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Introduction

Informed consent is a legal and ethical process which requires that human research
participants opt into research studies. For consent to be informed, research
participants must be:

i provided with all relevant information’ regarding the risks and benefits of
their participation and the objectives of the study (with some exceptions for
minor deception in some cases) i.e. they are adequately and accurately
informed,;

ii. provide their consent in the absence of duress or undue influence i.e., their
consent is freely given;

iii. and that the participant has the required decision-making capacity to be
able to give their own consent with respect to their participation in the study
in question at the point in time of participation.?

Accurate and adequate information regarding the risks and benefits of research
participation must be detailed clearly on the relevant Participant Information Sheet. In
the exceptional cases in which minor deception is allowable, a thorough debriefing
explaining this deception is generally required.® Participants must also be given the
opportunity to ask questions about the research and to clarify any misunderstandings
they may have ahead of participating. There are various means of mitigating against the
risk of duress or coercion in research, including using gatekeepers; ensuring that
unequal relationships between the participant and researcher are adequately
addressed; and allowing a time interval between the initial invitation to participate in
research, and the date on which a participant must decide whether they would like to
participate. These components of consent are not the primary focus of this guidance
document, which focuses on the issue of decision-making capacity.

Age of Consent

Decision-making capacity refers to a person’s ability to make decisions on their own
behalf. In the context of research, decision-making capacity is a participant’s ability to
consent to take partin a study and, where applicable, to have their personal data
processed as part of that study. As a matter of law, minors lack the capacity to consent
to research participation on their own behalf. Their parents’ or legal guardian’s consent
must be obtained. A child may assent to participating in research. However, itis
important for researchers to be aware that the legal definition of an adult in relation to
participation in research varies depending on the type of research in question. Briefly,
research may be categorised into three primary categories:

" Relevant is judged according to the standard of what a reasonable person in the participant’s position
would regard as requiring disclosure.

2This is not a one-time assessment but, rather, requires review during the course of a research study if
the participant’s capacity to consent is called into question.

3 le where it is necessary to prevent bias in responses; where there is no alternative but to deceive; where
there is a minimal risk of harm; and where the participant is subsequently provided with a full explanation
of the nature of the deception and of the study, and they are provided with the right to withdraw their
data.



e Clinical trials and trials of medicinal products and devices: This type of
research involves a high level of potential risk for participants and for this reason
the consent and capacity standards that apply are stringent. This type of
research is NOT reviewed nor approved by DCU REC and will not be discussed
here.

e Health and Social Care Research: This term generally applies to research
where the objective is the improvement of health or health services or
patient/service user experiences of their health condition or health services. A
very specific definition applies, however, and is supplied below. DCU REC has
the authority to review and approve such research.

e All other research involving human participants: This may include research in
disciplines such as education, law, and public policy. DCU REC has the
authority to review and approve such research.

Health and Social Care Research

The standards in Ireland for capacity to consent to participation in health and social
care research are different from the relevant capacity standards in other types of
research. This is because the age of consent for participation in health and social care
research is 16 years old. Health Research is defined under the Data Protection Act
2018 (Section 36(2)) (Health Research) Regulations 2018 as:

(i) research with the goal of understanding normal and abnormal functioning, at
molecular, cellular, organ system and whole body levels;

(i) research that is specifically concerned with innovative strategies, devices,
products or services for the diagnosis, treatment or prevention of human
disease or injury;

(iii) research with the goal of improving the diagnosis and treatment (including
the rehabilitation and palliation) of human disease and injury and of
improving the health and quality of life of individuals;

(iv) research with the goal of improving the efficiency and effectiveness of health
professionals and the health care system;

(v) research with the goal of improving the health of the population as a whole or
any part of the population through a better understanding of the ways in
which social, cultural, environmental, occupational and economic factors
determine health status;

Having reviewed the relevant definition above, researchers must apply the correct
consent procedures outlined in the HSE National Policy for Consent in Health and
Social Care Research, if their research does in fact constitute health research. Briefly,
the principles of informed consent will apply to young adults aged 16 and 17 in the case
of health and social care research, while non-health and social care research will still
require that persons under the age of 18 may only provide informed assent, with
parental/guardian consent being required.

Although parental consent for ‘young people’ is not required if research falls within the
definition of health research, itis considered good practice to involve the young
person’s parent or legal guardian in the process if the young person agrees to their
involvement, and if it is appropriate to do so in the circumstances. Additionally, it must
be noted that although researchers must presume capacity, persons aged 16 and 17



may lack the decision-making capacity required to consent to participate in health and
social care research, in the same way that an adult over the age of 18 may lack capacity
to consent to research participation. If there is a valid reason to rebut the presumption
of capacity with respect to a 16- or 17-year-old for health and social care research
participation, a functional capacity evaluation must be completed to determine
whether they have capacity. If they are found to lack capacity, parental/legal guardian
consent will suffice for their participation (provided they are under the age of 18).

