Contact Glossary Accessibility Download PDF
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Principles of consent: Children and Young People (Scotland)

From here you can access specific guidance on the principles of consent by and on behalf of
children and young people in Scotland. We include information on involving children and young
people in the consent process including when to seek assent.

Select the headings below to find out more:

Consent for under 16s in Clinical Trials of Investigational
Medicinal Products (CTIMPs)

The Medicines for Human Use (Clinical Trials) Regulations prohibit children under the age of 16
from giving consent to take part in a Clinical Trial of an Investigational Medicinal Product
(CTIMP).

Those who are able to give consent on behalf of children / young people under 16, to take part
in a CTIMP, in the UK are:

e Parent or someone with parental responsibility (agreement of only one parent is
required).

o Personal legal representative i.e. a person not connected with the conduct of the trial
who is suitable to act as the legal representative by virtue of their relationship with the
child / young person, and is available and willing to do so.

A legal representative should only ever be approached if someone with parental
responsibility cannot be contacted prior to the proposed inclusion of the child / young
person, by reason of the urgent nature of the treatment provided as part of the trial. If a
personal legal representative is not available:

¢ Professional legal representative i.e. a doctor responsible for the medical treatment of
the child / young person if they are independent of the study, or a person nominated by
the healthcare provider.

You must ensure that parents or legal representatives:

¢ Understand that you are asking them to give consent on behalf of the child / young
person.

¢ Understand the objectives, risks and inconveniences of the trial and the conditions under
which it is to be conducted.

e Have been informed of the right to withdraw the child / young person from the trial at any
time.
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e Have a contact point where further information about the trial can be obtained.

Children and young people should be involved in the decision-making process whenever
possible. You should ensure that they receive information about your trial, which is
understandable to them (visit 'Children's / young people's wishes and assent' below).

Consent for over 16s in Clinical Trials of Investigational
Medicinal Products (CTIMPs)

Young people over 16 are presumed to be capable of giving consent on their own behalf to
participate in Clinical Trials of Investigational Medicinal Products (CTIMPs).

Any young person, over 16, who is not capable of giving consent, should only be included in a
CTIMP in the UK in line with the adult provisions of the Medicines for Human Use (Clinical
Trials) Regulations. For guidance visit 'Principles> Adults with incapacity (Scotland)>
CTIMPs'.

Consent in Non-CTIMPs

There is no specific provision in Scots law governing a child's right to consent to take part in
research, other than a Clinical Trial of an Investigational Medicinal Product (CTIMP), i.e.
consent for non-CTIMPs.

Consent for treatment

¢ Young people aged 16 and over are deemed to be competent to give consent for medical
treatment unless proven otherwise.

¢ Children and young people under 16 have a statutory right to give consent to surgical,
medical or dental procedures or treatments if they are deemed, by a medical practitioner,
to be competent to do so.

e The Children (Scotland) Act permits parents (or those with parental responsibility) to give
consent on behalf of a young person under 16 who is not competent. Consent of only
one parent is required.

Consent for research

e Itis commonly accepted that we can extrapolate a child / young person's right to give
consent for treatment, to give them the right to give consent to take part in non-CTIMP
research.

¢ |tis commonly assumed that they also have a legal right to object to participation.

A child / young person's right to give consent is dependent upon their capacity to understand
the specific circumstances and details of the research being proposed, which in turn will relate
to the complexity of the research itself.

Children and young peoples' competence may well be reflected in their ability or otherwise to
understand and assess risk.

Competence to understand will be heavily influenced by how the information is presented to the
child or young person, and the language used. You must ensure that you maximise a child /
young person's chances of understanding what is involved in your study.

Even when a child or young person is competent, it is still normally good practice to involve the
family in the decision-making process: however, if the child / young person objects, you should
respect their view.

Case law suggests that a parent may not be able to overrule the decision of a competent child /
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young person in Scotland.

The Children (Scotland) Act states that children from the age of 12 are considered sufficiently
mature to form a view, even if they are not considered fully competent to give consent.

You should be aware that the voluntariness of a child / young person's decision making is
difficult both to determine and to secure.

Providing information in a format that is understandable to children and young people, and
doing so in a manner that fosters true voluntary decision-making, are skills that require specific
experience and expertise.

If a child or young person is not deemed to be sufficiently competent to give consent
themselves to participate in non-CTIMP research; you are encouraged to inform them to the
fullest of their understanding and enable them to participate in an assent process whenever this
is appropriate.

Children's / young people's wishes and assent

Even when a child or young person is deemed not competent to make a decision for
themselves, or in situations where they are not legally empowered to do so (e.g. in a Clinical
Trial of an Investigational Medicinal Product (CTIMP), it is important that:

e You give the child / young person information about your study, which is understandable
to them and which explains what is involved including potential risks and benefits.

o Staff with experience of working with children should provide this information.

¢ |[f the child or young person is able to assess the information provided, you must consider
the explicit wishes expressed by them. This includes their refusal to take part, or their
desire to withdraw from the study.

e Whenever practical and appropriate, a child / young person's assent should be sought
before including them in research.

o If parents provide consent, the aim of informing the child or young person to obtain
assent may be more about comprehension rather than completeness in information
provision.

¢ |tis usually inappropriate to ask very young children to sign an assent form.

When is it appropriate to seek assent from a child? In Scots law, children over the age of 12 are
usually considered to be sufficiently mature to form a view, even if they are not considered fully
competent to give consent.

You have to make an informed judgment to determine when seeking assent is appropriate; the
age of a child can only be taken as guide.

Consider also the child's developmental stage, knowledge of illness and experience of health
care.

How are decisions usually made in the family? How much autonomy does the child normally
exercise? From observation does the child wish to be involved in the discussions?

What are the parents' views and can they help with this decision? They know the child best.

Although there is a danger that children can be asked to exercise greater autonomy than
normal, this must be balanced with the potential loss of trust associated with denying their
assent.

Such judgment needs a framework of considerations for analysis, a record of observations and
discussions and a documented decision.

In circumstances where seeking assent at the outset is not appropriate, you could provide the
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child with information as and when required (i.e. 'drip feeding').

Consent for 16 and 17 year olds who lack capacity

Clinical Trials of Investigational Medicinal Products (CTIMPs)

If a young person, aged 16 or over, is deemed not to be competent to give consent to
participate in a Clinical Trial of an Investigational Medicinal Product (CTIMP); you must proceed
in line with the Medicines for Human Use (Clinical Trials) Regulations. For guidance visit
'Principles> Adults with incapacity (Scotland)> CTIMPs'.

Other medical, surgical, nursing, dental or psychological research (non-CTIMPs)

If a young person, aged 16 and over, is deemed not to be competent to give consent
themselves to participate in a non-CTIMP; you must proceed in line with The Adults with
Incapacity (Scotland) Act. For guidance visit 'Principles> Adults with incapacity (Scotland)>
non-CTIMPs'.

You can return to the interactive map to explore legal principles in place in other parts of the
UK.

About Us Feedback Contact Glossary Accessibility Download PDF
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Principles of consent: Emergency research

Emergency research poses its own set of challenges
in terms of providing information about the research
and obtaining consent.

Emergency research is when:

e Treatment needs to be given urgently, and
e [tis necessary to take urgent action for the
purposes of the study.

In some emergency situations:

e Potential participants may lack capacity to give
consent themselves, and

¢ Obtaining consent from a legal representative /
consulting others is not reasonably practicable.

Guidance is provided here on how to proceed in such
situations. It is organised according to UK nation and
may be explored by selecting the relevant UK
nation on the map.

If your study involves recruitment from more than one
UK nation, you can return to this interactive map to
explore other jurisdictions later.

-

Select the relevant UK nation on

Key points to consider are: the map.

¢ Is my study a Clinical Trial of an Investigational
Medicinal Product (CTIMP)?
To find out, you should visit CTIMP in our
Glossary and use the MHRA algorithm.
For CTIMPs the law is the same across the UK;
although the details of who can give consent
may vary between nations.

o If your study is not a CTIMP:
The law regulating how children or adults can
be included in your emergency research will
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vary, depending on where in the UK your
research takes place.

About Us Feedback Contact Glossary Accessibility Download PDF
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Principles of consent: Emergency Research (England and Wales)

From the here you can access guidance on the inclusion of both adults lacking capacity and
children / young people in emergency research in England and Wales.

Select the headings below to find out more:

Adults not able to consent for themselves in emergency Clinical
Trials of Investigational Medicinal Products (CTIMPs)

In the UK the law allows adults not able to consent for themselves to be recruited into Clinical
Trials of Investigational Medicinal Products (CTIMPs) without prior consent in emergency
situations if:

e Treatment needs to be given urgently;

¢ |tis also necessary to take urgent action to administer the drug (IMP) for the purposes of
the trial;

o It is not reasonably practicable to obtain consent from a legal representative;

e The procedure is approved by a NHS Research Ethics Committee;

e Consent is sought from a legal representative as soon as possible.

Adults recruited in such a manner may regain their capacity to give consent; for further
guidance visit 'Principles> ALC(England and Wales)> Regain capacity'.

Adults not able to consent for themselves in other intrusive
emergency research

In England and Wales the law allows adults not able to consent for themselves to be recruited
into other intrusive research (i.e. research other than Clinical Trials of Investigational
Medicinal Products) without prior advice from a consultee, in emergency situations if;

Treatment needs to be given urgently;

It is not reasonably practicable to seek advice from a consultee;

The procedure is approved by a NHS Research Ethics Committee; and

A consultee is consulted as soon as possible to seek advice on the participant's likely
views and feelings.

Adults recruited in such a manner may regain their capacity to give consent; for further
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guidance visit 'Principles> ALC(England and Wales)> Regain capacity'.

Children / young people in emergency CTIMPs

The law allows children and young people (under the age of 16) to be recruited into Clinical
Trials of Investigational Medicinal Products (CTIMPs) without prior consent in emergency
situations if:

e Treatment needs to be given urgently;

¢ |tis also necessary to take urgent action to administer the drug (IMP) for the purposes of
the trial;

o It is not reasonably practicable to obtain consent from a legal representative;

e The procedure is approved by a NHS Research Ethics Committee; and

e Consent is sought from a person with parental responsibility or a legal representative as
soon as possible.

Young people over the age of 16 are considered to be adults in terms of the law governing the
conduct of clinical trials. For further guidance on adults not able to consent for themselves in
Clinical Trials of Investigational Medicinal Products visit 'Principles> ALC(England and
Wales)> CTIMPs'

Children / young people in other emergency research

Common law would appear to enable research involving children and young people in
emergency situations without prior consent, if:

¢ You first obtain NHS Research Ethics Committee approval, and

¢ You cannot address the same research question by recruiting from a non-emergency
environment, and

e Your research is of potential benefit to the child / young person themselves, and

e Someone with parental responsibility for the child / young person is informed about the
research as soon as possible, and

e Consent (and assent) is sought as soon as possible, and

¢ You make clear to the child / young person or their parent (if the child / young person is
not competent) that the child / young person can withdraw (or be withdrawn by their
parent) at any time without penalty.

If you cannot guarantee a potential direct benefit, the law is unclear. In such a case, The
Council of Europe recommends that you must be able to ensure that your research will benefit
others with a similar condition, and the risk to participants is minimal.

You can return to the interactive map to explore legal principles in place in other parts of the
UK.
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Principles of consent: Emergency Research (Northern Ireland)

From here you can access guidance on the inclusion of both adults lacking capacity and
children / young people in emergency research in Northern Ireland.

Select the headings below to find out more:

Adults not able to consent for themselves in emergency Clinical
Trials of Investigational Medicinal Products (CTIMPs)

In the UK the law allows adults not able to consent for themselves to be recruited into Clinical
Trials of Investigational Medicinal Products (CTIMPs) without prior consent in emergency
situations if:

e Treatment needs to be given urgently;

¢ |tis also necessary to take urgent action to administer the drug (IMP) for the purposes of
the trial;

o It is not reasonably practicable to obtain consent from a legal representative;

e The procedure is approved by a NHS Research Ethics Committee;

e Consent is sought from a legal representative as soon as possible.

Adults recruited in such a manner may regain their capacity to give consent; for further
guidance visit 'Principles> AWI (Northern Ireland)> Regain capacity'.

Adults not able to consent for themselves in other intrusive
emergency research

In Northern Ireland the law allows adults (i.e. those who are 16 years old and
above) not able to consent for themselves to be recruited into other intrusive
research (i.e. research other than Clinical Trials of Investigational Medicinal
Products) without prior advice from a consultee, in emergency situations if:

Treatment needs to be given urgently;

It is not reasonably practicable to seek advice from a consultee;

The procedure is approved by one of the UK Health Department’s Research Ethics
Committees; and

A consultee is consulted as soon as possible to seek advice on the participant's likely
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views and feelings.

Adults recruited in such a manner may regain their capacity to give consent; for
further guidance visit 'Principles> ALC(Northern Ireland)> Regain capacity'.

Children / young people in emergency CTIMPs

The law allows children and young people (under the age of 16) to be recruited into Clinical
Trials of Investigational Medicinal Products (CTIMPs) without prior consent in emergency
situations if:

e Treatment needs to be given urgently;

¢ |tis also necessary to take urgent action to administer the drug (IMP) for the purposes of
the trial;

¢ |tis not reasonably practicable to obtain consent from a legal representative;

e The procedure is approved by a NHS Research Ethics Committee; and

e Consent is sought from a person with parental responsibility or a legal representative as
soon as possible.

Young people over the age of 16 are considered to be adults in terms of the law governing the
conduct of clinical trials. For further guidance on adults not able to consent for themselves in
Clinical Trials of Investigational Medicinal Products visit 'Principles> AWI (Northern Ireland)>
CTIMPs'

Children / young people in other emergency research

Common law would appear to enable research involving children and young people in
emergency situations without prior consent, if:

¢ You first obtain NHS Research Ethics Committee approval, and

¢ You cannot address the same research question by recruiting from a non-emergency
environment, and

e Your research is of potential benefit to the child / young person themselves, and

e Someone with parental responsibility for the child / young person is informed about the
research as soon as possible, and

e Consent (and assent) is sought as soon as possible, and

¢ You make clear to the child / young person or their parent (if the child / young person is
not competent) that the child / young person can withdraw (or be withdrawn by their
parent) at any time without penalty.

If you cannot guarantee a potential direct benefit, the law is unclear. In such a case, The
Council of Europe recommends that you must be able to ensure that your research will benefit
others with a similar condition, and the risk to participants is minimal.

You can return to the interactive map to explore legal principles in place in other parts of the
UK.
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Principles of consent: Emergency Research (Scotland)

From here you can access guidance on the inclusion of both adults lacking capacity and
children / young people in emergency research in Scotland.

Select the headings below to find out more:

Adults lacking capacity in emergency Clinical Trials of
Investigational Medicinal Products (CTIMPs)

In the UK the law allows adults with incapacity to be recruited into Clinical Trials of
Investigational Medicinal Products (CTIMPs) without prior consent in emergency situations if:

e Treatment needs to be given urgently;

¢ |tis also necessary to take urgent action to administer the drug (IMP) for the purposes of
the trial;

¢ It is not reasonably practicable to obtain consent from a legal representative;

e The procedure is approved by a NHS Research Ethics Committee;

e Consent is sought from a legal representative as soon as possible.

