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Consent in Research

“Research is only justified if there is a reasonable likelihood that the populations in which the research is carried out stand to benefit from the results of the research.  The participants must be volunteers and informed participants in the research project”.

Declaration of Helsinki 1964

To Give Valid Consent a person must be able to:   

· Understand, retain and relay information and knowledge relevant to the decision

· Reflect an understanding of the consequences of different actions/choices and weigh up the information to make a decision

· Make a voluntary decision i.e. understand that there is a choice, have the ability to say yes and no and to communicate their choice. A lack of fluent speech or ability to write will not be a bar to communicating with other people if other methods of non-verbal communication are possible. 
Definition of Capacity to Consent:
· A person consents if he/she agrees by choice, and has the freedom and capacity to make that choice. 
· Capacity is used to refer to a person’s ability in law to make a decision with legal consequences. 

· Capacity means that:
·  No one can give consent on behalf of another adult. 
· It must be assumed that a person can make his or her own decision unless proven otherwise.
Proxy Consent:
Where an individual has been judged not to have capacity and a guardian has been appointed the guardian must give consent. However there should also be an opportunity for the person to express assent.  Where assent is documented as not given, the guardian must be informed and given the opportunity to re-examine the decision to consent.
There are situations where no adjudication has occurred that a person does not have capacity to given consent and yet communication difficulties and levels of disability raise concerns that consent and in particular informed consent may not be possible.  In the absence of a legal determination, the presumption should be of capacity rather than incapacity and this argues against seeking consent from proxies. However, the issue of informed consent means that we have to ensure that the person understands what they are consenting to and advocates/family members may be in a better position to judge and attest that the person has understood what is involved in consent. This discussion with family members should be documented.

Key points for Researchers:
· Each researcher must ensure that informed consent is obtained from each individual respondent/participant prior to any involvement in the research process. 

· The decision- making capacity of adults with intellectual disability may depend in part on factors such as their experience of and opportunities to make or participate in decisions relevant to their life 

· Each person’s decision- making ability is different. An individual’s decision-making ability may vary depending on factors such as the nature and consequences of the decision to be made, the persons intellectual ability, relevant knowledge and experience, psychological factors and external factors such as the time-frame in which the decision needs to be made. Therefore asking a person to participate in a research project must be an individual exercise.
· To maximize a person’s capacity to consent the researcher must:

· Use simple language

· Use illustrations to present concrete information

· Give non-verbal demonstrations

· Present information in small, easy to understand chunks
· Repeat information several times if necessary. 
· To give valid consent, the participant must be able to:

· Understand, retain and relay information

· Communicate their choice

· Understand the risks and the benefits of the research

· Weigh up the information to make a decision

· Understand the alternatives and consequences

· Understand that they have a choice NOT to participate without adverse consequences

Research Proposals: 
The informed consent process needs to be clearly stated when developing research proposals.  To do this the researcher(s) must:
· Describe clearly the purpose of the study and the purpose for seeking the persons participation

· Describe procedures for obtaining the informed consent, and include the identification of those responsible for obtaining this consent and the time frame in which it will occur.

· Describe the adequacy, comprehensiveness and understandability of any oral and written information given to the participants/volunteers, their relatives/guardians etc.

· Describe the content and wording of the informed consent form and, where applicable, the provisions made for participants incapable of giving consent personally

· Give clear justification for an intention to include participants/volunteers who cannot consent, and a full account of the arrangements for obtaining consent or authorization for the participation of such individuals.

· Describe the procedures for disclosure, if appropriate, of relevant information to participants/volunteers, which may become available during the study and the follow-up procedures put in place for dealing  with disclosure
The Research Process:  
It is imperative that each individual’s informed consent is obtained prior to any involvement in the research process. There is an onus on the researcher to:
· Describe the study in detail to the participant including the benefits for them as participants and the discomforts/risks/ inconveniences if any involved.
· Ensure that the person’s consent is genuinely voluntary.  Therefore it is important that no undue pressure is placed on individuals in order to ensure their participation and also that there are no negative consequences for those that refuse. 
· Explain confidentiality and anonymity
· Explain that the participant has the right to refuse or to participate or to continue to participate at any stage of the interview.

· Explain that consent is an on-going process.
· Explain why they were chosen to take part in the study

· Explain how the information will be collected e.g., The Participant should be made aware of what will be involved e.g., audio tapes, video tapes, note taking etc.

· Look for signs of the respondent’s willingness to participate, particularly among people with communication difficulties, rather than expecting it to be expressed in words, for example, refusal techniques might include: declining to stay in the room, or falling asleep.
· Facilitate and empower potential respondents to consider their decision in a full, free and informed manner, to continue to review the consent process in all its stages, and also to document this process in all its stages. 

· Explain what will happen with the findings of the study

· Have a contact person known to the participant available to support them or help them in the research process.

Further Legal Considerations:  

It is important to minimize the use of proxies as much as possible when working with adults, i.e. persons over eighteen years of age. 

The Irish Law Reform Commission in its 2005 Report entitled Vulnerable Adults and the Law emphasizes the following points regarding capacity, human rights and empowerment.

‘The Law Reform Commission recommends that the law on capacity should reflect an emphasis on capacity rather than lack of capacity and should be enabling rather than restrictive in nature, thus ensuring that it complies with relevant constitutional and human rights standards.’

‘The finding that a person lacks capacity results in the restriction or removal of fundamental rights.  In this sense the issues of capacity and rights are inextricably linked.”

 The Council of Europe Convention for the Protection of Human Rights and Fundamental Freedoms [ECHR] sets out a comprehensive listing of civil and political rights. Of particular relevance to legal capacity are:

· Article 14 provides that the enjoyment of the rights and freedoms set out in the ECHR shall be without discrimination on any grounds.  

The European Court of Human Rights has stated on several occasions that it regards the ECHR as a living instrument, which will be interpreted in light of changing social attitudes.  

In 1999 the Council OF Europe adopted a recommendation in relation to the legal protection of vulnerable adults [The Recommendation][p35-36]

· Principle 3 states:
1. The legislative framework should, so far as possible, recognize that different degrees of incapacity may exist and that capacity may vary from time to time.  Accordingly, a measure of protection should not result automatically in a complete removal of legal capacity.

2. In particular, a measure of protection should not automatically deprive the person concerned of the right to vote, or to make a will, or to consent to any intervention in the health field, or to make decisions of a personal character at any time when his capacity permits him or her to do so.

3. Consideration should be given to legal arrangements whereby, even when representation in a particular area is necessary, the adult may be permitted, with the representatives consent, to undertake specific acts or acts in a specific area.

4. Whenever possible, the adult should be enabled to enter into legally effective transactions of an everyday nature.
The Charter of Fundamental Rights of the European Union was agreed in 2000 as part of the Nice Treaty [Article 1]. It includes all the rights covered by the European Convention on Human Rights including respect for human dignity and respect for physical and mental integrity.  
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