If a child becomes a young person during the course of health research, the researcher
must at that point, obtain their consent. The young person’s assent, and parental
consent, obtained while a child will no longer be considered valid.

Decision-Making Capacity

Once aresearcher has determined that the appropriate age of consent has been
applied to their study, they must then consider whether the relevant adults have the
decision-making capacity to consent to their research. There are some instances where
adults may potentially lack the capacity to consent to research participation, for
example due to lack of consciousness, acute illness causing delirium, or other
condition which severely impairs cognitive functioning. Some cases are obvious (for
example an unconscious person) but many are nuanced and require careful
consideration. It is important to note that a lack of capacity must never be presumed for
persons with a cognitive impairment. Instead, DCU REC applicants are encouraged to
consider any vulnerabilities their intended or ongoing participants may have, the
implications these vulnerabilities could potentially have for, or have on, their capacity
to consent, and appropriate safeguards, protocols, or mitigating factors which must be
considered or implemented as part of their research. This assessment must be
individualised taking account of the particular individual participant’s circumstances
and understanding.

Decision-Making Capacity

In Ireland, decision-making capacity is defined as the ability to understand all of the
relevant information related to a decision; subsequently retain that information in
memory for long enough to make a decision; weigh up or use the information
considering the risks and benefits of the various alternative options involved; and finally
communicate a decision in any means which can be clearly understood e.g., using
spoken language, pointing, or written language. This definition is outlined in the
Assisted Decision-Making (Capacity) Act 2015 and related Amendment Act (2022). The
key information points related to these pieces of legislation which researchers should
be aware of are summarised below.

The Assisted Decision-Making (Capacity) Act 2015:
e Decision-making capacity is always to be presumed for every adult, and only if
there is explicit evidence to the contrary should capacity be questioned
e A medical diagnosis such as dementia does not necessarily mean that a person
lacks decision-making capacity
e Decision-making capacity is functionally construed, meaning it is time- and
decision-specific, not a blanket judgement about a person’s overall competence



e Decision-making capacity compromises four prerequisites: (i). understanding
the information related to the decision; (ii). retaining* the information for long
enough to use it; (iii). weighing up the information considering the risks and
benefits of alternatives; and (iv). communicating® a choice

e The Ward of Court system is abolished under this Act, meaning that Ireland is
transitioning towards a system whereby there are will no longer be “legal
guardians” for adults in Ireland, who have authority over all of a person’s
decisions.

The Assisted Decision-Making (Capacity) Amendment Act 2022:

e The definition of the concept ‘Personal welfare’ was amended to incorporate
participation in health and social care research

e Adistinction therefore exists between the capacity standard for consenting to
clinical trials versus health and social care research

e As DCU REC does not approve clinical trials, this guidance focuses on the
capacity standard for participation in health and social care research

e People lacking capacity can still consent to participation in health and social
care research in accordance with their will and preference

e This means that even where a person is found to lack decision-making capacity
with respect to consenting to participate in a study, they can still participate, but
they would be providing assent and not consent in this instance.

e Where participants can provide assent and not consent, itis required that the
researcher to consult with a person who knows the participant. This is not to be
construed as seeking substitutive consent from ‘next of kin’ or other third party.

e Where a ‘decision making assistance’, or ‘co-decision making’ agreement
exists, and it pertains to participation in research, the relevant person must be
consulted. Where no such agreement exists, or if it exists, it does not include
provisions on participation in research, they must consult a person or persons
with a close relationship to the participant (including an advocate). Where no
such person can be ascertained, they must consult with an independent
advocate with the skill set to ascertain the will and preferences of the
prospective research participant should be sought. While the third party’s
advice as to the participant’s will or preference must be ascertained, itis
important to underline that it is advisory. Itis not in the place of, or substitutive
of, the researcher’s responsibility to ascertain the participant’s will and
preference.

e Ifitisinaccordance with their will and preference to take partin the study, the
researcher should submit an application to the Health Research Consent
Declaration Committee for approval before proceeding, in accordance with the
HSE National Consent Policy for Health and Social Care Research.

Instances where consent may not be required

4The need to retain the relevant information does not necessarily preclude a person with memory
impairment, such as a person with dementia or traumatic brain injury, from having decision-making
capacity, because the person only needs to be able to retain the information for long enough to weigh it
up and communicate a decision.

5 The need to be able to communicate a choice does not necessarily preclude a person who cannot
speak from having decision-making capacity, because a choice can be communicated in many different
ways and still be valid e.g., written language or pointing.



Pursuant to the Health Research Regulations amendment 2021, there are some
circumstances in which consent from the data subject is not required. Of particular
relevance to DCU REC applicants:

1. Low-risk retrospective medical record reviews: In certain instances,
retrospective reviews of medical records which contain data originally collected
as part of healthcare provision may be processed by researchers without the
consent of the data subject. This is only allowable where the study is considered
low risk to participants and the personal data to be collected from the medical
records is not linked to any biological samples. Itis at the discretion of the local
REC (in this case DCU REC) to determine whether the proposed review
constitutes a low risk retrospective medical record review.