Adults recruited in such a manner may regain their capacity to give consent; for further
guidance visit ' Principles> AWI (Scotland)> Regain capacity'.

Adults lacking capacity in other emergency research

The law in Scotland demands that consent be in place before research other than Clinical Trials
of Investigational Medicinal Products can begin. The law does not provide any 'exemptions' or
alternatives for the involvement of adults not able to consent for themselves in non-CTIMP
research, even in emergency situations.

Therefore, to include an adult not able to consent for themselves in emergency non-CTIMP
research in Scotland, you must obtain consent before the adult can be involved in your study
from:

o Welfare Attorney / Welfare Guardian, if not appointed
¢ Adults nearest relative

Adults recruited in such a manner may regain their capacity to give consent; for further
guidance visit 'Principles> AWI (Scotland)> Regain capacity'.
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Children / young people in emergency CTIMPs

The law allows children and young people (under the age of 16) to be recruited into Clinical
Trials of Investigational Medicinal Products (CTIMPs) without prior consent in emergency
situations if:

e Treatment needs to be given urgently;

e |tis also necessary to take urgent action to administer the drug (IMP) for the purposes of
the trial;

¢ Itis not reasonably practicable to obtain consent from a legal representative;

e The procedure is approved by a NHS Research Ethics Committee; and

e Consent is sought from a person with parental responsibility or a legal representative as
soon as possible.

Young people over the age of 16 are considered to be adults in terms of the law governing the
conduct of clinical trials. For further guidance on adults not able to consent for themselves in
Clinical Trials of Investigational Medicinal Products visit ‘Principles>AWI (Scotland)>
CTIMPs'.

Children / young people in emergency non-CTIMPs

The involvement of children and young people in research without prior consent in emergency
situations would be considered ethical, if:

¢ You first obtain NHS Research Ethics Committee approval, and

¢ You cannot address the same research question by recruiting from a non-emergency
environment, and

e Your research is of potential benefit to the child / young person themselves, and

e Someone with parental responsibility for the child / young person is informed about the
research as soon as possible, and

e Consent (and assent) is sought as soon as possible, and

¢ You make clear to the child / young person or their parent (if the child / young person is
not competent) that the child / young person can withdraw (or be withdrawn by their
parent) at any time without penalty.

If you cannot guarantee a potential direct benefit, the law is unclear. In such cases, The Council
of Europe recommends that you must be able to ensure your research will benefit others with a
similar condition, and the risk to participants is minimal.

You can return to the interactive map to explore legal principles in place in other parts of the
UK.
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Principles of consent: Deceased people

Consent given prior to death, is believed to extend beyond death.

However, relatives may have a different opinion, once their relative has died. This should be
handled sensitively with relatives being encouraged to respect the deceased person's wishes
(or in certain cases, their nominated representative / nominee, see below).

In legal terms, the General Data Protection Regulation (GDPR) and the Data Protection Act no
longer applies to identifiable data that relate to a person once they have died.

However any duty of confidence established prior to death does extend beyond death. It is
important to maintain confidentiality to ensure that trust in services and institutions are not
undermined. Disclosure of confidential information post mortem therefore requires consent to
extend the duty of confidence.

If you intend to collect tissue from a deceased person, to use tissue removed from the
deceased or to conduct a post mortem purely for research purposes consent is required across
the UK.

Tissue removed as part of a Coroner's / Procurator Fiscal's post mortem can be used for
research, once they are no longer required for such legal purposes, however consent for use in
research must be in place.

Although legal details may vary between the nations within the UK, the same basic legal and
ethical principles apply in terms of the consent required:

e The person themselves can give consent for their tissues to be used for research prior to
their death. If the person was not able to consent for themselves prior to death (due to
lack of capacity), someone else may have been asked to provide consent, assent or
advice on their behalf (visit 'Principles > Adults who are not able to consent for
themselves').

¢ Consent given before death should be respected, even when relatives may initially
disagree.

¢ |f consent is not in place, and the person has not specifically refused prior to their death:

o In England, Wales and Northern Ireland an adult can nominate someone to
represent them after their death and to give consent on their behalf. The
nominated representative's consent cannot be overridden by other individuals,
including those in a qualifying relationship.

o In Scotland a person can be nominated by anyone (aged 12 or over) before their
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death, to represent them after death. A nominee can then give authorisation
(equivalent to consent) on behalf of the deceased person.

¢ If consent has not been sought from the above, the following can provide legally

appropriate consent (or 'authorisation’ in Scotland) on behalf of the deceased person:

o

o

In England, Wales and Northern Ireland, those in a qualifying relationship.
In Scotland, nearest relative.

For further guidance visit the HTA consent code of practice.

About Us

Feedback Contact Glossary Accessibility Download PDF
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Style: What makes a good Participant Information Sheet

In this section we cover general guidance on design and style of a Participant Information
Sheet (PIS). We highlight what to consider when your research involves: Adults not able to
consent for themselves, Children and Young people and/or Emergency research.

The right style will engage the reader, and help to establish a rapport by fully respecting their
perspective and exploring all of the issues that are important to them. If designed well, a PIS is
a valuable tool which facilitates effective communication and supports shared decision making.

This guidance is designed to be comprehensive, so not all of it will be relevant to your specific
research.

Select the headings below to find out more:

General style guidance for all/most studies:

One size does not fit all

Not all research studies are the same. The information required to enable potential
participants to decide if they wish to take part will therefore vary.

Different populations will have different information needs, different levels of
understanding of medical terminology and different reading abilities.

The level of detail should be appropriate to the nature and burden of the study.

For example:

¢ For questionnaire studies, you can provide sufficient information to enable potential
participants to decide if they would like to take part in your research, on the front of the
questionnaire. As with all research, you will need to include details of how the
participant’s data will be kept safe, who will be the Data Controller and what will happen
to any data collected if the participant decides to withdraw at a later date.

Whilst

e The Participant Information Sheet for a Clinical Trial of an Investigational Medicinal
Product (CTIMP) will need to be significantly more detailed.
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Proportionality: how long should a Participant Information Sheet
be?

We advocate a proportionate approach. Consent arrangements must match the
study's burden and risk/benefit profiles as well as the complexity of the protocol. A
Participant Information Sheet (PIS) should be as long as it needs to be.

If your PIS is too long, there is a risk that potential participants will not read all of it.

Careful layout can make a big difference in how easy a PIS is to read. Adding a
contents page may add length, but it can help the reader to locate relevant
information.

If the PIS is likely to be lengthy (e.g. more than a few pages) then we suggest
splitting your PIS into three sections (e.g. introduction, what's involved and
supporting / further information), and using subheadings to break up content
further.

Importance of your study title

The study title is part of the explanation of your research: you should never
underestimate its importance. When well designed, the title provides a concise
summary of your study in language most potential participants would understand.

A consistent study title should appear on all of your documents and be
comprehensible to your potential participants.

For interventional studies you could consider the acronym - I.P.O.C. - Intervention,
Population, Outcome, Comparator to help you structure a meaningful title.

Invitational style

The Participant Information Sheet (PIS) should be a polite invitation to take part in
your research; setting out the possible advantages and disadvantages, placing
participation in the context of other options available and describing what potential
participants can expect.

You should employ a polite tone throughout your PIS.
Do not use the passive voice

Conversational style in the active voice is found to be more effective than using the
passive voice; so use the active voice and the pronoun 'we' throughout.

For example use:

'We would like to invite you to take partin...'

'We intend to collect an additional blood sample when you attend your next clinic...’
'We will post a questionnaire to you...", instead of 'questionnaires will be posted ...
'... We will send your samples to colleagues in America for analysis ..., instead of '...
Samples will be sent to America for analysis ...'
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Use plain English and avoid jargon

Remember who is going to be reading your Participant Information Sheet (PIS).
Use short, familiar words and short sentences.
Write in simple, non-technical terms that a lay person will easily understand.
The language used should be no more difficult to read than information leaflets for
medicines or tabloid newspapers.
¢ You can use the readability statistics function available in Microsoft Word to calculate a
readability score.
¢ Potential participants should be able to understand the PIS on the first reading.
¢ All of your potential participants should be able to understand your PIS.
¢ Remember that some patients might be very familiar with certain technical terms, but not
with all medical terminology. Other groups (the newly diagnosed or the general public)
may not be familiar with many relevant technical terms.
¢ When technical terms have to be included you may wish to provide the lay term first
followed by the technical term in brackets. For example:
o Feeling sick (nausea)
o Blood clot on your leg (deep vein thrombosis or DVT)
e When preparing a PIS for an international study, remember that there are terms which
have quite specific regional use, for example A&E (UK) instead of ER (USA).

The Cochrane Collaboration suggests that when writing for the general public you
should:

¢ Limit sentences to no more than approximately 20 words, when possible.

e Don't introduce more than one idea/point in a sentence. If your next sentence does not
directly follow the previous one, start a new paragraph.

¢ Avoid potentially misunderstood words (more obscure or commonly misunderstood) or
phrases or words with dual or nuanced meanings (e.g. drugs; diet); especially those
likely to cause difficulty to those who have English as a second or third language.

e Hard words are technical words, jargon, not commonly used words, or words that are
long or with many syllables.

¢ Avoid more than 2 hard words in a sentence unless it is a term that is explained
(consider introducing an acronym or shorter term for repeated use).

Instead of using Microsoft Word to calculate readability scores, you could calculate
the Flesch Reading Ease score or Fog Score (or an equivalent) and consider how
you might improve it. To find out how to calculate the Flesch or Fog Score visit
'Examples & Templates'.

Format

You should use the format best suited to the nature of the information that you wish
to give potential participants, and which supports understanding.

In terms of written information, the following are worth considering:

Use short headings that stand out.

A question and answer format is often effective.

Use type as large as possible - size 16 font if you intend to recruit elderly subjects.

Leave 'white space' - avoid large sections of unbroken text or long lists.

Use bullets for lists.

Use non-justified text.

Use bold lower case for emphasis.

Consider the appropriate page size — it may be that A5, or another paper-size and layout
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would be more suitable than A4.

¢ In some cases, it might be more appropriate to use other media to support the consent
process; for example images, diagrams, audio, video or online materials etc. When using
alternative formats, you should be mindful that some formats may unintentionally
discriminate against people who are not comfortable with or who cannot use such
technology.

Using different ways of explaining

There are many ways of describing to potential participants what to expect. You
could consider using flow diagrams or pictures if you feel they bring more clarity to
the information you are providing. However, consider their use carefully as they do
not necessarily help in all cases.

If you are consenting people who cannot read, the Participant Information Sheet
may be read to the potential participant as a 'script'. Alternatively, consider using
alternative formats to convey the information for example images, diagrams, audio,
video or online materials.

Participants' perspective

The purpose of a Participant Information Sheet (PIS) is to set out in writing what
taking part in your study will involve for the participant. Including how participation
may impact on their treatment and/or their lives and the lives of others close to
them.

You must consider the potential participants' perspective. There are issues that
might be very important to some people, like:

e How many times will | have to come to the hospital / research clinic?
o Will my partner, carer, friend be able to come with me?
e Will I have to take time off work to take part in this research? Etc.

Consult patients or members of the public to find out the types of issues that might
be relevant to your potential participants.

Clarity about expected risks and benefits

In order to facilitate fair decision-making, you must state clearly what the risks and
benefits of your study realistically are.

Risk is not easy to describe in a meaningful way. You should give potential
participants an honest appraisal of how likely an event is to happen during the
course of your study: together with an estimate of the likely impact such an event
might have on them.

Potential risks and benefits are estimated from what is currently known about the
treatment or intervention used. Potential participants should be made aware of the
context in which you are estimating potential risk (e.g. this drug has been given to x
people so far and... or this drug is commonly prescribed to people with y and....)

Consulting others from your potential pool of participants (patient groups or other
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lay people) will help you to describe risk effectively, and identify what is likely to be
important to potential participants.

Different groups - different information sheets?

If you intend to recruit two or more different groups of people to your study, you
might consider if you need to provide each group with their own Participant
Information Sheet (PIS).

In many cases each group may:

Have a different set of alternatives available to them;

Have different levels of understanding of some technical terms;

Understand or perceive risk in a different way;

Have very different expectations in terms of the possible benefits of taking part;
Have different visual or other accessibility needs etc.

Attempting to write a single PIS that is appropriate to all groups can lead to
confusion, lack of clarity and increased length.

Test with relevant people - check you have got it right

You should test your Participant Information Sheet with an appropriate group of
people (patient groups or other members of the public) to get help with:

e Your use of language;

¢ Describing risk/benefit and advantages/disadvantages from the potential participants'
perspective;

e Choosing the most appropriate format (including font size, paper size, layout
preferences, use of pictures and /or diagrams, audio, video or online materials etc.)

You do not need to obtain NHS Research Ethics Committee (REC) approval to test
your consent documents.

Style guidance for specific types of study:
Adults not able to consent for themselves

When approaching legal representatives, consultees, relatives or friends and
asking for their consent or advice, you must address the Participant Information
Sheet (PIS) to them, as the reader.

The PIS should:

¢ |nvite them to act as legal representative or consultee, making it clear that they are not
obliged to take on this role; and

e Ask them to consider the information you provide on your study, in light of their relative's /
friend's views and needs, rather than their own, so that they can make an informed
decision or give informed advice; and

¢ In England, Wales and Northern Ireland where advice is sought from a consultee, this
should be recorded on a Consultee Declaration form.

If you are unclear on the law and/or terminology used in each UK nation, please
visit 'Principles> Adults lacking capacity'.
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Children and young people

A Participant Information Sheet (PIS) should be designed for each appropriate
age/competence range.

These age ranges may differ depending on the type of study, the condition or the
population being approached.

When seeking assent, an information sheet for children and young people should
be much shorter and simpler than a PIS designed for obtaining consent.

When seeking assent, it is perhaps more important that the child / young person
understands what is involved in general terms rather than attempting to ensure that
they fully understand every detail of what is being proposed. For younger potential
participants you could consider the careful use of pictures, if you believe they will
support understanding.

Consider the child / young person's world. It is important to indicate how the study
will affect them at home, school and in his/her social activities.

Studies with little or no intervention and posing minimal risk are likely to need a
much shorter information sheet. You will not need to cover all of the issues given in
this guidance

If appropriate, the risks of pregnancy and requirements for contraception should be
handled sensitively (visit ‘Content > PIS > Young people and pregnancy"’)

Information provided by a series of workshops held with young people from the
NIHR Medicines for Children Research Network (MCRN) Young Persons' Advisory
Group (YPAG). Further guidance is provided on our '‘Resources’ page.

Emergency research

The style of Participant Information Sheet (PIS) delivered in an emergency situation
should be designed with that specific use in mind.

It should be short, easy to read but contain sufficient detail to enable an informed
decision to be made.

You might consider preparing a summary PIS, as well as an accompanying full
length PIS.

Participants or those giving consent/advice on their behalf, could consider the full
length PIS when the urgency has passed, and when they have time to fully
consider the details of what is involved.

About Us Feedback Contact Glossary Accessibility Download PDF
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Content

This section focuses on the content of consent documents: Participant Information Sheet (PIS)
and Consent Form. It is designed to act as a framework, not a rigid template (if guidance isn't
relevant to your research, don't include it - remember one size doesn't fit all). You should
consider what you do, and do not, need to include in your own PIS and consent form whilst
reading through the guidance.

