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Cardiff Metropolitan University 

 

Code of Practice for obtaining Informed Consent in respect of research study participation 

 

1. Introduction 

 

1.1 The overarching principle of research ethics is respect for the autonomy of participants; this 

includes the protection of participants from physical or psychological harm whilst 

participating in a research study. Central to this is the concept of Informed Consent. 

 

1.2 Informed Consent is the process by which a participant voluntarily confirms his or her 

willingness to participate in a study, having been informed of the full details of the project. 

 

1.3 This Code of Practice details the process for obtaining informed consent from potential  

participants in research studies. It outlines the informed consent procedures for adults, for 

children and for individuals who may not be able to give fully informed consent.  

 

2. General principles for gaining informed consent 

 

2.1 Potential participants in research studies must normally have the right to choose whether or 

not they will participate.  Obtaining informed consent is therefore central to the ethical 

conduct of all research involving human participants.  Fully informed consent in this context 

means consent which is freely given with proper understanding of the nature and 

consequences of what is proposed. 

 

2.2 Written informed consent from participants will normally be required for all studies except 

those that are exclusively based on questionnaires and are not collecting sensitive data.  

There may however be instances where gaining written informed consent is deemed to be 

problematic; in such instances the researcher should fully explain the circumstances in 

their application for ethics approval.  School research ethics committees will assess such 

applications on a case by case basis.  

 

2.3 Prior to embarking on the research study, ethics approval must be sought from the 

appropriate School committee1.  An application for ethics approval will include examples of 

the consent form and participant information sheets which must be approved by the 

committee before the process of gaining informed consent commences. 

 

3. Responsibility for taking consent 

 

3.1 It is ultimately the responsibility of the lead researcher to ensure that participants have fully 

understood what they are consenting to by agreeing to take part in the project.  In the case 

of student led projects, this responsibility lies with the student’s supervisor.  The process of 

gaining informed consent will therefore normally be carried out by the lead researcher 

although this responsibility may be delegated to another, suitably qualified member of the 

                                                           
1
 Details on the process of gaining ethics consent for your research can be found on the research pages of the Cardiff 

Met website. 
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research team.  Any individual to whom this responsibility is delegated should meet the 

following criteria: 

 Be qualified, through previous experience and appropriate training, for the process of 

gaining informed consent.  

 Have a full understanding of the study, potential risks / benefits and the associated 

research area in order that they are able to give appropriate information to participants. 

 Be prepared to take on the additional responsibility and feel confident to seek informed 

consent.  

 

3.2 Any individual undertaking the process of gaining informed consent in projects using 

human tissue MUST have attended the appropriate Cardiff Met training course2.   

 

3.3 The delegation of authority for the taking of informed consent should be documented in the 

Project File which should include details of the individual responsibilities of each member of 

the study team.  This should be signed off by the lead researcher prior to commencement 

of the project.  

 

3.4 The individual responsible for seeking informed consent must ensure that they are 

completely familiar with all aspects of the study as described in the study protocol and the 

ethical submission approved by the appropriate ethics committee. 

 

4. The consent form 

 

4.1 Participant information and consent forms to be used must have been approved by the 

appropriate ethics committee prior to commencement of the project.  This is also the case 

for any documents provided to participants in respect of the study eg activity diaries. 

 

4.2 In order to meet Cardiff Met requirements, the consent form should: 

 Be printed on headed paper; 

 Include the correct title and version number of the study (which should also be included 

on the participant information sheets) 

 Include a statement that the participant has had the study explained to them and by 

whom and confirm that the risks and any benefits related to their participation have been 

discussed and all the participant’s questions have been satisfactorily answered.  

 Include a statement that participation is voluntary and that participants are free to 

withdraw at any time without penalty. 

 Include a statement that confidentiality will be maintained throughout the study, unless 

this cannot be guaranteed3 

 

4.3 In order to meet these minimum standards, use of the Cardiff Met exemplar consent form is 

recommended.  

 

                                                           
2
 Details of the training course can be obtained from Research & Enterprise Services. 

3
 Researchers are expected to respect participants’ confidentiality at all times unless an issue arises, the disclosure of 

which is required by law.  For further details refer to the Cardiff Met Guidelines for obtaining ethics approval. 
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5. Procedure for taking informed consent 

 

5.1 In order to ensure fully informed consent has been obtained, researchers should follow the 

process below: 

 Each participant should be given an oral explanation of what participation in the 

project will entail. 

 Each participant should then be given an information sheet explaining in simple, non 

technical terms, the procedures involved, any potential risks and hoped for benefits. 

 The participant should be given reasonable time to consider this information and to 

consult others as necessary. 

 Except in the case of questionnaire based studies, the participant should be asked to 

sign a consent form.  In cases where participants are either children or “vulnerable” 

adults, consent should normally be gained from a parent or guardian with the 

participant giving informed assent (see below for further details). 

 Throughout the process there should be sufficient time allowed to answer any 

questions raised by the potential participant. 

 Potential participants should not be coerced to participate. 

 

5.2 When providing information to participants, either verbally or in writing, researchers should 

explain the following: 

 The purpose of the study and any background information which might be relevant. 

