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1. SOP Category 

PHRF Study Conduct 

 

2. Staff Category 

PHRF all staff 

  

3. Scope 

This SOP applies to all PHRF staff within the Social and Public Health Sciences Unit and is 

applicable for all research projects that are managed and delivered through PHRF. 
 

4. Purpose 

This SOP describes the process for obtaining Informed Consent for studies that are being 

managed through the Population Health Research Facility at the Social and Public Health 

Science Unit.   

 

5. Procedures 

5.1. General process 

All potential participants should be provided with information about the research prior to 

inclusion in the study. Subjects that potentially fulfil the eligibility criteria will be identified and 

approached. A verbal explanation of the study must be provided to the potential participant 

(including family and friends if appropriate) in addition to a Patient Information Sheet. Visual 

aids such as video and diagrams can be used, if appropriate, provided there is ethical 

approval for the use of these tools. Time for questions and discussion must be given and 

questions adequately addressed. The participant needs and dignity must be taken into 

consideration, and a private area used for consent process if required.  

 

When describing the study the person seeking consent should according to ICH GCP (4.8.10) 

explain verbally and by means of Patient Information Sheet: 

a) That the study/trial involves research.  

b) The purpose of the study/trial.  

c) The study/trial intervention(s) need to be described and if the study is randomised, the 

probability for random assignment to each intervention(s).  

d) The study/trial procedures to be followed, including all invasive procedures.  

e) The participant’s responsibilities.  

f) Those aspects of the study/trial that are experimental.  

g) The reasonably foreseeable risks or inconveniences to the participant. 
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h) The reasonably expected benefits. When there is no intended benefit to the participant, 

they should be made aware of this.  

i) The alternative intervention/procedure(s) that may be available to the participant, and 

their potential benefits and risks.  

j) The compensation available to the participant in the event of trial or study-related injury 

(if applicable).  

k) The anticipated prorated payment, if any, to the participant for taking part in the 

study/trial. 

l) The anticipated expenses, if any, to the participant for taking part in the study/trial.  

m) That the participant’s involvement in the study/trial is voluntary and that they may refuse 

to participate or withdraw from the study/trial, at any time, without penalty or loss of 

benefits. The refusal to participate or withdrawal from the research will have no effect on 

any treatment or care participant receives as part of routine care.  

n) That the monitor(s), the auditor(s), the sponsor, the IRB/IEC, and the regulatory 

authority(ies) will be granted direct access (when applicable) to the participant’s original 

records for verification of study/trial procedures and/or data, without violating the 

confidentiality of the subject, to the extent permitted by the applicable laws and 

regulations and that, by signing a written informed consent form, the participant or the 

participant’s legally acceptable representative is authorizing such access.  

o) That records identifying the participant 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 participant’s identity will remain confidential.  

p) That the participant or the participant’s legally acceptable representative will be informed 

in a timely manner if information becomes available that may be relevant to the 

participant’s willingness to continue participation in the trial.  

q) The person(s) to contact for further information regarding the trial and the rights of trial 

participants, and whom to contact in the event of trial-related injury. 

r) The foreseeable circumstances and/or reasons under which the participant’s involvement 

in the trial may be terminated.  

s) The expected duration of the participant’s involvement in the trial.  

t) The approximate number of participants involved in the trial.  

 

Once the above information has been discussed, the participant must be provided with a REC 

approved written copy of the information.  The participant must be given adequate time to 

read the participant information sheet and discuss with family and friends (if appropriate). 

This should normally be a time period of about 24 hours, unless otherwise stated on the 

ethics application. The subject should not be coerced in any way and freely make their own 

decision about participation.  

 

Once any subsequent questions are addressed and the participant is ready, the participant 

should be asked to record their initials or tick in the required fields and sign the written 

informed consent form, please refer to Guideline 90.002A - Guidance on Designing Participant 

Information Sheet & Consent Forms. The informed consent form must be personally signed 

and dated in ink easily visible on photocopies by the person seeking consent (researcher) and 

the participant. Each must print clearly their name, sign and date the form. 

 

Once all parties have signed the written consent form, the participant should receive a signed 

and dated copy, together with a participant information sheet and any other written materials 

provided during the consent process. A copy of the signed informed consent form should be 
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placed in medical notes (if recruiting patients) and another copy kept by the study team to 

file in the Study or Trial Master File. 

 

5.2. Ongoing consent 

The informed consent should not end once the consent form has been signed. The practice of 

giving information to participants should be an ongoing process performed by members of 

the research team. This is particularly important when protocol amendments are introduced, 

or important new information that may be relevant to the participant’s willingness to continue 

taking part in the study is discovered. In these circumstances it may be necessary to re-

consent the participant using an updated consent form, to continue their involvement in the 

study/trial.  

 

5.3 Consent in specific situations (minors/ participants with communication 

problems and/or comprehension difficulties/ incapacitated adults)  

ICH GCP includes guidance related to obtaining consent in the above circumstances 

specifically in relation to clinical trials, however these principles apply to other types of studies 

and should be followed. The ICH GCP guidelines point (4.8.12) and (4.8.14) indicate that 

when a trial (therapeutic or non-therapeutic) includes participants who can only be enrolled in 

the trial with the consent of the participant’s legally acceptable representative (e.g., minors, 

or patients with severe dementia), the participant should be informed about the trial to the 

extent compatible with the participant’s understanding. If capable, the participant should sign 

and personally date the written informed consent. The non-therapeutic trial (i.e. a trial in 

which there is no anticipated direct clinical benefit to the subject), should be conducted in 

participants who personally give consent and who sign and date the written informed consent 

form. Non-therapeutic trials may be conducted in subjects with consent of a legally 

acceptable representative provided the following conditions are fulfilled: 

 

(a) The objectives of the trial cannot be met by means of a trial in participants who can give 

informed consent personally.  