The purpose of consent documentation is to provide appropriate information to support
potential participants in making a decision that is right for them and then to record their
decision.

Select the headings below to find out more:

> Participant Information Sheet

> Consent form
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Content: Participant Information Sheet

The content of your Participant Information Sheet (PIS) should describe clearly what a potential
participant should expect if they agreed to take part in your study. You should simply provide
sufficient and appropriate information on which they can base an informed decision.

We would suggest that you consider covering the following areas in your PIS. These areas are
designed to act as a framework, not a rigid template (remember one size doesn't fit all - only
include what is appropriate for your research). You should also consider how your layout and
language might help to optimise understanding (further guidance is provided in 'Style").

Select the headings below to find out more:

> Title

> Invitation and Summary

> More details of what is involved
> Supporting information
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Content: Participant Information Sheet Title

Document should be headed: 'Patient information sheet', 'Participant information sheet' or
'Information about the research'.

A consistent study title should appear on all the documents which is understandable to the
intended audience. The title should explain the study in simple English.

To help you construct a meaningful title, you could consider using the acronym — [.P.O.C:

Intervention

Population

Outcome

Comparator (if appropriate)

About Us Feedback Contact Glossary Accessibility Download PDF
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Content: Participant Information Sheet - Invitation and Summary

The purpose of the first section of your Participant Information Sheet is to enable potential
participants to decide if they wish to learn more about your study or not. It should briefly give
some background and invite their participation.

There are two elements to be included.

Select the headings below to find out more:

Invitation

You should make it clear that you are inviting potential participants to consider
taking part in your research and that participation is entirely voluntary.

You should explain briefly how potential participants have been identified and why
they have been selected.

Example text:

We'd like to invite you to take part in our research study. Joining the study is
entirely up to you, before you decide we would like you to understand why the
research is being done and what it would involve for you. One of our team will go
through this information sheet with you, to help you decide whether or not you
would like to take part and answer any questions you may have. We'd suggest this
should take about XX minutes. Please feel free to talk to others about the study if
you wish.

The first part of the Participant Information Sheet tells you the purpose of the study
and what will happen to you if you take part.

Then we give you more detailed information about the conduct of the study.

FDo ask if anything is unclear.

Inviting Adults not able to consent for themselves
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When recruiting adults who lack the capacity to consent to your research, you will
need to invite either their legal representative or consultee to give consent /
provide advice (For more guidance visit 'Content > PIS > Adults not able to
consent for themselves').

You must ensure that you inform legal representatives / consultees:

What you are asking them to do. (i.e. provide consent or advice?)

Why you are asking them.

What they must consider when making their decision / providing advice.
That their role is voluntary; they are not obliged to take on the role.

Further guidance on the legal and ethical principles involved is provided in our
'Principles’ section.

Summary

You should provide a short summary of the proposed research, which covers the
following:

Why?
What research question is being addressed?
How is it of relevance and importance to participants / patients and public?

What?

Broadly what areas (disease, therapy or service) are being studied?
What drug, device or procedure is being tested?

What will the participant have to do?

What will it mean to participants to take part?

Who?
Who would be eligible?

Where?
The sites where the study will be conducted

How, when?
How long will the study last; when will it start and end?

Do not to go into too much detail but try to ensure that potential participants can get
a clear but concise picture of the research you are asking them to take part in.

To see an example of how you might improve your study summary we recommend
that you see the Participant Information Sheet for Newland Hill before and after in
'Examples & Templates'. We would also recommend that you read the guidance
in our 'Style' section.

About Us Feedback Contact Glossary Accessibility Download PDF
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Content: Participant Information Sheet - What's involved

This section should introduce more detailed information that will allow potential participants to
make a decision: to agree to take part in your research or to decline.

It should provide clear information on the essential elements of the study, such as:

¢ The condition or treatment under study;

e For studies involving therapeutic interventions, clarity on which elements of your study

are research and which constitute standard care;

Alternatives to participation (particularly important in therapeutic trials involving patients);

What will happen to participants during and after the research study;

The potential benefits and risks / inconveniences or restrictions they might expect;

Any treatment(s) that may be withheld;

The participant's responsibilities.

When and how it is anticipated that participants will find out the results of the study they

are taking part in.

e When and how it is planned to reveal to participants which arm of a study they have been
on.

The information that you provide will be dependent on the specific type of research study and/or
the specific types of people you are recruiting (remember one size doesn't fit all - only include
what is appropriate for your research).

The following headings are common areas that need specific thought when preparing your
Participant Information Sheet; not all of this guidance will be appropriate for all studies.

Select the headings below to find out more:
For alll most studies:
Explanation: purpose of and background to the research and
invitation
This should cover:

e What is the nature and purpose of your research?
e What is already known (or not known) and how will this study help you learn more? (Be
clear and succinct in your explanation).
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o What interventions are additional to standard care (i.e. research elements), making it
clear what potential participants are being asked to consider giving their consent to.

¢ Is your research study primarily educational? It is entirely reasonable for research studies
to be primarily educational, but this should be made clear to potential participants at the
outset.

¢ |s your research a therapeutic study? Therapeutic studies may require an explanation of
the condition and other possible treatment alternatives.

¢ How many others will be in the study?

o Re-iterate the invitation to take part and explain why they specifically are being
approached.

What would taking part involve?

Before anyone decides if they wish to take part in your research study, they need to
be made aware of what would be involved.

You should make clear which interventions are additional to standard care (i.e. the
research elements) and ensure potential participants know what they are being
asked to give their consent to. You can describe these elements in the context of
what patients should expect in terms of standard care. Make it clear that their
research consent only covers proposed research elements.

You should try to describe involvement from the potential participants' perspective —
what should they expect to happen if they agree to take part?

This may include describing:

¢ How long the participant will be involved in the research?

¢ How long the research will last? (If this is different);

¢ |f and how often they will need to meet a researcher, attend a research session, visit a
clinic or their GP?

¢ How long will these visits last?

o What exactly will happen and what information is to be collected e.g. access to personal
information samples / questionnaire, interview, discussion group, measurement, sample
collection, blood tests, x-rays (carried out in addition to standard care or treatment), etc?

o Will participants be asked for information on particularly sensitive issues? Knowing
whether an issue may be considered sensitive demands an understanding of your
research population and what they might consider to be sensitive.

e For patients, how will participation in the research study affect or blend with their
standard, clinical care?

¢ Any plans for long-term monitoring/follow-up?

e Whether your study will involve video/audio-taping or photography? Specific consent will
be needed if published material would identify participants etc.

Potential participants must be made aware that if they agree to take part in your
research you will be collecting data / information about them, their health and/or
treatment. You must make it clear to them:

The types of information you will be collecting;

Who will have access to this information and how you will protect their confidentiality;
The name of the Data Controller(s)

Your future plans for ensuring that the data you collect will be used optimally; for
example, data storage and re-use after the completion of this specific study, together
with possibility of sharing anonymous or identifiable information with others in order to
support science more generally. Potential participants should be informed of the
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importance of data sharing.

e What rights they are able to exercise in relation to their data, and what rights may be
restricted in order to ensure the integrity of the research (in accordance with data
protection legislation).

You should avoid creating the impression that participants are giving explicit
consent to the processing of their personal data, and that they therefore have
related rights flowing from the use of consent as a legal basis, since these rights
will not usually be compatible with maintaining the integrity of the research. It
should be clear that participants are consenting to take part in the study.

The use of tables or flow diagrams can help provide clarity when describing a
complex series of interventions. It can often help to describe each stage of your
proposed study, with its inherent risk, in chronological order in the 'What's involved'
section of your Participant Information Sheet.

If appropriate, you should explain that participants should take study medication
regularly as directed and whether they can continue to take their regular medication
or other prescribed or over-the-counter medicines.

It should also be explained that they will need to consider whether they should
participate if they are in other Clinical Trials of Investigational Medicinal Products
(CTIMPs), or have been in the recent past (specify how long).

What are the possible benefits of taking part?

It is usually not possible to promise any direct benefits of taking part to potential
participants, even though sometimes participants can end up benefiting directly.

You need to ensure that potential participants are aware that you do not know what
the outcome will be, and this is why you are conducting the research.

Consultation with the community, service users or patient groups may help you
identify indirect benefits that could come from taking part in the research, such as:

¢ Empowering participants to learn more about their condition,

e Supporting or adding to existing diagnoses where more may be learnt about their
condition,

e Being seen more often and/or feeling more supported as a consequence of their
involvement in the research etc.

The most likely benefits will be experienced by others with a similar condition, in the
future, rather than the participants themselves, as a consequence of discovery
through research.

What are the possible disadvantages and risks of taking part?

A fair and honest evaluation of the consequences of research, including possible
significant benefits and harms and their relative likelihoods, must be described to
potential participants.

You should consider that:
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e Explaining risk to potential participants in a meaningful way is not easy. However
potential participants must be given an honest assessment of the likelihood that
something might go wrong, and the consequent level of harm that might be caused.

o Assessing risk is a subjective judgment based on what you already know about this
intervention.

¢ Consultation with the community, service users or patient groups can help you to
determine what is likely to be a significant risk, and to design effective ways of presenting
risk to potential participants (including careful use of graphic presentation).

¢ We often don't know the precise level of risk that research carries. You may only be able
to present uncertainty or qualified estimates of risk to potential participants. These can
often be placed in context e.g. how often has this drug been given to people, or what
experience is there of using a certain technique etc.

e Each research study will have its own inherent risks, specific to the interventions
involved, the types of participant recruited, the methods of assessment used etc.

Further guidance is provided on our 'Resources' page.

Distinguishing risks
You should ensure that potential participants understand the separation, between the risks:

e Of having a specific condition;
e Associated with standard clinical care;
¢ |nherent in the research itself.

A fair assessment of research risk needs to be placed in an appropriate context for
potential participants to consider. Some risks are set out below.

Risk of physical harm
Give potential participants an assessment of likelihood of harm and the likely impact.

For example:

1in 10 people are likely to suffer from a minor stomach upset or
1in 10 people are likely to suffer from severe diarrhoea or

1in 1000 people are likely to suffer from severe diarrhoea or
1in 1000 people are likely to suffer from a mild stomach upset.

Risk to confidentiality
You should also inform potential participants of any potential risk to their confidentiality:

e What is the realistic risk of identifiable information being accidentally disclosed and what
measures are you going to take to keep their information safe?

e Who is going to have access to this identifiable information (e.g. within the research
team)?

e Are auditors, inspectors or monitors likely to need to have access to identifiable
information?

¢ Will you be passing identifiable information on to participants' GP, for example to check
inclusion criteria during screening etc?

¢ Are you intending to access information from other sources (e.g. the Office for National
Statistics (ONS) / National Records of Scotland (NRS) or NHS central register etc)?

e Are you working with collaborators elsewhere who will access information about
participants? How will you ensure participant confidentiality is maintained despite wider
information sharing?

e What are your long term plans with respect to the data you collect? Will you be keeping
research data beyond the life of this project: reusing it and/or sharing it with others;
ensuring that it is optimally used? How will you manage the risks to participant
confidentiality? Potential participants should be told about the importance of data sharing
in research.

e What are your plans in terms of publication of research findings? How will you ensure
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that the confidentiality of participants is maintained?

¢ In some circumstances you may consider there to be significant risk of uncovering
abuse, neglect or potential harm to others during the course of your research. Itis a
matter of judgment whether you wish to explicitly inform potential participants of this
possibility, and any action you may have to consider making with respect to information
given to you in confidence.

Psychological risk
Some research may also pose specific psychological risk to participants, in particular where
research directly addresses difficult experiences and challenging issues in peoples' lives.

Potential participants should be informed of the issues to be discussed, the types of
questions that might be asked and the sort of information you wish to collect, to
ensure that they appreciate what is involved and what this might mean for them.

Potential participants should be made aware of any support that will be made
available to them during or after their involvement in your study.

For some specific types of study, you may also need to cover the following:

Adults not able to consent for themselves

If you intend to recruit adults not able to consent for themselves into your study, you will be:

e Seeking consent from legal representatives, or
e Gaining advice from consultees, or
e Seeking assent from close relatives or friends.

Further details on which of these is applicable can be found in 'Principles> Adults Lacking
Capacity'.

In all circumstances, you should include the following in your Participant Information Sheet
(PIS):

e Why you are approaching them (e.g. as legal representative or consultee etc)?

e What you are asking them to do (e.g. to give consent on behalf of another adult, to
provide advice on what another adult may wish or feel or to give assent)?

e Their role in your study is voluntary; they do not have to provide consent, advice or
assent if they do not wish to do so.

e They are asked to consider the potential participants views and feelings and to set aside
their own.

o Details of your study, including any risks or benefits, as outlined in the remaining
'Content’ guidance and as appropriate to your study.

e What they should do if they change their mind.

¢ |[f there is a significant chance that participants might regain capacity during the course of
your study, how are you going to involve them in the on-going consent process?

¢ |f you intend to collect on-going consent from any participant who regains capacity, you
will need to provide a PIS suitable for this. Bear in mind what decision you will be asking
the participant to make and the stage of research they might already be at.

Pregnancy and breast-feeding

If there could be harm to an unborn child and/or risk to an infant when breastfeeding then the
Participant Information Sheet (PIS) should provide specific advice to potential participants about
the risks of becoming pregnant, of fathering a child, or of breast-feeding whilst taking part in
your research. Clear information should be provided for men and women.
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For women:

You must give a clear warning to potential participants when there is a risk of harm to an
unborn child or risk when breast-feeding. The information should include the need for
pregnancy testing, contraceptive requirements, and how to report a pregnancy during the study.

The PIS should also provide information about what will happen if a participant becomes
pregnant, including whether and how you will monitor the pregnancy. This would include access
to mother's and/or child's notes, and any possible follow up of the child including post-natal
examinations.

For men:

You must provide clear warnings and advice if the research treatment could damage sperm and
consequently pose a risk to possible pregnancies. Information concerning the importance of
careful contraception and what to do if their partner becomes pregnant is essential. Specific
advice for pregnant partners may be needed, including information on any compensation
arrangements.

For more guidance visit "Young people and pregnancy' below.

Young people and pregnancy

The risk of harm caused during pregnancy is most likely if you are recruiting young people to a
Clinical Trial of an Investigational Medicinal Product (CTIMP).

In this case, the law requires consent from someone over the age of 16, therefore:

You must discuss the risk of pregnancy, pregnancy testing and the use of appropriate
contraception with their parents (or others with parental responsibility) as part of the consent
process.

You must discuss the risk of pregnancy, pregnancy testing and the use of appropriate
contraception with young potential participants as part of the assent process (in the case of a
CTIMP).

It is particularly important that you consider the following being sensitive to local social beliefs:

e What are the likely religious beliefs and cultural expectations of your potential research
population?

o What are the perceived consequences of under-age sex? How are you going to handle
confidentiality if you discover under-age sex?

e What is the risk of young people (men and women) not telling the truth?

¢ How can you minimise embarrassment and engender honesty: e.g. by talking with young
people privately, away from their parents, or by asking them to complete a written
questionnaire?

e How are you going to handle the results of any pregnancy test? How are you going to
ensure a young woman's privacy?

o Will young people have access to sexual heath advice, in private?

e At what age is it appropriate to be asking questions about sexual activity etc?