2. Pre-screening activities: Where there is a need to process the personal data of
patients by reviewing their medical record to determine their eligibility to
participate in health and social care research, this can be done in certain
circumstances without the consent of the data subject. This can be done by an
authorised person who may include the employee of a Higher Education
Institution.

Withdrawal of Consent

There are two different types of consent withdrawal which may apply to research. The
firstis withdrawal of consent to participate in the research activities, for example to
stop a qualitative interview during the interview. The right to withdraw participation is
always available to participants in research approved by DCU REC i.e., a participant
cannot be forced to continue to actively participate in a study once they withdraw their
consent. A different type of consent withdrawal relates to the withdrawal of the consent
of a participant to process their personal data. It is the right of a data subject under
GDPR to withdraw their consent to the processing of their personal data at any time.
This right outweighs the interests of the researcher to continue the processing of their
data for the purpose of analysis and publication, for example. For this reason, DCU REC
advises applicants to anonymise any personal data they have collected as part of their
studies prior to aggregate analysis, to safeguard the analysis from data withdrawal.

Implications for DCU REC Applicants

1. ltisthe responsibility of DCU researchers to be familiar with the relevant policy
documents and legislation pertaining to research participation in Ireland,
including the HSE National Consent Policy for Health and Social Care Research;
the Assisted Decision-Making Capacity Act (2015) and related acts (the Assisted
Decision-Making (Capacity) (Amendment) Act 2022).

2. Having familiarised themselves with these documents, DCU REC applicants
should first determine the relevant age of consent to be applied to their
research. This may be ascertained through reviewing the definition of health
research as defined in the Health Regulations Act S1 2018.

3. Ifthe applicant’s project constitutes health and social care research, young
adults aged 16 and 17 must provide informed consent to participate in their
study, and no parental/guardian consent should be sought. However, applicants
must note that the young adult should be advised that they may wish to consult
their parent or guardian regarding participation in the study, and that the
parent/guardian should be provided with the opportunity to be aware of the
study. Researchers should consult the HSE National Consent Policy for Health



and Social Care Research for further regulations governing the conduct of their
project.

4. Fornon-health and social care research, the general standard applies that an

adult is a person aged 18 or older for the purpose of consenting to participate in
research, and for children aged 17 or under the principles of informed assent
apply with the need to obtain parental/guardian consent alongside the child’s
assent.

5. Once the applicable legal age of consent has been identified, applicants should

consider the decision-making capacity of each adult participantin relation to
consent. This capacity should generally be presumed, unless there is areason to
question it.

6. Where there is a valid reason to question a prospective participant’s decision-

making capacity to consent to participate in the study, the researcher must carry
out a functional assessment of their capacity, ensuring that the information
being presented in relation to their research is accessible and presented in a
way that best positions the person to understand it.

7. Ifthe personis found to have capacity, they should be enrolled in the study.

However, applicants must consider that as capacity is time-bound, the need
may arise to question capacity again at a later point, and the principles of Rolling
Consent, as described by Novitzky et al., 2015, should be considered for this
reason.

8. Ifapersonisfoundto lack capacity with respect to their consent to participate in

the study, the researcher should consider whether it is in accordance with the
person’s will and preference to participate. The researcher should consult
someone who knows the person, such as a family member or healthcare
professional, to help them ascertain this.

9. Ifitisinaccordance with the person’s will and preference to participate in the

study, they may be allowed to provide informed assent, but not consent. In such
cases, the researcher must submit an application for approval to the Health
Research Consent Declaration Committee.

Sources to consult for further information

1.

o

Health Research Regulations Act 2018:
https://www.irishstatutebook.ie/eli/2019/si/188/made/en/print

. The HSE National Policy for Consent in Health and Social Care Research:

https://www?2.healthservice.hse.ie/organisation/national-pppgs/hse-national-
policy-for-consent-in-health-and-social-care-research/

The Assisted Decision-Making (Capacity) Act 2015:
https://www.irishstatutebook.ie/eli/2015/act/64/enacted/en/html

The Assisted Decision-Making (Capacity) Amendment 2022:
https://www.irishstatutebook.ie/eli/2022/act/46/enacted/en/html

The Decision Support Service: https://www.decisionsupportservice.ie/

The Health Research Consent Declaration Committee: https://hrcdc.ie/



https://www.irishstatutebook.ie/eli/2019/si/188/made/en/print
https://www2.healthservice.hse.ie/organisation/national-pppgs/hse-national-policy-for-consent-in-health-and-social-care-research/
https://www2.healthservice.hse.ie/organisation/national-pppgs/hse-national-policy-for-consent-in-health-and-social-care-research/
https://www.irishstatutebook.ie/eli/2015/act/64/enacted/en/html
https://www.irishstatutebook.ie/eli/2022/act/46/enacted/en/html
https://www.decisionsupportservice.ie/
https://hrcdc.ie/
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