(b) The foreseeable risks to the participants are low.  

(c) The negative impact on the participant’s well-being is minimized and low.  

(d) The trial is not prohibited by law.  

(e) The approval/favourable opinion of the Independent Regulatory Board (IRB)/ 

Independent Ethics Committee (IEC) is expressly sought on the inclusion of such subjects, 

and the written approval/ favourable opinion covers this aspect. 

 

There are a number of additional conditions and principles as well as implications of local 

legislation that must be considered when taking consent from minors or incapacitated adults. 
When this is applicable for the particular study/trial the researcher must consult and refer to 

adequate sources.  

 

5.4 Consent of Minors 

Before consenting minors to studies/trials, researchers may find it helpful to refer to the 

sources listed below. Please refer to the section 7 references for quick access to these 

documents. For the detailed process, please refer to additional guidance listed below.  

 

 ICH Harmonised Tripartite Guideline - Guideline for Good Clinical Practice E6(R1). 

 General Medical Council 2007, 0–18 years: guidance for all doctors. 
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 ScotCRN GUIDANCE: Obtaining informed consent for clinical research in children and 

young people under 16 in scotland 7.08.12 (Version 1). 

 MRC 2004, MRC ethics guide medical research involving children. 

 

5.5 Consent of Participants with Communication Problems and/or Comprehension 

Difficulties/ Incapacitated Adults 

Before consenting participants with communication problems and/or comprehension 

difficulties or incapacitated adults to studies or trials, researchers may find it helpful to refer 

to the sources below. Please refer to the section 7 references for quick access to these 

documents. For the detailed process, please refer to specific guidance.  

 

 MRC 2007, ETHICS GUIDE: Medical research involving adults who cannot consent. 

 INVOLVE (2012) Public involvement in research: impact on ethical aspects of research.© 
INVOLVE, Eastleigh, May 2012. 

 Adults with Incapacity (Scotland) Act 2000. 

 The Medicines for Human Use (Clinical Trials) Amendment (No.2) Regulations 2006. 

 Mental Capacity Act 2005. 

 
 

6. Referenced documents 

Guideline 90.002A - Guidance on Designing Participant Information Sheet & Consent Forms. 
 

ICH Harmonised Tripartite Guideline - Guideline for Good Clinical Practice E6(R1) - 
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_G

uideline.pdf 

 
GCP - https://www.gov.uk/guidance/good-clinical-practice-for-clinical-trials 

General Medical Council 2007, 0–18 years: guidance for all doctors 
http://www.gmc-

uk.org/guidance/ethical_guidance/children_guidance_27_28_lack_capacity.asp 
 

ScotCRN GUIDANCE: Obtaining informed consent for clinical research in children and young 

people under 16 in scotland 7.08.12 (Version 1) 
http://www.scotcrn.org/informed-consent/ 

http://www.scotcrn.org/documents/Guidance/ScotCRN_Guidance_Informed_Consent_7-08-12 
 

MRC 2004, MRC Ethics Guide Medical research involving children 

http://www.mrc.ac.uk/documents/pdf/medical-research-involving-children/ 
 

MRC 2007, MRC ETHICS GUIDE 2007: Medical research involving adults who cannot consent 
http://www.mrc.ac.uk/documents/pdf/medical-research-involving-adults-who-cannot-

consent/ 
 

INVOLVE (2012) Public involvement in research:impact on ethical aspects of research.© 

INVOLVE, Eastleigh, May 2012 
http://www.invo.org.uk/wp-content/uploads/2012/06/INVOLVEevidenceresource.pdf 

 
Adults with Incapacity (Scotland) Act 2000 

http://www.legislation.gov.uk/asp/2000/4/section/51  

The Medicines for Human Use (Clinical Trials) Amendment (No.2) Regulations 2006 
http://www.legislation.gov.uk/uksi/2006/2984/contents/made 

 
Mental Capacity Act 2005 

http://www.legislation.gov.uk/ukpga/2005/9/contents 

 

http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf
https://www.gov.uk/guidance/good-clinical-practice-for-clinical-trials
http://www.gmc-uk.org/guidance/ethical_guidance/children_guidance_27_28_lack_capacity.asp
http://www.gmc-uk.org/guidance/ethical_guidance/children_guidance_27_28_lack_capacity.asp
http://www.scotcrn.org/informed-consent/
http://www.scotcrn.org/documents/Guidance/ScotCRN_Guidance_Informed_Consent_7-08-12
http://www.mrc.ac.uk/documents/pdf/medical-research-involving-children/
http://www.mrc.ac.uk/documents/pdf/medical-research-involving-adults-who-cannot-consent/
http://www.mrc.ac.uk/documents/pdf/medical-research-involving-adults-who-cannot-consent/
http://www.invo.org.uk/wp-content/uploads/2012/06/INVOLVEevidenceresource.pdf
http://www.legislation.gov.uk/asp/2000/4/section/51
http://www.legislation.gov.uk/uksi/2006/2984/contents/made
http://www.legislation.gov.uk/ukpga/2005/9/contents
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7. Related documents 

None 

 

 

8. Document History 
 

Version Date Description 

1.0 27/08/2019 New SOP 

   

 

 

 
 

 

 

 

This SOP is a controlled document. The current version can be viewed on the Unit’s internet site. 
Any copy reproduced from the internet site may not, at time of reading, be the current version. 