You should:

¢ Involve paediatricians and NHS Research Ethics Committees (RECs) in preliminary
discussions if this is a concern,

e Consult young people when designing consent / writing information,

¢ Respect the young person's autonomy but encourage involvement of the parents,

e Be aware that in CTIMPs it is the parents of children under 16 who legally provide
consent, and this will include consent to pregnancy testing and discussion of
contraception, and
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¢ Information needs to go beyond "We will do a pregnancy test..." to include, what in broad
terms, will happen.

Therapeutic research - clinical alternatives

If you are asking patients to consider taking part in your study, you should make them aware of
other clinical alternatives available to them. It is important that potential participants understand
the context in which you are asking them to make their decision.

You must make clear to potential participants what they are being asked to consider giving their
consent to. It is important that you highlight the additional or research elements of your study.
You should avoid presenting standard care and additional research elements as optional, both
to be considered during the research consent process. Potential participants should be aware
that either they will receive standard care with additional research elements (which are clearly
described), or that they will receive standard care minus specific research elements (again, with
omitted elements clearly described).

When you are randomising participants to two or more treatment arms in order to directly
compare treatment alternatives, you should explain to potential participants that there is no
evidence of greater benefit or greater harm being associated with any of the alternatives being
offered (For more guidance visit 'Randomisation and blinding' below).

Pragmatic trials

Pragmatic trials are a simple and cost effective way to address uncertainties about the relative
merits of different treatments in common use. They usually have the following characteristics:

e The study involves little or no deviation from usual care (including monitoring for adverse
effects, extra research-specific laboratory tests, questionnaires etc.)

¢ All treatment interventions (including “watch and wait” approaches to care) and
medicines in the trial are used within the terms of their licence and/or are in routine use

¢ All other interventions/diagnostic tests are in routine use within the NHS and will be
undertaken by those qualified to do so

e Research risks are no greater than those involved in standard care/not greater than
minimal (e.g. extra blood tests/tissue samples taken during a ‘clinically directed’
procedure)

¢ Healthcare Professionals have the option of using an intervention other than the one
assigned if they believe doing so is important for a particular patient

e The patient has not expressed a strong preference for any particular treatment.

Point of Care trials are a sub-group of pragmatic trials and usually embedded in routine
practice. Patients are allocated to existing treatments and the data required for the research
can often be collected through their electronic health records, as such studies often take place
in primary care.

Information provided for potential participants must be appropriate to support specific decision
making for each study. In pragmatic trials a short Participant Information Sheet may well be
adequate to accompany verbal information (provided by a healthcare professional) in
supporting potential participants in making a decision. Potential participants must be made
aware of potential adverse reactions and interactions related to the intervention (which, in the
case of licensed drugs, would also be detailed in the Patient Information Leaflet (PIL) supplied
with the medicine pack). Potential participants should also be made aware of what data will be
collected about them, how this will be used and by whom, and any significant risks posed to
their privacy etc.

Please visit Examples and Templates for an example Participant Information Sheet for use in
pragmatic trials.
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Side effects of treatments / therapies in trials

For trials of treatments/therapies you should include a short description of the drug, device or
procedure being tested, and describe the stage of its development.

You should explain all reasonably foreseeable side effects. Rare side effects are relevant if they
are likely to result in serious or permanent harm.

For new treatments, you should explain the possibility of unknown side effects. You should
place the estimated risk in the context of how many people have taken the drug or describing
the experience of using a certain technique etc.

Side effects should be described in terms the participant will clearly understand (e.g. 'damage
to the heart' rather than 'cardiotoxicity'; 'abnormalities of liver tests' rather than 'raised liver
enzymes').

The risk of side effects should be described in terms of likelihood and severity, again using
language that an average participant can understand (For more guidance visit 'What are the
possible disadvantages and risks of taking part' above). Any adverse events that have been
noted in previous studies and that are thought most likely to be due to the underlying condition
should not usually be listed as likely side effects.

Potential participants need to be given clear guidance on how to report any side effects they
might suffer. You should provide contact numbers/details for the reporting of any side effects. If
you intend to ask a participant’s GP to feedback suspected side effects or to monitor
participants for side effects, you should provide potential participants with details of these plans.

Randomisation and blinding

If your study involves randomising participants to different treatment groups, interventions or
assessment methods you need to explain this to potential participants.

Randomisation is not a concept that many people find easy to understand. So it is important to
explain that:

¢ You do not know which treatment/ assessment method is best and this is why you are
conducting your research study, i.e. explain why you are randomising.

¢ |f potential participants take part in your research then they will not be allocated to
treatment/assessment in line with usual clinical decision-making.

¢ Neither the participant nor their doctor will decide which treatment/assessment will be
given.

e They will be randomly allocated to a treatment/assessment, akin to drawing lots, tossing
a coin or rolling a die.

e Sometimes specific details about the participant (e.g. age or gender) are used to make
sure each group in the trial are as similar as possible.

e They may or may not receive the treatment/assessment and what the relative likelihood
is of being in a particular group. For example, they are just as likely to receive
treatment/assessment 1 as treatment/assessment 2.

Blinding

If your trial is blinded (double or single blind) you should explain that participants and/or their
doctor/research team will not know which treatment they are receiving. Where appropriate, it
may help to explain to potential participants that all treatments, including any placebo, will look
the same as each other.

You should also explain that in an emergency you will be able to find out what treatment a
participant has been receiving.
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Participants should be told if they will not be informed which treatment they have received at the
end of their participation (e.g. as the study as a whole may still be on-going).

Screening and exclusion

If you are asking potential participants to consider taking part in a study, where screening
procedures determine eligibility, you must make this clear in the Participant Information Sheet.

Potential participants need to know what they should expect during the screening procedure:

e What tests will be involved?

e When will these tests be carried out?

¢ Are there any risks associated with the screening procedures themselves? How likely are
these, and how severe? (Further guidance is available in "What are the possible
disadvantages and risks of taking part' above).

o What is the likelihood of you discovering significant health related findings during
screening and how will these be handled? (Further detail is available in 'Discovering
health related findings' below).

You should also explain to potential participants what will happen if the screening procedure
either includes or excludes them, so that the path from either scenario is clear.

If you intend to involve participants’ GPs in screening, including verifying medical details, you
should inform potential participants of these plans.

Involvement of participant’s GP

If you intend to involve participants’ GPs in, for example:

Screening participants to verify that they meet inclusion criteria,

Monitoring for, or notifying you of any adverse reactions to research treatments,
Providing you with any additional information about the participant, or

If you intend to communicate any discovered health related findings direct to a
participant’'s GP

You should inform potential participants of your plans, including the types of data that you are
expecting to be transferred between the research team and participants’ GPs.

Therapeutic studies - what happens when the research study
stops?

The Participant Information Sheet (PIS) should describe the arrangements for care after
research, particularly if this differs from standard care.

You must be clear whether participants will have continued access to any benefits or
intervention that they may have obtained during their participation in your research, once the
research study stops.

Unless specific arrangements have been put in place for the supply of a treatment after
research, the clinical decision about what happens after the study will come under the normal
limitations of the NHS commissioning arrangements so this element of the PIS should explain:

o Whether participants will, or may be, offered continued access;

¢ Any waiting time between the end of participation in the research and any start of
continued access (where this is possible);

¢ Any uncertainty in what may happen after research;
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e When any remaining decisions are likely to be made.

If you are running a blinded trial, you should inform potential participants whether or not they
will be told which treatment they have been receiving when their participation in your trial ends.

Tissue samples

If your study involves taking tissue samples your Participant Information Sheet should cover the
following:

¢ Are you asking potential participants if you could access excess samples left over after a
routine clinical procedure?
¢ Are you asking potential participants to donate new samples (perhaps in addition to
routine clinical samples)?
What types of samples would you like to collect (blood, urine, surgical samples etc)?
How often do you intend to collect such samples from them?
What is/are the likely size(s) of these samples?
When and where will the samples be collected? For example will they be collected during
routine visits to a clinic or will you be inviting participants to attend research clinics?
How are you going to collect the samples (needle biopsy, blood draw etc)?
¢ Are there any risks associated with the collection of your research samples? You should
give potential participants some idea of what they can expect in terms of the likelihood of
something going wrong and how severe such an event might be.
¢ |Is there any likelihood of discovering significant health related findings during analysis of
these samples? If so, how will this be handled? (Further guidance is available in
'Discovering health related findings' below).
¢ What are you intending to do with the tissue samples?
¢ What type of consent are you asking potential participants for:
o Specific consent to use their samples in a specific, described study;
o Generic consent, which covers many possible uses. (More detail is available in 'Generic
consent' below); or
o Tiered consent where you are asking for their agreement to a variety of discrete
activities; (further guidance can be found in 'Generic consent' below).
Do you intend to transfer any of these samples out of the UK for analysis? If so, you
should provide potential participants with some details of what would be involved.

Research databases and tissue banks

When establishing a research tissue bank or research database, it is likely that you will be
seeking generic consent from potential participants / donors. Generic consent is non-specific
consent, where potential participants are informed of the possible breadth of potential uses any
donated samples might be put to in the future. This might include some studies that are already
planned, but also some future research that cannot yet be described in detail. (Further
guidance is available in 'Generic consent' below).

You may choose to seek tiered consent where you describe a number of discrete research
activities that the tissue could be used for, and enable potential donors to agree to some but not
necessarily all. Some of these elements may be well defined whilst others are relatively
undefined as yet. You should only offer tiered consent if you are confident that you will be able
to deliver on all aspects of consent in any combination the donor specifies.

There are many further issues explored in this guidance that you should consider including in
your Participant Information Sheet, for a research database or research tissue bank, in
particular on this page: Tissue samples, Generic consent, Discovering health related findings,
Genetic research.

Further guidance can also be found in Supporting Information: Will my data be
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kept confidential?, What will happen to the samples | give? etc.

Expenses and payments

If you are providing expenses (e.g. travel, meals, child-care, compensation for loss of earnings,
etc) to participants and/or others who might accompany them, you should explain this to
potential participants.

It is important that potential participants understand how these payments might be influenced
by their duration of involvement in your study or by factors such as the completeness of diaries
they provide etc.

Further guidance is available from our 'Resources' page.

Discovering health related findings

Research studies may reveal health related or incidental findings of which participants were
unaware (clinically significant or otherwise). For help in considering the issues involved, and in
assessing the risks and benefits of acting upon health related findings, please refer to further
guidance on our 'Resources' page.

If you determine that there is a significant likelihood of uncovering health related findings during
the course of your research, you should ensure that potential participants are made aware:

e That you might discover something about their health of which they are currently
unaware (perhaps with some indication about how likely you think this is, and how
significant such a finding might be for participants).

e Whether you intend to feedback any such health related findings to participants (you may
choose not to).

¢ |f you do intend to feedback, how will you do this and who will feedback. For example,
are you asking for consent to contact the participant's GP directly with the new health
information, or will you provide participants themselves with feedback and encourage
them to seek further advice?

o Will you be advising participants to seek confirmation of any findings through NHS
diagnostic services?

¢ Will you be providing any additional support or contact with other services (e.g. Patient
Support Groups etc)?

This information may well not appear as a separate section within the Participant Information
Sheet (PIS), but you might include details in the sections covering benefits and risks in the first
part of your PIS.

Genetic research

You need to inform potential participants of the risks and benefits of taking part in your study, in
a manner that is both sensitive to commonly expressed public concerns about genetic research,
yet is still commensurate with the risks involved. You should clearly explain:

What is the background and purpose of your genetic study?

What samples are you going to collect and what analyses are planned?

Could any of your results be clinically significant to participants?

Are you planning to feedback these findings to participants? (For more guidance visit
'Discovering health related findings' above)

o If appropriate, explain that you are not planning on feeding back any genetic information
to them.

If you are planning to conduct genome-wide analyses, you should inform potential
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participants that due to the nature of the analyses, you might look at or analyse genes
related to the specific condition under investigation as well as unrelated genes.

¢ If you are planning a genetic sub-study to a main study, potential participants should be
able to refuse participation in the sub-study whilst still being able to take part in the main
study. This should be made clear to potential participants.

e How are you going to safeguard confidentiality? (For more guidance visit 'Content > PIS
> Supporting Information’).

Impact on insurance

Potential participants should be told if their participation in your study might affect any insurance
cover that they may have (e.g. travel insurance, protection insurance (life insurance, income
protection, critical illness cover) and private medical insurance) and advise that they seek
expert advice on these issues, where necessary.

Radiation: lonising Radiation (Medical Exposure) Regulations
(IRMER)

If ionising radiation is going to be used as part of your research study or to support your
research study, information must be provided to all potential participants about the radiation
exposure(s) involved and dosage to be administered.

You should include information on all exposures, both those delivered as part of standard care
as well as any additional, research specific exposures. You should make it clear which are
additional to standard care.

You should describe the level of risk associated with the planned exposures, in terms of
likelihood and impact, in a form of words that will be understood by most of your potential
participants.

More information about ionising radiation is provided in our 'Resources' page. The 'Examples
and Templates' page includes generic ionising radiation risk statements that are designed for
inclusion in the Participation Information Sheet.

Accessing ONS, NRS and other registry data

You should include details of the information resources that you intend to access e.g. Office for
National Statistics (ONS), National Records for Scotland (NRS) / General Register Office for
Scotland (GROS), NHS Central Registers or other registries including those managed by NHS
Digital (formerly Health and Social Care Information Centre (HSCIC), or Information Services
Division (ISD), in Scotland. For further information, please visit our 'Resources' page.

You should describe what types of information you would like access to, and how this
information is going to be used.

You will also need to inform potential participants about issues around their confidentiality and
how these will be managed (For more guidance visit 'Supporting Information').

Potential participants should be asked specifically to consider the use of their data that are held
centrally, in the consent process. Both NHS Digital and ISD have provided a form of words that
they like to see in consent forms. The suggested wording is as follows:

| understand that the information held and maintained by The Health and Social Care
Information Centre (or amend as appropriate) and other central UK NHS bodies may be used to
help contact me or provide information about my health status.
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Generic consent

If there is any intention to use data or samples from your study for future research and/or if you
intend to collect data or samples in order to establish a data or tissue bank/collection, you
should seek generic consent. In this scenario the Participant Information Sheet (PIS) needs to
inform potential participants in very general terms of your future intentions which may still be ill
defined. This may include describing:

You should be careful if you offer potential participants options in specifying what
they can agree to and what they might decline (i.e. tiered consent). You should only
offer options if you are sure you will be able to deliver on all potential participants'
wishes, in any combination.

In true generic consent, potential participants are asked only to give their consent if
they agree to be involved in all of the activities described in your PIS and during
consent (i.e. consent for all activities or none at all).

Further guidance is available from our 'Resources' page.

What are the potential types of research questions the donated tissue / data might be
used to address; what areas of research might they be put to?

Are you intending to share your data and/or tissue with others (here or overseas)?

Are you establishing a local resource that will only be used by your direct research team?
How will you decide who has access to your collection? How are you going to decide
what research priorities your collection is going to support?

How will you ensure confidentiality is maintained?

Is there any likelihood that you, or others with whom you might collaborate in the future,
might discover health related findings relevant to individual donors? If there is, how will
you handle these? (For more guidance visit 'Discovering health related findings' above).
There are certain uses of tissue that some people feel particularly strongly about, for
example genetic testing, animal testing, commercial exploitation. You should inform
potential participants of any such uses that you think are likely.

Will any tissue or data be disposed of at any time? If so, when and by what means?

