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ASSOCIATED DOCUMENTS:
International Council on Harmonisation Good Clinical Practice guidelines 
SeniorsUSP/SOP/C01a –Overview of WP2 Data Collection Methods Twenty-07

SeniorsUSP/SOP/C01b –Overview of WP2 Data Collection Methods LBC1936

SeniorsUSP Participant Information Leaflet - Twenty-07 (version 1, dated 07.07.14) 

SeniorsUSP Participant Information Sheet - LBC1936 (version 2, dated August 2014)

SeniorsUSP Consent Form- Twenty-07 
SeniorsUSP Consent Form- LBC1936 (version 2, dated August 2014)
SCOPE: 
Fieldworkers involved in this work package are required to conduct two research appointments with 750 participants from both the LBC1936 (n=300) and the Twenty-07 Cohort (n=450). At the first research appointment fieldworkers are required to obtain informed consent.  

Informed consent is more than just a signature on a form, and rather than being an endpoint, it is a process of information exchange between the researcher and the subject. The purpose of this Standard Operating Procedure (SOP) is to provide clear guidance to all fieldworkers responsible for obtaining written informed consent at the first research appointment prior to data collection.
DEFINITIONS: 
· LBC1936: Lothian Birth Cohort 1936

· WP2: Work Package 2
· MMSE: mini-mental state examination

GENERAL REQUIREMENTS FOR OBTAINING INFORMED CONSENT

No researcher may involve a human being as a participant in research unless the investigator has obtained the legally effective informed consent of the subject. Consent should be sought only after the participant has had sufficient opportunity to consider whether or not to participate. The information given should be in an understandable language to the participant. 

Investigators must follow the International Council on Harmonisation Good Clinical Practice guidelines. In addition, investigators need to adhere to national and local regulatory requirements, sponsor requirements and privacy and personal data security regulations applicable to where the study is conducted.
PROCEDURE: 
1. Obtaining written informed consent: Twenty 07 cohort
1.1 The fieldworker should ensure they have a copy of the consent form for each participant.

1.2 Consent forms should be completed in black pen.

1.3 The fieldworker should first give an oral summary of what is involved in taking part in the study. They should ensure that technical and scientific terms are adequately explained or that common terms are substituted.
1.4 The fieldworker should ensure that the participant has read the information leaflet. This should be the same version that is referred to in the consent form. 

1.5 The fieldworker should give the participant an opportunity to ask any questions.

1.6 The fieldworker should remind the participant that they are free to withdraw their consent at any time without penalty, repercussions or reason.

1.7 If the fieldworker suspects that the participant lacks capacity to consent then they should not be entered into the study and their participation should be terminated. This should be done in a sensitive manner. One suggested way of doing this is to ask them about their memory and to discuss whether taking part in this study may be too much to ask from them.
1.8 The fieldworker should read through the consent form aloud.

1.9 The participant should initial the boxes on the consent form to confirm they have read and understand each item on the consent form.

1.10 Both the fieldworker and participant should print their name, sign and date the consent forms.
1.11 Participants complete a consent form with a carbon copy attached. Provide participants with the front copy and fieldworkers should retain the carbon copy.
1.12 It isn’t necessary for participants to consent to all items to participate in the study.  For informed consent to be provided, and the participant to proceed with the study, all of the following five items must be consented to:

· I confirm that I have read and understand the Information Sheet for the above study and have had the opportunity to ask questions.
· I understand that taking part in the Seniors USP study is voluntary, that I am free to withdraw from this study at any time, without giving any reason. I also understand that I do NOT need to answer any question if I do not wish to and can refuse any measure that I do not wish to undertake.
· I agree that my data from the activity monitor worn during the study and basic demographic details may be stored at [University] in a form that makes it impossible to identify me and that the data may be used by staff and students [Department, University].
· I agree that the data collected about me may be used by members of the [Department] research team at the [University] and their close collaborators, and where relevant, provided to other researchers in a form that makes it impossible for them to identify me.
· I agree to take part in the above study.
2. Obtaining written informed consent: LBC1936 cohort
2.1 The fieldworker should ensure they have a copy of the consent form for each participant.

2.2 Consent forms should be completed in pen.

2.3 The fieldworker should first give an oral summary of what is involved in taking part in the study. They should ensure that technical and scientific terms are adequately explained or that common terms are substituted.

2.4 The fieldworker should ensure that the participant has read the information leaflet. This should be the same version that is referred to in the consent form. 

2.5 The fieldworker should give the participant an opportunity to ask any questions.

2.6 The fieldworker should remind the participant that they are free to withdraw their consent at any time without penalty, repercussions or reason.

2.7 The fieldworker should read through the consent form aloud.

2.8 The participant should circle Yes or No next to each item on the consent form to confirm they have read and understand each item on the consent form.

2.9 Participants must sign and date the form themselves. If they do not know the date, you should ask the date questions from the MMSE (and score these in the MMSE according to their responses here). If after this, the participant is still unsure of the date or gets this wrong, tell them the correct date and get them to complete/amend it as necessary.
2.10 The investigator should also sign and date this form.
2.11 Participants complete one copy of the consent form.  This is kept by the fieldworker

2.12 It isn’t necessary for participants to consent to all items to participate in the study.  For informed consent to be provided, and the participant to proceed with the study, all of the following four items must be consented to:

· I have read and understood the participant information leaflet
· I understand that I am free to leave the study at any time without giving a reason and this will not affect my medical care or legal rights in any way.
· I have had an opportunity to discuss the study and to ask questions. All my questions have been answered to my satisfaction.
· Having the information that I provide for the study stored on a confidential electronic database, to which investigators and responsible individuals from the research team will have access (with the proper approvals) for research and quality assurance purposes.
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