 The reason that they have been approached to participate. 

 That confidentiality will be maintained throughout the study, unless this cannot be 

guaranteed4. 

 The design of the study and the number of study visits involved.  Details such as the 

location of the study visits and the names of individuals who participants will meet 

with should also be given. 

 All procedures required as part of the study. 

 The potential benefits and risks of participation in the study. 

 That participation in the study is voluntary and that participants may withdraw at any 

time without penalty. 

 Details of any payments which will be made to participants eg payment of expenses. 

 Their responsibility as a participant in the project.  This is particularly important where 

the study duration is substantial. 

 That, despite providing informed consent, they may not be engaged in the project 

should it be discovered that they do not meet the inclusion (or exclusion) criteria for 

the study. 

Ideally, these points should be verbally discussed with the potential participant.  They 

should then be provided with a written participant information sheet and separate consent 

form.  Participants should be made aware that participant information sheets are available 

in a range of formats eg large print, audio, Braille. 

 

                                                           
4
 Researchers are expected to respect participants’ confidentiality at all times unless an issue arises, the disclosure of 

which is required by law.  For further details refer to the Cardiff Met Guidelines for obtaining ethics approval. 
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5.3 In order to meet these minimum standards, use of the Cardiff Met exemplar Participant 

Information Sheet is recommended.  

 

5.4 The consent form should be signed and dated by the potential participant and the person 

seeking consent.  Each should also print their name next to their signature.  A copy of the 

signed form should be given to the participant and the original retained for inclusion in the 

project file. 

 

5.5 Contact details of the individual participants can contact for further information about the 

study should be provided.  Cardiff Met contact details (eg Cardiff Met telephone number 

and / or email) rather than personal contact details should be provided. 

 

5.6 It is important to note that the informed consent process does not end once the consent 

form has been signed.  The practice of providing information about the study to 

participants should be an ongoing process performed by all members of the research 

team. 

 

5.7 As the timing of the signing of the consent form relative to the commencement of the 

study may be subject to audit, it is important to record dates correctly on both the consent 

form and any associated documentation.  The consent form must be signed by the 

participant prior to any aspect of their involvement in the study. 

 

6 Projects involving participants under the age of 18 

 

6.1 In essence, researchers carrying out studies involving participants under the age of 18 

should follow the same process as outlined above.  However, researchers should also 

ensure that their study meets the additional requirements outlined in this section. 

 

6.2 It is essential that any study involving participants under the age of 18 either relates 

directly to this group or can only be carried out on this group.   

 

6.3 The study should be designed to minimise pain, discomfort, fear and any other 

foreseeable risk in relation to the child’s stage of development and continuous monitoring 

should take place throughout the study to ensure this remains so. 

 

6.4 In studies involving children, generally Cardiff Met requires that both the assent of the 

child and the consent of the parent or guardian are obtained prior to commencement of 

the project.  Separate information sheets should be provided for parents and children to 

take account of their different cognitive abilities.  Both should make clear that the 

participant may withdraw from the study at any time without penalty. 

 

6.5 Child assent should be sought in a way which is appropriate to the age and ability of the 

child.  For example, in the case of younger children, this may involve the use of pictures 

to signify how the child feels about participating in the project. 

 

6.6 For projects involving very young children, eg those who are too young to understand a 

simple explanation of the research to be undertaken, the project may proceed with 
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parental consent only. 

 

6.7 Participants aged between 16 and 18 are generally considered to be competent for the 

purposes of gaining consent.  It may however be highly desirable to obtain parental 

consent for some projects involving participants in this age group.  Conversely, in other 

cases, the research involved may be clearly innocuous and not require parental consent.  

Researchers whose project involves participants of this age group are asked to fully justify 

a decision not to obtain parental consent when seeking ethics approval5. 

 

7 Projects involving participants who are unable to give informed consent 

 

7.1 Researchers who intend to conduct research involving adults who may not be able to give 

fully informed consent on their own behalf must give a clear justification for this when 

applying for ethics approval of their project.  It is normal for such individuals to only 

participate in studies which relate directly to a clinical condition from which they suffer.  It 

will be expected that the study will produce benefits to the participants and that there will 

be no risk associated with participation.  Continuous monitoring must take place 

throughout the project in order to ensure that risks to the participant are minimised at all 

times. 

 

7.2 Although consent cannot be given on behalf of another, it is important to inform and/or 

enlist the support of those involved in the care of vulnerable individuals.  The legal 

representative of the potential participant must therefore be provided with full information 

about the project and the likely involvement of the participant.  This should include an 

assurance that the participant may withdraw from the study at any time without penalty.  

The representative should also be given sufficient time to ask questions during the 

consent process. 

 

7.3 The participant must be given information about the study according to their level of 

understanding.  In cases where the potential participant is able to form an opinion based 

on the information provided, their wish to participate or not must be respected by the 

person seeking consent. 

 

7.4 No incentives or financial rewards must be used to influence either the potential 

participant or their representative.  

 

 

 

 

                                                           
5
 For further details, including information regarding projects involving groups of children based in a School or 

community, refer to the Cardiff Met Guidelines for obtaining ethics approval. 