About Us Feedback Contact Glossary Accessibility Download PDF

28/08/20


file:///F/SPHSU%20Cloud/Web/PIS%20Access/Consent tool accessibility statement V1.html
file:///F/SPHSU%20Cloud/Web/PIS%20Access/docs/Consent and PIS Guidance.pdf

& Medical Consentand EEZIE

Research Participant Health Research
Council Information Guidance Authority

Home Principles Style Content Examples & Templates

What's New Resources

Home > Content> Participant Information Sheet > Supporting Information

Content: Participant Information Sheet - Supporting Information

The first part of your Participant Information Sheet (PIS) provides potential participants with:

¢ A background to your study;

¢ An overview of what is involved and what they might expect, if they decided to participate
in your research;

e The potential risks and possible benefits associated with agreeing to participate in your
study.

In supporting information you can include further information and a little more detail so that
interested potential participants can obtain a wider understanding of some of the more detailed
implications before making a decision.

For more straight forward studies you may find you do not need to split the information up into
the two sections, but can explain everything adequately and clearly in a single 'What's involved'
section of a PIS. However, you should ensure that the issues discussed here are adequately
covered, when appropriate, somewhere in your PIS.

We have provided you with a list of common issues that all / most PIS will have to address, and
a list of issues that only some studies will pose (remember one size doesn't fit all - only include
what is appropriate for your research).

Select the headings below to find out more:

For all/ most studies:

What if something goes wrong?

The Participant Information Sheet (PIS) should describe how any complaints will be handled
and what compensation may be available in the event of anyone being harmed. This
information must be applicable to the setting in which the research will be conducted e.g.
university, NHS, commercial or other public research facility etc.

Complaints — Contact details of where a complaint can be made should be given to potential
participants.

¢ First point of contact might be your contact details, or that of someone else within the
research team.
¢ You should also provide a contact independent of the research team for more formal
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complaints.
An example of possible wording that could be used is as follows:

If you have a concern about any aspect of this study, you should ask to speak to the
researchers who will do their best to answer your questions [contact number]. If you remain
unhappy and wish to complain formally, you can do this by contacting [insert details e.g. NHS
Complaints Procedure or Private Institutional arrangements]. Details can be obtained from
[insert details]

Harm — You should provide potential participants with details of what redress and/or
compensation should be available to them in the event that they are harmed as a consequence
of taking part in your research.

Details of insurance/indemnity schemes should be given, including whether
compensation is dependent on demonstrating negligence or otherwise.

If you are unsure what indemnity or insurance is available to you, you should speak
to your R&D/ research / research governance office.

NHS based research — NHS bodies are liable for clinical negligence and other negligent harm to
individuals covered by their duty of care.

NHS Institutions employing researchers are also liable for negligent harm caused by the design
of studies they initiate.

NHS Indemnity does not offer no-fault compensation i.e. for non-negligent harm, but they may
offer an ex gracia payment.

If NHS indemnity is in place for your study, you could include the following possible wording:

In the event that something does go wrong and you are harmed during the research and this is
due to someone's negligence then you may have grounds for a legal action for compensation
against [name of Sponsor Organisation, NHS Trust, Private Clinic] but you may have to pay
your legal costs. The normal National Health Service complaints mechanisms will still be
available to you (if appropriate).

Universities — Universities employing researchers are liable for their employees' actions
(undertaken as part of their job) and are expected to insure against the risk of claims relating to
research studies that their staff design and undertake.

They may have insurance that covers both negligence and no-fault compensation; this would
normally exclude clinical negligence for which NHS bodies are liable.

Appropriate statements should be included in the Participant Information Sheet (PIS), which
describe what insurance cover is being provided, in terms that a lay person would understand.

Commercial research — For a Pharmaceutical industry sponsored study, where there are
Association of the British Pharmaceutical Industry (ABPI) or other no-fault compensation
arrangements, you should include the following form of words in your PIS:

We will provide compensation for any injury caused by taking part in this study in accordance
with the guidelines of the Association of the British Pharmaceutical Industry (ABPI).

We will pay compensation where the injury probably resulted from:

e A drug being tested or administered as part of the trial protocol;
e Any test or procedure you received as part of the trial.
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Any payment would be without legal commitment. (Please ask if you wish more information on
this). We would not be bound by these guidelines to pay compensation where the injury
resulted from a drug or procedure outside the trial protocol or where the protocol wasn't
followed.

What will happen if | don't want to carry on with the study?

Potential participants must be told that the decision to take part in your research is entirely
voluntary, and that they can change their minds at a later stage.

Potential participants will need to be assured that any such decision they may make to withdraw
(or to decline the invitation to be involved in the first place) will not affect the care they receive
from any relevant service (e.g. for patients, from the NHS).

You should make it clear at the outset what they should expect if they were to withdraw their
consent. Some of the issues that may need to be addressed include:

e Does withdrawal simply mean that participants will no longer be attending further
research clinics or taking any further active part in the research?

o What rights they are able to exercise in relation to their data, and what rights (e.g.
deletion of data) may be restricted in order to ensure the integrity of the research (in
accordance with data protection legislation). You should ensure that what you are
promising potential participants does not conflict with the transparency information
provided by your Data Controller(s). Data Controllers will provide information on what
data subject rights they will guarantee to provide e.g. how they will respond to requests
for erasure, restriction of processing, objection to processing etc. You should contact
your Data Protection Officer (DPO) or Research Governance Office for more information
on local decisions taken around the issue of withdrawal.

¢ Could participants withdraw their samples from further analysis?

¢ |f your study includes medium to long term follow up, how can participants withdraw from
this element? For example, if you intend to access registry data over time, how could
participants withdraw from this?

¢ Could withdrawal post intervention pose a safety issue? If so, how would you manage
this (e.g. with an exit check-up)? Participants should be able to ask that any information
collected at an exit check-up be included or excluded from the study.

¢ Can participants withdraw both data and tissue samples from subsequent tissue or data
banking?

It is important to make your intentions clear to the participant, and not to make promises that
you cannot fulfil. For example:

If you withdraw from the study, we will destroy all your identifiable samples, but we will need to
use the data collected up to your withdrawal.

Or

If you withdraw from the study, we will keep and continue to use all your previously collected
data. We will, however not collect any further data about you.

Or

You can withdraw from treatment but keep in contact with us to let us know your progress.
Information collected may still be used. Any stored blood or tissue samples that can still be
identified as yours will be destroyed if you wish.

Will my information be kept confidential?
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You should tell potential participants how their confidentiality will be safeguarded during and
after the study. You may wish to tell potential participants how your procedures for handling,
processing, storing and destroying their data match the Caldicott principles and/or appropriate
legislation.

The potential participant should be told:

¢ If you intend to keep the data you collect for use beyond a specific research study/trial.

¢ Is it possible that you might share anonymous information with others in the future?
Potential participants should be informed of the importance of data sharing with other
researchers; to ensure that research is open to peer scrutiny, to optimise the use of good
quality research data and to support policy and other decision-making.

e What arrangements are you going to make to ensure the information is kept secure? For
example, will you keep direct identifiers, and separate them from health information? Will
you destroy all direct identifiers and store only fully anonymised data in the longer term?

¢ Who will have responsibility of acting as the Data Controller? The Data Controller has
legal accountabilities to ensure that you are compliant with the General Data Protection
Regulation (GDPR) and new Data Protection Act.

¢ Do you intend to ask for further ethics committee approval for each re-use of the data, or
not?

¢ Do you envisage sharing any of the information with others in the future, including those
abroad (especially outside the European Economic Area (EEA)or commercial
companies? If so, how are you going to ensure participants' confidentiality is maintained?

¢ [f identifiable data will be shared with others outside the EEA, you should make potential
participants aware that such countries might not offer the same level of protection of
peoples' privacy as that demanded by law in the UK. However, you can inform potential
participants of the steps you will take to ensure that any such transfer of information
abroad will not compromise their confidentiality. If you plan to share data with the US,
the EU-US Privacy Shield may be of interest (for further information please see the
‘Resources’ page)

You should avoid repeating information you provided earlier in your Participant
Information Sheet. How much information and the nature of the information
appearing in 'Supporting information' will very much depend on the type of study
you are planning and the potential risks involved.

What will happen to the results of this study?

You should inform potential participants of your intentions with respect to publishing research
findings, as well as how you intend to feedback findings to participants themselves. (This might
include how you are going to handle individual health related findings, as well as overall
outcomes of the study). Further guidance on health related findings is available from 'Content >
PIS > Discovering health related findings'.

You should also provide relevant assurance that individual participants will not be identifiable
from any report or publication placed in the public domain. If you think there is a risk that
identifiable information may be published, you must ask potential participants for their explicit
consent for this, having ensured that they understand the potential implications of agreeing to
this.

Who is organising and funding this study?

You should tell potential participants which organisation(s) is/are sponsoring and which is/are
funding your research (e.g. medical research charity, pharmaceutical company, academic
institution, NHS organisation etc).
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Potential participants should be told whether their doctor is being paid for their role
in the study and if any conflicts of interest exist. The following is an example:

The sponsors of this study will pay (name of hospital department or research fund) for including
you in this study.

Or

Your doctor will be paid for including you in this study.

How have patients and the public been involved in this study?

You should explain how you have involved patients and the public in the design of your study
and how they will be involved in the conduct of the research. The following are examples of
how you might have involved patients / the public:

Service users helped develop the research topic and what research questions should be asked
and one of them is a co-applicant who will continue to be involved in the study.

Potential participants were involved in reviewing the Participant Information Sheet.

In designing this study we have taken into account patient opinions on the frequency of
participant visits and the tests that we will carry out.

Potential participants were involved in describing the inclusion and exclusion criteria for people
taking part in this study.

Knowing how patients or the public have been involved in planning your study can give
potential participants greater confidence in taking part, as it provides them with the assurance
that what they are being asked to do is acceptable.

More information on how to involve patients or the public in your study can be found on the
HRA website and from INVOLVE (further guidance is available from our 'Resources’ page).

Who has reviewed this study?

You should include some form of assurance to potential participants that your study has been
reviewed and approved by a research ethics committee.

The following is suggested wording:

All research in the NHS is looked at by an independent group of people, called a Research
Ethics Committee, to protect your interests. This study has been reviewed and given favourable
opinion by Research Ethics Committee.

Further information and contact details

You should provide potential participants with places where they can access more information,
for example:

¢ General information about research: there are a number of web resources and booklets
available, produced by research organisations, which explain why research is conducted,
define some technical terms, and provide ideas as to the sorts of questions potential
participants might like to ask before deciding if they will take part in research or not.
Further guidance is available from our 'Resources’ page.

o Data Protection transparency information: you should ensure that potential participants
know where to access further information, including more detailed study-specific
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information and information published by the Data Controller. This information is likely to
include corporate and other over-arching protections offered to each individual. Other
information provided may include what data rights participants will have access to, and
how they can access these. Data Controllers may inform all members of the public what
their lawful bases are for all the different types of data processing they oversee, including
that to support research. It is important that all the information provided to potential
research participants about data protection is presented in a joined up manner, ensuring
that all information sources are complementary and not ambiguous.

¢ Specific information about this research study: usually this would be provided by
someone who is part of the research team; this could be you or some other member of
your team. Potential participants should be given a name and contact details. If you also
have a study website, details of where to find this should be included.

¢ Advice as to whether they should participate: this is usually a person who is independent
of your study. It could be the potential participant's health care professional or a person
you nominate who can provide support and who is independent of your study.

¢ Who they should approach if they are unhappy with the study: this would be a contact if
participants have any concerns about your study and their involvement in it. For some
studies, you may need to provide an emergency contact number that is manned 'out-of-
hours'.

If you are conducting a study over a number of different sites, you should make sure that all of
the contacts you provide are appropriate for each of the sites involved.

Version control

Your Participant Information Sheet should be dated, given a version number (referring to a
protocol number if necessary) and state the IRAS ID. This can be done in a header, footer or
within the body of the document(or equivalent if using electronic formats).

Date, version numbers and IRAS ID will not only help you and your research team to manage
consent materials during the on-going study (including handling any subsequent amendment),
but it will also be used by the research ethics committee, regulators or research governance
offices when referring to 'approved’ documents.

Consent process

You should explain how potential participants should expect the consent process to proceed.
You should inform them if you are intending to obtain a record of their consent in writing, by
means of a consent form, and that they will be given a copy of the consent and participant
information materials to take away with them. You will need to consider how to do this if you are
not using paper materials.

Recruiting adults lacking capacity in England and Wales to non-CTIMPs.

Consultees should be informed that the advice they provide (i.e. advice on whether
an adult lacking capacity should be included or excluded from your study) will be
recorded on a Consultee Declaration form. A template is available to download
from 'Examples & Templates'. This is because they are not being asked to give
consent on behalf of the adult.

You must fully explain early in your Participant Information Sheet what you are
asking them to do, why you are asking them to act as a consultee, what they need
to consider when providing you with their advice and that they do not have to act as
a consultee if they do not wish to do so. (Further guidance is available from
'‘Content> PIS> Adults not able to consent for themselves' and 'Principles>
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Adults Lacking Capacity').

For some specific types of study, you may also need to cover the following:

What if relevant new information becomes available?

During a participant's involvement in your study, significant findings might emerge that impact
upon the risk / benefit balance that was originally explained to them. Potential participants need
to be assured at the outset that if this happens you will let them know.

¢ You must give them further assurance that they can change their mind about their
involvement and that this will not affect their care (in the case of patients). The following
is an example:

Sometimes we get new information about the treatment being studied. If this happens,
your research doctor will tell you and discuss whether you should continue in the study. If
you decide not to carry on, your research doctor will make arrangements for your care to
continue. If you decide to continue in the study he may ask you to sign an agreement
outlining the discussion.

o Potential participants should also be told at the outset if it is possible that they might be
withdrawn from the study because of information that comes to light that relates
specifically to them and their health. For example:

If this happens, your research doctor might consider that you should withdraw from the
study. He/she will explain the reasons and arrange for your care to continue.

¢ Similarly potential participants to some studies (in particular trials) should be made aware
that the study may be stopped for safety reasons or if it becomes clear that one of the
study treatments is much better than the other(s).

If the study is stopped for any other reason, we will tell you and arrange for your
continuing care.

¢ In all cases it is also important that potential participants are told of any further
implications of their withdrawal, for example any safety, exit check-ups that might be
necessary, post-study arrangements etc.

Informing General Practitioner / other healthcare practitioner

The Participant Information Sheet should make it clear if your study necessitates contact with a
participant's General Practitioner (GP) or other health care professional. In such cases, you
should explain to potential participants that if they agree to take part in your study you would
need to contact their GP (or other health care practitioner). You should provide potential
participants with an explanation of why this contact is necessary and what information would be
exchanged.

What will happen to the samples | give?

You should give potential participants more information on your medium to long-term plans for
any samples remaining after your specific piece of research has ended. This should include
consideration of the following:

o Will participants' samples be destroyed at the end of this study, or do you intend to keep
them for future use?

¢ How will you ensure confidentiality is maintained during medium to long-term storage?

¢ Do you intend to share samples with others, including transferring samples elsewhere,
maybe even outside the UK?

e Could this future use include genetic testing, the use of animals, commercial
involvement?

¢ How will you manage access to samples in the future? Will all future use require
additional ethical approval?
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¢ |s it possible that you might share anonymous information with others? Potential
participants should be informed of the importance of data sharing; to ensure your
research is open to peer scrutiny, to optimise the use of good quality research data and
to support policy and other decision-making.

¢ Could any future use produce health related findings that might be significant to
individual participants? If so, how will this be handled, what should potential participants
expect? (For further guidance visit 'Content> PIS> Discovering health related
findings').

e Are you making any specific provision for destruction of any remaining samples?

There are a number of options to consider when asking potential participants for consent to
collect samples. These include obtaining:

e Generic consent — is non-specific consent, where potential participants are informed of
the possible breadth of potential uses any donated samples might be put to in the future.
This might include some studies that are already planned, but also some future research
that cannot yet be described in detail.

¢ Tiered consent — is where you describe a number of discrete research activities that the
donated tissue could be used for, and enable potential donors to agree to some but not
necessarily all. Some of these elements may be well defined, whilst others could be
relatively undefined as yet. You should only offer tiered consent if you are confident that
you can deliver all aspects of consent in any combination the donor specifies.

e Specific consent — is when donors are asked only to give consent to specific use(s) of
their samples, and when no future, as yet unspecified research is likely. You should think
about offering this option only if you are sure that you have no intention of any further
storage or use of the donated samples.

Further guidance is available on our 'Resources' page.

Commercial exploitation

If your research or collection of samples/data is likely to directly feed into a discovery of
commercial value, you need to make it explicit to potential participants that:

1. Your study may have commercial benefit.
2. Participants will not benefit financially in any way, if commercialisation of any research
findings are successful.

About Us Feedback Contact Glossary Accessibility Download PDF
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Content: Consent Form

A consent form should normally be used to record the consent process and a participant's
agreement to take part in your study.

A signature on a consent form alone does not constitute legal or ethical consent, for more
guidance please visit our section on 'Principles’.

When designing your consent form you should consider what precisely you are asking potential
participants to give their consent for (remember one size does not fit all). You must again
consider how to optimise understanding. (For more guidance please visit our section on 'Style').

Select the headings below to find out more:

General content

A consent form should normally be used to record the consent process and a participant's
agreement to take part in your study.

The consent form should be produced on headed paper or equivalent if recording consent
electronically.

Ensure that the study title and the study IRAS ID is clearly displayed. You may also wish to
include a study identification number.

You may wish to include spaces for site or centre ID and/or participant ID.

If you are producing a number of consent forms for your study (e.g. for different types of
participant, or to be used in different UK nations), ensure that each consent form is clearly
identified.

When producing your consent form you should consider what is appropriate for your type of
study and the participants who will be involved.

For many studies the following paragraphs will be sufficient to accurately record agreement to
take part. You may not need to include all, think about what you are asking potential
participants to give their consent to (remember one size doesn't fit all - only include what is
appropriate for your research):

¢ | confirm that | have read the information sheet dated................... (version............ ) for
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the above study. | have had the opportunity to consider the information, ask questions
and have had these answered satisfactorily.

¢ | understand that my participation is voluntary and that | am free to withdraw at any time
without giving any reason, without my medical care or legal rights being affected.

o (If appropriate) | understand that relevant sections of my medical notes and data
collected during the study, may be looked at by individuals from [company name], from
regulatory authorities or from the NHS Trust, where it is relevant to my taking part in this
research. | give permission for these individuals to have access to my records.

o (If appropriate) | understand that the information collected about me will be used to
support other research in the future, and may be shared anonymously with other
researchers.

o (If appropriate) | agree to my General Practitioner being informed of my participation in
the study.

o (If appropriate) | understand that the information held and maintained by the Health and

Social Care Information Centre (or amend as appropriate) and other central UK NHS

bodies may be used to help contact me or provide information about my health status.

| agree to take part in the above study.

You should provide a box after each item on your form for potential participants to initial, tick or
provide the answers 'yes' or 'no', to indicate their specific agreement with each statement.

If you are producing consent forms to be used by legal representatives, ensure that the
language used addresses them appropriately. Make it clear you are asking them for consent on
behalf of, or advice with respect to a child / young person or adult lacking capacity.

Some example templates are available from our 'Examples & Templates' page.

Itemising specific elements

For some studies you may choose to provide an itemised or tiered consent form covering
specific issues, especially where additional elements are optional for the participant. This is not
obligatory but may include:

¢ Additional invasive tests or samples required for study purposes only;

e Consent to use of audio/video-taping, with possible use of verbatim quotation or use of
photographs;

¢ Transfer of data/samples to countries outside of the European Economic Area (EEA) with
less data protection;

e Agreement to receive individual feedback from testing.

Only offer potential participants options if you are confident that you can deliver all
combinations of accepted or rejected options.

Signatories, witnesses and legal representatives

The signatories on the consent form should be those who are involved in the consent process,
e.g. the participant, the researcher or the participant's legal representative / consultee.

You must ensure that the signatory is appropriate for the circumstances (e.g. recording consent
given on behalf of an adult not able to consent for themselves to a non-CTIMP in Scotland
should ask for the signature of a Welfare Attorney / Welfare Guardian / nearest relative etc).

Consent forms for a participant's legal representative should address them directly and should
be written appropriately. The consent form must be clear that they are being asked for consent
on behalf of the research participant.

An independent witness is not routinely required except in cases where potential participants
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are not able to read or write, or who are visually impaired etc.

Recording consent electronically

Informed consent must be recorded in writing, however electronic methods for documenting
consent can be considered to be in writing. You will still need to provide a copy of the signed
consent form to the participant and so you should consider whether this will be a physical or
electronic copy.

As part of recording consent electronically you are likely to need to use electronic signatures.
Electronic signatures can take a variety of forms and are classified in different ways. You
should check what type of electronic signature is acceptable for your research.

Adults lacking capacity (England, Wales and Northern Ireland) -
consultee declaration form (non-CTIMPs only)

When recruiting adults lacking capacity in England, Wales or Northern Ireland to a research
study that is not defined as a Clinical Trial of an Investigational Medicinal Product (CTIMP), you
will be asking a consultee to advise on whether to include the adult in your study or not. The
advice they provide should be recorded on a Consultee Declaration Form.

An example of a Consultee Declaration form can be found in 'Examples & Templates'.

Version control

You must ensure that all consent forms carry appropriate version control (date, version number
and IRAS ID). This will help you manage consent documentation throughout the life of your
study, and will be referenced by others who review and/or approve specific study-related
paperwork (e.g. Research Ethics Committees, NHS R&D Offices etc).

About Us Feedback Contact Glossary Accessibility Download PDF
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Examples & Templates

This section of the site is a platform to share good practice. It provides practical examples and
templates, which illustrate how to implement specific elements to help improve your consent
documentation. Be aware that many of the examples are not complete and they may reflect
legal frameworks that applied at the time but are no longer current (e.g. in respect of data).
None of the examples will cover all the aspects that you should consider in your PIS / consent
form. You can also find examples of how to calculate readability scores for documents. It is a
work in progress; as more topics are identified, new examples and templates will be developed
and shared here.

Select the headings below to find out more:

Participant Information Sheet and consent form templates

We have provided a framework to help you start to develop your Participant
Information Sheet. We suggest that you use this framework in association with the
guidance provided on this site.

The template gives you some suggested subheadings and highlights some of the
issues you may need to cover.

It should not be considered a rigid template: you should try to design the most
appropriate information sheet for your study and for your intended participants.
Remember: one size does not fit all.

¢ Participant Information Sheet (PIS) Template
e Consent form template

Other examples are available in the sections below.
Using different formats to aid understanding

The following real-life examples demonstrate how using different formats in consent
documentation can aid understanding:

e Example 1 - Interval
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We'd like to acknowledge Professors John Danesh and David Roberts, University of
Cambridge for providing this example.

e Example 2 - Newland Hill
We'd like to acknowledge Dr Peter Knapp et al, for providing this example. (Note: This is
only a portion of the complete PIS)

e Example 3 -IBIS I
We'd like to acknowledge Professor Jack Cuzick, Queen Mary University of London for
providing this example.

Information provided in plain English

The following real-life example demonstrates a consent document that has been
written in plain English:

e Example 1 - TRAPEZE
We'd like to acknowledge Professor Nicholas James, University of Warwick for providing
this example.

Adults not able to consent for themselves (UK wide)

These templates should help you design consent documentation when recruiting
adults who lack capacity to consent for themselves:

To record the advice given by consultees in non-CTIMP research in England and
Wales and Northern Ireland:

e Consultee Information Sheet
e Consultee Declaration form

To record consent given by Legal Representatives in non-CTIMP research in
Scotland:

¢ Welfare Guardian / Welfare Attorney / Nearest relative Participant Information
Sheet and Consent form

¢ Recovered Capacity Participant Information Sheet and Consent form
We'd like to acknowledge Dr Alex Bailey and Dr Lynn Morrice, South East Scotland
Research Ethics Service for providing the Scotland templates.

Children and young people (UK wide)

The following guidance should help you develop consent documentation for
children and young people:

¢ Medicines for Children Research Network (MCRN) Young Person's Advisory Group
(YPAG) - Guidance for researchers designing Patient Information Leaflets
e Top tips... What we young people want to know

Examples

The following real-life examples have been used in research involving children and
young people:

e Example 1 —- OXBAV <6
e Example 2 - OXBAYV 6-9
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Example 3 — OXBAV 10-15

We'd like to acknowledge Dr Malenka M Bissell, University of Oxford for providing the
OXBAV examples.

Example 4 - Appendicitis 6-12

Example 5 - Appendicitis 6-12 control group

Example 6 — Appendicitis 13-15

Example 7 — Appendicitis 13-15 control group

Example 8 — Appendicitis Parent and carer

Example 9 — Appendicitis Parent and carer control group

We'd like to acknowledge the Research Team, Sheffield Children's NHS Foundation
Trust for providing the Appendicitis examples.

Meeting transparency requirements of GDPR

The introduction of the General Data Protection Regulation (GDPR) brings with it stricter
requirements around how organisations inform people of how their personal data is being used.
The HRA has drafted recommended wording to help organisations meet this requirement.

¢ HRA’s recommended wording

Pragmatic trials

An example participant information sheet for use in pragmatic trials is provided below. It may
be suitable to adapt for use in other trials. Note that it is provided here in a traditional text
format, but another format may be better suited for your particular research.

e Example PIS for pragmatic trials

Generic ionising radiation risk statements

This document has been produced by the Health Research Authority (HRA) to provide generic
ionising radiation risk statements to be included in the IRAS application form and Participant
Information Sheets but is not exhaustive. It is recognised that there will be some studies that
do not reflect the scenarios set out and in these instances bespoke statements will be required
both in the IRAS form and in the Participant Information Sheet(s). The statements contained
within this document have been designed to meet the requirements of most studies and to
ensure that information is provided to RECs and trial participants in a consistent manner.

¢ HRA generic ionising radiation risk statements
The power of user testing and re-design

This example demonstrates how user testing has improved the study title and the
format used to describe a complex clinical intervention. We have provided a portion
of the real PIS before and after user testing to demonstrate how user input can
improve information provision.

¢ Newland Hill — Before user testing
o Newland Hill — After user testing

For more information on how user testing was conducted in this example, please see: P
Knapp, D K Raynor, J Silcock, B Parkinson. Performance-based readability testing of
participant information for Phase 3 IVF trial. Trials 2009, 10:79. doi:1186/1745-6215-10-79

Readability scores
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http://www.trialsjournal.com/content/10/1/79

This example shows how Flesch Reading Ease score or Fog score can be calculated. This
helps improve readability of your Participant Information Sheet and Consent form.

e Count the words and sentences.

¢ Divide the number of words by the number of sentences.

¢ Count the long words (more than two syllables).

¢ Divide the long words by total words, and multiply by 100.

¢ Add the two scores together and multiply by 0.4 to give the fog index.

To place Fog Scores in context, here are some examples:

¢ A newspaper advertisement 4.
e A popular novel 8.
¢ A report on information technology 20.

Accessibility guidance is available from the Royal National Institute for the Blind
(The Royal National Institute for the Blind: Advice for professionals). The Plain
English Campaign offer guidance or assessment (www.plainenglish.co.uk). You
can use the readability statistics function available in Microsoft Word to calculate a
readability score. Other free readability calculators can be found at
(www.readabilityformulas.com).

About Us Feedback Contact Glossary Accessibility Download PDF
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“What's New” details what has changed within this site and the date these changes were
made. Please see below for a full list of all changes:

September 2020 - version 9 released to improve accessibility and include further minor text
changes following implementation of Mental Capacity Act (Northern Ireland).

March 2020 - version 8 released to reflect the implementation of the Mental Capacity Act
(Northern Ireland) and respond to feedback received.

Aug 2019 — version 7 released to clarify guidance relating to research involving adults who are
unable to consent in Northern Ireland and update links.

Sept 2018 - Version 6 released to incorporate further guidance about recording consent
electronically and use of alterative formats for conveying information.

May 2018 - Version 5 released to include content and links related to the requirements of the
General Data Protection Regulation (GDPR). For more information please refer to the HRA’s
GDPR guidance for the health and social care research sector. Further changes may be
made to this guidance as new information and legal interpretations emerge.

Feb 2017 — Version 4 released incorporating new sections for pragmatic trials, involvement of
participant’s GP and generic ionising radiation risk statements. Please help us to continue to
improve this guidance by providing your feedback.

Dec 2016 — Version 3 released to update links.

March 2016 - Updates made to guidance on Adults Lacking Capacity and losing capacity
during intrusive research.

June 2014 — Version 2 released to update broken links and 'About' page.

Mar 2014 — Version 1 released (incorporating feedback from consultation in use phase).
Thank you to all those who provided feedback during consultation in use; we will continue to
monitor your feedback with the aim of continually improving the guidance.

Dec 2013 — Comments from consultation in use phase to be reviewed.

Oct 2013 — The Consent and Participant Information Sheet preparation guidance website is
launched (consultation in use phase).
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Resources

Please find below some useful resources:

Select the headings below to find out more:

Accessing ONS, NRS and other registry data

¢ Information Services Division (ISD) Scotland

NHS Digital (Formerly HSCIC)

National Records of Scotland (NRS) - formerly General Register Office for Scotland
(GROS).

NRS - National Health Service Central Register: About the register

Office for National Statistics (ONS)

Adults who are not able to consent for themselves

UK WIDE
¢ The Medicines for Human Use (Clinical Trials) Regulations 2004
ENGLAND AND WALES

¢ British Medical Journal - Assessing mental capacity: the Mental Capacity Act

¢ Mental Capacity Act 2005 and consent for research - Department of Health
guidance

e MRC Ethics Guide 2007 - Medical research involving adults who cannot consent

¢ Office of the Public Guardian - Mental Capacity Act 2005: Code of Practice

NORTHERN IRELAND

e Code of Practice - MCA (NI) 2016 - Money & Valuables and Research
¢ Mental Capacity Act (Northern Ireland) 2016

SCOTLAND

¢ Adults with Incapacity (Scotland) Act 2000
¢ The Scottish Government - Codes of Practice for people authorised to act under
the 2000 Act.
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http://www.legislation.gov.uk/nia/2016/18/contents
http://www.legislation.gov.uk/asp/2000/4/contents
http://www.gov.scot/Topics/Justice/law/awi/010408awiwebpubs/cop
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The Scottish Government - Adults with Incapacity - Part 5 - Medical Treatment and
Research

Children and Young People

MRC Ethics Guide 2004 - Medical research involving children

NIHR Clinical Research Network for Children

NIHR Clinical Research Network for Children Young Person's Advisory Group
Nuffield Council on Bioethics - Children and clinical research: ethical issues
Royal College of Paediatrics and Child Health (RCPCH) - Guidelines for the ethical
conduct of medical research involving children

Data and Tissues (including Generic Consent)

¢ Information Commissioner’s Office — Anonymisation Code of Practice

¢ Information Commissioner’s Office — Key definitions in data protection
Information Commissioner’s Office — Key definitions in the General Data
Protection Regulation (GDPR)

HRA technical and operational guidance on GDPR

MRC Regulatory Support Centre — GDPR resources

Section 251 and the HRA Confidentiality Advisory Group (CAG)

EU-US Privacy Shield (Provides adequate protection to allow personal data to be
transferred to the US, as confirmed by the European Commission).
Human Tissue Authority (HTA) Code of Practice A — Consent

HTA Code of Practice E — Research

MRC Research and human tissue legislation summaries

MRC Research and human tissue legislation e-learning

Deceased

e Human Tissue Authority (HTA) Guidance for hospital and mortuary staff on brain
and spinal cord donations for research

Deception as part of the research method

¢ British Psychological Society (BPS) Code of Human Research Ethics

eConsent: seeking consent by electronic methods

¢ HRA/MHRA joint statement on seeking consent by electronic methods
(“eConsent”)

Ethical Principles

e The Council for International Organizations of Medical Sciences (CIOMS)
International Ethical Guidelines for Health-related Research involving Humans

¢ World Medical Association (WMA) Declaration of Helsinki

e The Belmont Report - produced by the US Department of Health and Human
Services

Examples of providing information using different formats

e CRASH 3 trial
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e The Interval study

Expenses and Payments

e HRA Guidance on Payments and Incentives in Research

Good Clinical Practice

¢ International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) Official website

¢ |ICH Topic E 6 (R1) Guideline for Good Clinical Practice

e MHRA Guidance for Good Clinical Practice for Clinical Trials

e The Medicines for Human Use (Clinical Trials) Amendment Regulations 2006 —
Provides the legal definition of the principles of GCP as applied to Clinical Trials of
Investigational Medicinal Products (CTIMPs)

Health Related Findings

¢ MRC/Wellcome Trust Framework on the feedback of health-related findings in
research
¢ Management of Incidental Findings Detected During Research Imaging

Involving patients and the public

¢ HRA Guidance on Patient and Public Involvement

¢ HRA Guidance for Researchers: Information for participants at the end of a study

¢ INVOLVE - National advisory group that supports greater public involvement in
NHS, public health and social care research.

¢ Medical Research Council PPl resources — includes guidance and a template for
writing a participant information sheet for trials in adults

e Testing Treatments — Funded by the James Lind Initiative, aims to inform the
public, students, teachers and the media on why research is important, how to
recognise reliable science and how to ensure research is relevant.

lonising Radiation
¢ HRA Guidance on lonising Radiation

Pragmatic trials

¢ Health Research Authority Guidance - Applying a proportionate approach to the
process of seeking consent

Risks and benefits

¢ MRC Guidance on managing risk in public health research
¢ MRC Experimental Medicine Risk Assessment Tool

Therapeutic studies - what happens when the research study
stops

¢ HRA Care after research: A framework for NHS RECs
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Writing in plain English / readability

INVOLVE Plain English Summaries

The Cochrane Collaboration (see Standards for the reporting of plain language
summaries in new reviews of interventions)

The Plain English Campaign

Understanding Patient Data

The Royal National Institute for the Blind: Advice for professionals

Free Text Readability Consensus Calculator

K Gillies, W Huang, Z Skea, J Brehaut, S Cotton. Patient information leaflets (PILs)
for UK randomised controlled trials: a feasibility study exploring whether they
contain information to support decision making about trial participation. Trials
2014; 15: 62. doi:10.1186/1745-6215-15-62
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About Us

This HRA on-line resource is based on Participant Information Sheet (PIS) and consent
guidance developed by the Central Office for Research Ethics Committees (COREC) and
amended by the National Research Ethics Service (NRES) and the HRA. The original PIS and
consent guidance was developed by COREC who established and funded two working parties
to provide guidelines for applicants to Research Ethics Committees (RECs). One, in 2002,
chaired by Dr Carol Barton, was asked to draw up recommendations for applicants when
considering how to provide information for children entering research projects. The other, in
2003, co-chaired by Dr Sandra Evans and Dr Gordon Taylor was asked to update the general
guidance for patient information sheets. This guidance was subject to a period of consultation
including discussion at three public meetings held across the UK.

In 2012 NRES and the HRA agreed to undertake a substantial review of the guidance headed
by the Ethics Advisor Dr Hugh Davies. A working group was established with the following
membership: Alison Eden, Roy Staley, Jenny Newman, Paula Hewitt, Peter Knapp, Craig
Gilbert, Corinne Scott, Siobhan Mcgrath and Elaine Peill. One member, Roy Staley, sadly died
during this review and we would particularly like to acknowledge his work. He was a keen,
friendly member of our group, committed to the work of RECs and the need to improve how we
seek consent.

The Medical Research Council (MRC) Regulatory Support Centre worked in partnership
with the Health Research Authority (HRA) to develop this website as part of a secondment to
the HRA to support the improvement of advice provision for the research community.

This online version of the guidance has been developed with input from the research
community. We would like to thank all those who have contributed. We will continue to monitor
your feedback, with the aim of continually improving the guidance provided.

Close window and return to guidance.
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Feedback

It is important to us to make this tool as useful as possible; we would welcome any feedback on
how we could improve it.

Please let us know if there is any information you would like added or changed, or if you have
any general comments on the look, feel and usability of the site.

Please send your comments to queries@hra.nhs.uk

Close window and return to guidance.
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Contact Us

All correspondence should be directed to queries@hra.nhs.uk
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Select the headings below for definition:

Adult lacking capacity / adult with incapacity

In England and Wales — Capacity is absent if, at the time of decision making:

e The person in question has impaired functioning of their mind or brain.
e This impairment makes the person unable to decide whether to participate in this
particular research.

A person is deemed unable to decide whether to take part in research if they
cannot:

¢ Understand the information relevant to the decision (information should be given in a way
that is appropriate to the particular person; this might include use of simplified information
sheets, pictures or sign language).

¢ Retain that information for long enough to make the decision (this may be for a relatively
short time, but still long enough to enable decision making to occur).

e Use or weigh that information as part of the process of making the decision (they need to
understand the consequences of each option and of not making the decision).

e Communicate their decision (whether by talking, using sign language or any other
means).

In Northern Ireland an adult who lacks capacity is a person who is 16 or over who

e has an impairment of, or a disturbance in the functioning of, their mind or brain.

e Has an impairment that is temporary or permanent. It does not matter whether the
impairment or disturbance is caused by a disorder or disability or otherwise than by a
disorder or disability.

¢ [s unable to make a decision because of this impairment or disturbance.

A person is deemed unable to make a decision for himself or herself if they cannot:
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¢ Understand the information relevant to the decision (information should be given in a way
that is appropriate to the particular person; this might include use of simplified information
sheets, pictures or sign language).

¢ Retain that information for long enough to make the decision (this may be for a relatively
short time, but still long enough to enable decision making to occur).

¢ Use or weigh that information as part of the process of making the decision (they need to
understand the consequences of each option and of not making the decision).

e« Communicate their decision (whether by talking, using sign language or any other
means).

In Scotland — Adults with incapacity 'Incapable’ means unable to:

Act; or

Make decisions;

Or communicate decisions;

Or understand decisions; or

Retain the memory of decisions by reason of mental disorder or of inability to
communicate because of physical disability.

Close window and return to guidance.

Adverse event (AE)

Any untoward or undesirable occurrence on a particular study.

In relation to a study participant, it can be described as any unfavourable and
unintended sign, symptom or disease temporally associated with participation in the
research project.

Close window and return to guidance.
Anonymisation

The process of rendering data into a form that does not identify individuals and
where identification is not likely to take place.

The Information Commissioner’s Office (ICO) have provided guidance on
anonymisation, and how to ensure that personal data can be legally considered
‘anonymised’ (and therefore no longer regulated under the General Data Protection
Regulation (GDPR). Please visit ‘Resources’ section.

You should be aware that pseudonymisation does not mean the same thing as
anonymisation. Pseudonymised data is still considered to be personal data (under
GDPR). However, pseudonymisation does offer additional protections against
accidental disclosure. For more information on the ‘technical and organisational’
measures that should be taken when holding personal data to support research,
see ‘Resources’.

Close window and return to guidance.
ABPI

The Association of the British Pharmaceutical Industry
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www.abpi.org.uk

Close window and return to guidance.
Authorisation

The Human Tissue (Scotland) Act is based on the principle of ‘authorisation’, an
expression which is intended to convey that people have the right to express,
during their lifetime, their wishes about what should happen to their bodies after
death, in the expectation that those wishes will be respected.

Close window and return to guidance.
Caldicott principles

In 1997, the Review of the Uses of Patient-ldentifiable Information, chaired by
Dame Fiona Caldicott, devised six general principles for information (the Caldicott
principles):

1. Justify the purpose(s)

Every proposed use or transfer of patient identifiable information within or from an
organisation should be clearly defined and scrutinised, with continuing uses regularly
reviewed, by an appropriate guardian.

2. Don't use patient identifiable information unless it is absolutely necessary
Patient identifiable information items should not be included unless it is essential for the
specified purpose(s) of that flow. The need for patients to be identified should be
considered at each stage of satisfying the purpose(s).

3. Use the minimum necessary patient-identifiable information
Where use of patient identifiable information is considered to be essential, the inclusion
of each individual item of information should be considered and justified so that the
minimum amount of identifiable information is transferred or accessible as is necessary
for a given function to be carried out.

4. Access to patient identifiable information should be on a strict need-to-know basis
Only those individuals who need access to patient identifiable information should have
access to it, and they should only have access to the information items that they need to
see. This may mean introducing access controls or splitting information flows where one
information flow is used for several purposes.

5. Everyone with access to patient identifiable information should be aware of their
responsibilities
Action should be taken to ensure that those handling patient identifiable information —
both clinical and non-clinical staff — are made fully aware of their responsibilities and
obligations to respect patient confidentiality.

6. Understand and comply with the law
Every use of patient identifiable information must be lawful. Someone in each
organisation handling patient information should be responsible for ensuring that the
organisation complies with legal requirements.

Close window and return to guidance.
Capacity / competence
Mental Capacity Act (England and Wales) and Adults with Incapacity (Scotland) Act

define incapacity in slightly different ways. Here we give the converse definitions,
those for competence or capacity.
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In England and Wales — A person has capacity if they:

¢ Understand the information relevant to the decision (information should be given in a way
that is appropriate to the particular person, this might include use of simplified information
sheets, pictures or sign language).

¢ Retain that information for long enough to make the decision (this may be for a relatively
short time, but still long enough to enable decision making to occur).

e Use or weigh that information as part of the process of making the decision (they need to
understand the consequences of each option and of not making the decision).

e Communicate their decision (whether by talking, using sign language or any other
means).

In Scotland — Adults are considered to have capacity if they are able to:

Act; and

Make decisions;

And communicate decisions;
And understand decisions; and
Retain the memory of decisions.

Close window and return to guidance.

CTIMP

Clinical Trial of an Investigational Medicinal Product (CTIMP)

A Clinical Trial of an Investigational Medicinal Product is an investigation in human
subjects which is intended to discover or verify the clinical, pharmacological and/or
other pharmacodynamic effects of one or more medicinal products, identify any
adverse reactions or study the absorption, distribution, metabolism and excretion,
with the object of ascertaining the safety and/or efficacy of those products. This
definition includes pharmacokinetic studies.

Visit the MHRA algorithm - Is it a clinical trial of a medicinal product?

Visit the MHRA pages on clinical trials for medicines legislation.

Close window and return to guidance.
Consultee

Under the Mental Capacity Act (applicable in England, Wales and Northern
Ireland), before an adult who lacks capacity to give consent can be included in
research, the researcher must take reasonable steps to identify someone to consult
(a consultee), to determine if participation in research is appropriate.

The consultee must be involved in the person's care, interested in their welfare and
must be willing to help. They must not be a professional or paid care worker. They
will probably be a family member but could be another person.

A person is not prevented from being a consultee if they are an attorney authorised
under a registered Lasting Power of Attorney or are a deputy appointed by the
Court of Protection; but that person must not be acting in a professional or paid
capacity (for example, person's solicitor).
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Close window and return to guidance.
Council of Europe

Europe's leading human rights organisation. It includes 47 member states, 28 of
which are members of the European Union. All Council of Europe member states
have signed up to the European Convention on Human Rights, a treaty designed to
protect human rights, democracy and the rule of law.

www.coe.int

Close window and return to guidance.
Data controller

The Data Controller is defined in the General Data Protection Regulation (GDPR)
as the person, or more usually, the organisation that is “...responsible for, and be
able to demonstrate compliance with, paragraph 1 [the other data protection
principles]”.

The Data Controller determines the purposes and means of processing personal
data. The Controlling organisation may process personal data themselves.
However, Controllers will commonly rely on other organisations to carry out the
processing. These other organisations are known as Data Processors.

If you are not sure who is the Data Controller, you should speak to your Research
Governance Office / Data Protection Officer. You can also find more information on
this by visiting the ‘Resources’ section.

Close window and return to guidance.
Duty of confidence

You owe a duty of confidence, in common law, when information is given to you
and:

e |tis not in the public domain,

o It has a degree of sensitivity associated with it, and

¢ |t has been communicated for a limited purpose and in circumstances where the
individual is likely to assume an obligation of confidence; for example in the doctor
patient relationship.

Close window and return to guidance.
Electronic Signature

The ‘eIDAS’ Regulation (EU) No 910/2014, transposed into UK law via the
Electronic Identification and Trust Services for Electronic Transactions Regulations
2016 (Sl 2016/696), defines an electronic signature as ‘data in electronic form
which is attached to or logically associated with other electronic data and which is
used by the signatory to sign’.
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Electronic signatures are classified as:

Simple electronic signatures — examples are a stylus or finger drawn signature, a
typed name, a tick box and declaration, a unique representation of characters and a
fingerprint scan.

Advanced electronic signatures — these are uniquely linked to the signatory, are
capable of identifying the signatory, allow the signatory to retain control, and are
linked to data within the signature that can detect any changes made.

Qualified electronic signatures — an advanced electronic signature, uniquely
linked to the signatory, that is created by a qualified electronic signature creation
device, and which is based on a qualified certificate for electronic signatures.

Close window and return to guidance.
Emergency research

Research conducted involving people who are incapacitated and:

¢ Who require treatment to be given urgently, and
e Where it is necessary to take urgent action for the purposes of the study.

Close window and return to guidance.

EEA

The European Economic Area is comprised of the 28 member states of the
European Union and Iceland, Liechtenstein and Norway.

Close window and return to guidance.

GP

General Practitioner (GP)

A medical practitioner who specialises in general practice (i.e. works in the
community, usually in a primary healthcare centre). The term General Practitioner
or GP is common in the UK and several Commonwealth countries, whilst in North
America the nearest equivalent is a family physician.

Close window and return to guidance.
Gillick competence

The term used to describe a young person's ability to make a decision regarding
consent. Although statute (in England, Wales and Northern Ireland) does not govern
the rights of those under the age of 16 to give consent for medical treatment or
research, case law provides the example of the Gillick case with respect to
treatment. This case determined that where a young person has sufficient
understanding and intelligence to understand fully what is proposed, and use and
weigh this information in reaching a decision, he or she can consent to treatment
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themselves and consent from parents is not legally necessary — although parental
involvement should always be encouraged.

Close window and return to guidance.

GROS

The General Register Office for Scotland (GROS) merged with National Archives of
Scotland to form the National Records of Scotland (NRS) in April 2011.

www.nrscotland.gov.uk

Close window and return to guidance.
HRA

Health Research Authority

www.hra.nhs.uk

Close window and return to guidance.
HTA

Human Tissue Authority
www.hta.gov.uk

Close window and return to guidance.
Independent / impartial witness

A person, who is independent of the trial, who cannot be unfairly influenced by
people involved with the trial, who attends the informed consent process if the
subject or the subject's legally acceptable representative cannot read, and who
reads the consent form and any other written information supplied to the subject.

Close window and return to guidance.
ISD

Information Services Division: ISD Scotland

www.isdscotland.org

Close window and return to guidance.

ICH GCP

International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) brings together the
regulatory authorities and pharmaceutical industry of Europe, Japan and the US to
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achieve greater harmonisation. ICH aims to ensure safe, effective, and high quality
medicines are developed and registered in the most resource-efficient manner.

GCP or Good Clinical Practice is a set of internationally recognised ethical and
scientific quality requirements which must be observed for designing, conducting,
recording and reporting clinical trials that involve the participation of human
subjects. GCP aims to deliver safe and ethical trials ensuring valid data is collected.

Close window and return to guidance.
Intrusive research

In the context of the Mental Capacity Act (applicable in England, Wales and
Northern Ireland), intrusive research is where "if a person taking part had capacity,
the researcher would need to get consent to involve them". It specifically excludes
research that falls under the definition of Clinical Trial of an Investigational
Medicinal Product (CTIMP).

Close window and return to guidance.
IMP

Investigational Medicinal Product.

For further details please visit CTIMP above.

Close window and return to guidance.
lonising Radiation

Procedures involving ionising radiation include:

Diagnostic X-rays, CT scans or DXA scans. Radiotherapy (including brachytherapy
and therapy using unsealed sources). Radionuclide imaging (including diagnostic
imaging and in vitro measurements).

Magnetic Resonance Imaging (MRI) or ultrasound investigations do not involve
ionising radiation.

Close window and return to guidance.
Legal representative

This is someone who can legally give consent on behalf of a child / young person or
an adult unable by virtue of physical or mental incapacity to give informed consent
themselves.

Clinical Trials of Investigational Medicinal Products (CTIMPs)

Legal representative is defined in the Medicines for Human Use (Clinical Trials)
Regulations 2004 and relates to a child / young person (or minor) or an adult
unable to consent for themselves, and who is, or is being considered as, a subject
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for a Clinical Trial of an Investigational Medicinal Product (CTIMP):

e (a) In relation to adults and minors in England, Wales and Northern Ireland, and minors in
Scotland, the legal representative can be:
o (i) A person, other than a person involved in the conduct of the trial, who:
= (aa) By virtue of their relationship with that adult or that minor, is suitable to
act as their legal representative for the purposes of that trial, and
= (bb) Is available and willing to so act for those purposes, or
o (ii) If there is no such person, a person, other than a person connected with the
conduct of the clinical trial, who is:
= (aa) The doctor primarily responsible for the medical treatment provided to
that adult, or
= (bb) A person nominated by the relevant health care provider; and
¢ (b) In relation to adults in Scotland, the legal representative can be:
o (i) Any guardian or welfare attorney who has power to consent to the adult's
participation in research, or
o (ii) If there is no such guardian or welfare attorney, the adult's nearest relative, or
o (iii) If it is not reasonably practicable to contact a guardian or welfare attorney or
the adult's nearest relative before the decision to enter the adult as a subject of the
clinical trial (i.e. CTIMP) is made, a person, other than a person connected with the
conduct of the clinical trial, who is:
= (aa) The doctor primarily responsible for the medical treatment provided to
that adult, or
= (bb) A person nominated by the relevant health care provider.

Children and young people in non-CTIMPs

In cases across the UK where a child/young person is not deemed competent to
give consent themselves, consent can be sought from a parent or someone else
with parental responsibility for the child/young person. Consent is valid if it is given
by only one person with parental responsibility, provided they are competent, they
have been adequately informed and are able to make a voluntary decision.

Adults lacking capacity in non-CTIMPs

In Scotland, an adult may be involved in non-CTIMP research if consent is sought
from their legal representative, in this case the legal representative can be:

¢ (i) Any guardian or welfare attorney who has power to consent to the adult's participation
in research, or
e (ii) If there is no such guardian or welfare attorney, the adult's nearest relative

In England and Wales no-one is specifically empowered to act as an adult's legal
representative in cases where the adult lacks capacity to give consent themselves.
Instead the Mental Capacity Act requires that someone is consulted about whether
or not the adult should be included in non-CTIMP research. They are asked to give
advice rather than to formally give consent. (For further guidance on this role,
please refer to the definition of Consultee).

Close window and return to guidance.

NHS

National Health Service (England, Wales and Scotland)
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www.nhs.uk

Close window and return to guidance.
NHS Central Register

In England and Wales

The National Health Service Central Register (NHSCR) compiles and maintains for
the Department of Health a computerised record of NHS patients (i.e. those
registered with an NHS general practitioner (GP) in England, Wales or the Isle of
Man). Further details are available from the Office for National Statistics (ONS)
website - The role of the NHS Central Register

In Scotland

The National Health Service Central Register (NHSCR) contains basic
demographic details of everyone who was born, or has died, in Scotland plus
anyone else who is (or has been) on the list of a general practitioner in Scotland.
Further details are available from the National Records of Scotland (NRS)
website - National Health Service Central Register: About the register

Close window and return to guidance.

NHS Digital

NHS Digital
digital.nhs.uk

Formerly Health and Social Care Information Centre (HSCIC)

Close window and return to guidance.

NRS

The National Records of Scotland (NRS) was formed on 1 April 2011 by the merger
of the General Register Office for Scotland (GROS) and the National Archives of
Scotland.

www.nrscotland.gov.uk

Close window and return to guidance.
Nearest relative

Nearest relative is used in Scotland in both the Adults with Incapacity (Scotland)
Act and the Human Tissue (Scotland) Act.

The Adults with Incapacity (Scotland) Act uses the hierarchy of relationships
defined in the Mental Health (Scotland) Act 1984 as the definition of nearest
relative. In decreasing order of closeness, these are:
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g) Uncle or aunt;
h) Nephew or niece

For more detailed information you can access Section 53 of the Mental Health
(Scotland) Act

In the Human Tissue (Scotland) Act, nearest relative means (in order from
highest to lowest):

e a) The adult's spouse or civil partner;

¢ b) Living with the adult as husband or wife or in a relationship which had the
characteristics of the relationship between civil partners and had been so living for a
period of not less than 6 months (or if the adult was in hospital immediately before death
had been so living for such period when the adult was admitted to hospital);

e ) The adult's child;

e d) The adult's parent;

e ¢) The adult's brother or sister;

o f) The adult's grandparent;

e @) The adult's grandchild;

¢ h) The adult's uncle or aunt;

¢ i) The adult's cousin;

¢ j) The adult's niece or nephew;

¢ k) A friend of longstanding of the adult.

Close window and return to guidance.
Nominated representative/ nominee

In England, Wales and Northern Ireland

Under the Human Tissue Act, an adult may appoint one or more persons to
represent him after his death in relation to consent. Appointment can be made in
writing or orally (the latter to be witnessed by at least two adults). The nominated
representative's consent cannot be overridden by other individuals, including family
members.

In Scotland

Under the Human Tissue (Scotland) Act, a person (aged 12 and over) can, before
death, nominate a person or persons to represent them after their death. Nominees
can authorise a post mortem examination, the removal of organs or tissues for
research and/or the retention of organs or tissue for research. Authorisation by a
nominee must be in writing and must be witnessed (for nominees of children over
12, authorisation must be witnessed by two witnesses).

Close window and return to guidance.

ONS

28/08/20


http://www.legislation.gov.uk/ukpga/1984/36/section/53
http://www.legislation.gov.uk/ukpga/1984/36/section/53
javascript:window.close();
javascript:window.close();

Office for National Statistics
www.ons.gov.uk

Close window and return to guidance.
Personal data

The term ‘Personal data’ is defined by the General Data Protection Regulation
(GDPR) and related legislation. More information is available from the Information
Commissioner’s Office, where some key definitions are provided.

Close window and return to guidance.
Personal legal representative

This is a term used in the Medicines for Human Use (Clinical Trials) Regulations
and as such only applies to Clinical Trials of Investigational Medicinal Products
(CTIMPs). In this case the personal legal representative is someone who can
legally give consent on behalf of a child / young person (or minor) or an adult
unable by virtue of physical or mental incapacity, to give informed consent
themselves:

¢ (a) In relation to adults and minors in England, Wales and Northern Ireland, and minors in
Scotland, the legal representative can be:
o (i) A person, other than a person involved in the conduct of the trial, who:
= (aa) By virtue of their relationship with that adult or that minor, is suitable to
act as their legal representative for the purposes of that trial, and
= (bb) Is available and willing to so act for those purposes, or
¢ (b) In relation to adults in Scotland, the legal representative can be:
o (i) Any guardian or welfare attorney who has power to consent to the adult's
participation in research, or
o (ii) The adult's nearest relative,

Close window and return to guidance.
Professional legal representative

This is someone who can legally give consent on behalf of a child / young person
(or minor) or an adult unable by virtue of physical or mental incapacity to give
informed consent themselves; in relation to adults and minors in England, Wales and
Northern Ireland, and Scotland, where no personal legal representative is available.

It is a person, other than a person connected with the conduct of the clinical trial
(i.e. CTIMP), who is:

(aa) The doctor primarily responsible for the medical treatment provided to that
adult / minor, or

(bb) A person nominated by the relevant health care provider.

Across the UK a professional legal representative can give consent on behalf of
adults and children / young people to take part in Clinical Trials of Investigational
Medicinal Products (CTIMPs). However, for all other research, the option of

approaching a professional legal representative, if no personal legal representative
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is available, is only an option in England and Wales.

Close window and return to guidance.
Qualifying relationship

In England, Wales and Northern Ireland

Under the Human Tissue Act, if a deceased person has not indicated their consent
(or refusal) to post-mortem removal, storage or use of their body or tissue for
scheduled purposes (including research), and has not appointed a nominated
representative, then appropriate consent may be given by someone who was in a
‘qualifying relationship' with the deceased person immediately before their death.
The hierarchy of qualifying relationships is as follows (highest first):

1. Spouse or partner (including civil or same sex partner). The Human Tissue Act States
that, for these purposes, a person is another person's partner if the two of them (whether
of different sexes or the same sex) live as partners in an enduring family relationship.
Parent or child (in this context a child may be of any age and means a biological or
adopted child)

Brother or sister

Grandparent or grandchild

Niece or nephew

Stepfather or stepmother

Half-brother or half-sister

Friend of long standing

N

N O W

For a full definition of 'qualifying relationship' you should visit paragraphs 83 to 87
in the HTA Code of Practice on Consent.

Close window and return to guidance.
Research

The primary aim of research is to derive generalisable new knowledge. A clear
definition and clarification of how research differs from audit and service evaluation
can be found in the HRA Defining Research table.

To help you decide if your study is defined as research, the HRA have a web-based
decision making tool: Is my study research?

Close window and return to guidance.

R&D

Research and Development (R&D)

This term is used generically to describe Research and Development offices or
departments within either NHS organisations or universities.

Close window and return to guidance.

Research Database
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The HRA define a 'research database' as:

A collection of data, which is stored for potential research use beyond the life of a
specific project with ethical approval or for which ethical approval is pending.

Close window and return to guidance.

Research Ethics Committee (REC)

A research ethics committee is a group of people appointed to review research
proposals to assess formally if the research is ethical. This means the research
must conform to recognised ethical standards, which includes respecting the
dignity, rights, safety and well-being of the people who take part.

Close window and return to guidance.
Research Tissue Bank

The HRA define a 'research tissue bank' (or 'biobank’) as:

A collection of human tissue or other biological material, which is stored for
potential research use beyond the life of a specific project with ethical approval or
for which ethical approval is pending

Close window and return to guidance.
Sponsor

The Medicines for Human Use (Clinical Trials) Regulations define the sponsor of a
clinical trial as "the person who takes responsibility for the initiation, management
and financing (or arranging the financing) of that trial".

Note: The Clinical Trials Regulations allow for two or more persons to take
responsibility for the functions of the sponsor. Where this applies, they require that
one of the sponsors should take responsibility for each of the following functions:

(a) Communications relating to substantial amendments, modified amendments
and the conclusion of the trial

(b) Communications relating to urgent safety measures

(c) Pharmacovigilance reporting.

Close window and return to guidance.

Subject

An individual who participates in a clinical trial, either as a recipient of the
investigational product(s) or as a control. We have used the term participant rather
than subject throughout this guidance.

Close window and return to guidance.

Welfare Attorney
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In Scotland:

A power of attorney is an authority given by an individual (known as the Granter) to
another person(s) (known as the Attorney/s) to deal with aspects of the Granter's
affairs, under the Adult with Incapacity (Scotland) Act. In the case of Welfare
Attorney, the Granter gives authority to deal with their personal welfare.

Welfare powers cannot be exercised until such time as the Granter has lost the
capacity to make these decisions. A Welfare Attorney can be anyone the granter
trusts: a relative, a friend or a professional person.

Close window and return to guidance.
Welfare Guardian

In Scotland:

A Welfare Guardian is a person who is appointed by court to take action and make
decisions on behalf of an adult with incapacity, in relation to that adult's personal
welfare; under the Adults with Incapacity (Scotland) Act.

Guardianship is likely to be more suitable where the adult has long-term needs in
relation to these matters. The standard term for a guardianship appointment is 3
years, although the Sheriff has the discretion to make the appointment for a longer
or shorter period. Welfare Guardians are supervised by local authorities.

Close window and return to guidance.

Close window and return to guidance.

About Us Feedback Contact Glossary Accessibility Download PDF

28/08/20


javascript:window.close();
javascript:window.close();
javascript:window.close();
file:///F/SPHSU%20Cloud/Web/PIS%20Access/Consent tool accessibility statement V1.html
file:///F/SPHSU%20Cloud/Web/PIS%20Access/docs/Consent and PIS Guidance.pdf

	index
	principles
	principles-general
	principles-ALC
	principles-ALC-EnglandandWales
	principles-ALC-NIreland
	principles-ALC-Scotland
	principles-children
	principles-children-EngWalesNI
	principles-children-Scotland
	principles-emergency
	principles-emergency-EnglandandWales
	principles-emergency-NIreland
	principles-emergency-Scotland
	principles-deceased
	style
	content
	content-sheet
	content-sheet-title
	content-sheet-invite
	content-sheet-involved
	content-sheet-support
	content-form
	examples
	whatsnew
	resources
	about
	feedback
	glossary



