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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). 

This Standard Operating Procedure (SOP) describes the visit 1 data collection methods for WP2 for the LBC1936 only. Research appointments will take place in the [Room] at the [Hospital]. The visit 2 data collection methods for this cohort are described in the LBC1936 Wave 4-SOP and SeniorsUSP/SOP/C03b.
Field work for the Seniors USP study is being conducted as part of Wave 4 of the LBC1936.  Full details of all elements of Wave 4 are included in the Wave 4 protocol and SOP.  Only those items specific to Seniors USP, are reported in detail in this SOP.
DEFINITIONS: 
· SOP: Standard Operating Procedure

· LBC1936: Lothian Birth Cohort 1936

· WP2: Work Package 2
· SAE: stamped addressed envelope

EQUIPMENT:

Items specifically required for Seniors USP are:
For researchers:

· Study documentation with spare copies

· Programmed activPAL3 activity monitor covered by waterproof plastic tubing, palStickie and waterproof dressing

· Pen x2
For CRF nurses:

· Thermometer 

· Weighing scales

· Stopwatch

· Pen x2

PROCEDURE: 
Procedure for the Researcher.

Note this only refers to tasks specific to, or part of Seniors USP.  Other components of LBC 1936 Wave 4 protocol are covered in the LBC1936 Wave 4 protocol, and the LBC1936 Wave 4 SOP.

1. Prior to each participant research appointment

1.1 Refer to LBC1936 wave 4 Protocol: Preparation for testing. Briefly:

1.2 Fieldworkers should arrive at least 20 minutes before the first research appointment.

1.3 The fieldworker should ensure that all documentation and equipment is prepared for the research appointment.  For documentation required for Seniors USP refer to SeniorsUSP/SOP/E03.

1.4 The fieldworker should ensure that an activPAL3 activity monitor is fully charged ready to be programmed. Refer to SeniorsUSP/SOP/C04.
2. First participant research appointment
2.1 Refer to the LBC1936 Wave 4-SOP. Briefly:

2.2 Explain what the visit will entail.

2.3 Ask participant’s if they have read the information about the activPAL activity monitoring part to the study and if they would be willing to wear the activity monitor on their thigh for one week. If yes, ensure they are aware they will need to complete the daily diary and return within 14 days to have the activity monitor removed. 

2.4 Ensure all paperwork is completed in pen and that all handwriting is legible. Fieldworkers should write in a colour of pen different from that used by the participant, fieldworkers should document this on the front of any documentation.
Any errors should be documented with one strike through and be initialed by the fieldworker.

2.5 The fieldworker should obtain written informed consent. Refer to SeniorsUSP/SOP/A03. Written informed consent must be obtained prior to any data collection. 

→If written informed consent not obtained at this point, no data will be collected, the research appointment will be terminated and the participant will take no further part in the study. 
→ Fieldworkers should document the reason for not obtaining consent eg. Participant decided not to take part, participant judged not able to take part. This should be documented on the ‘Visit 1 Data Collection Sheet’.

→Participants do not have to provide a reason for not taking part in the study.

→If no written informed consent is provided fieldworkers should ensure they destroy the self-complete questionnaire if this has been completed and given to them by the participant.
3. Data collection-self completed questionnaire
3.1 Ask the participant for their self-completed questionnaire which they were sent by post to complete and bring to this appointment. 

3.2 The self-complete questionnaire should be completed by the participant (P) prior to Visit 1.
3.3 Record on the top sheet whether the questionnaire was returned (completed) to the clinic. If not, ask the participant to return it by post to the office and supply then with an SAE, or when they attend for an MRI scan (if applicable).
3.4 If the questionnaire was returned but has missing items, ensure it is complete before the end of the testing session.  If the participant requires help, use a pen colour different to that of the participant to identify those items.
4. Data collection-interview questions
4.1 Demographic data is collected by the fieldworker consisting of 10 questions. These questions range from asking about marital and employment status, health and incidence of falls.  Refer to the LBC1936 Wave 4-SOP pages 2 and 3.
4.2 These questions are on the ‘visit 1 data collection’ leaflet.

4.3 Ask questions in order.

4.4 Read out the question and list the possible answers (if applicable).

4.5 Tell participant that they have the right not to answer any questions they don’t wish to. If participants decline to answer document this and move on to the next question.
5. Programming and Waterproofing the activPAL activity monitor

5.1 The activPAL3 activity monitor will be prepared for attachment by the fieldworker while the participant is attending the physical appointment. The programmed and wrapped monitor  will be provided to the CRF nurse at the end of the physical appointment – they will then attach the device as detailed in SeniorsUSP/SOP/C04.

5.2 The monitor should be programmed as detailed in SeniorsUSP/SOP/C04.  Briefly, a monitor with battery level >4.1v should be programmed for immediate start, for 14 days, and with no reminder.

5.3 Document programming of activPAL in the activPAL program record, hosted in [Online Cloud Storage Folder]  Refer to Seniors USP/SOP/C04 and SeniorsUSP/SOP/E06b
5.4 The monitor should be waterproofed as detailed in SeniorsUSP/SOP/C04.  Briefly, the monitor should be placed in some plastic tubing and the heat sealing machine used to close the edges.  A PALstickie should be attached to the back of the monitor.

5.5 Ensure that there is a supply of pre-cut 12cm lengths of waterproof dressing for the nurses.

5.6 Pass the programmed and wrapped monitor to the CRF nurse conducting the physical appointment.

6. Answering questions about the activPAL monitor
6.1 If the participant has questions about wearing the monitor these should be answered.

6.2 The activity monitor should be worn at all times and removed at the 2nd research appointment by the fieldworker. If the monitor comes off before this advise the patient that they should contact a member of the research team and supply the participant with their details. This is detailed in SeniorsUSP/SOP/B06.

6.3 Advise the participant regarding skin reactions, itchiness etc. Refer to SeniorsUSP/SOP/B06.

7. Activity monitoring diary
7.1 The ‘Activity Diary’ should be completed by the participant during the activity monitoring period between the 1st and 2nd research appointments.

7.2 Ensure the participant I.D, start date (Visit 1 date) and researcher name is on the front page. For each day of data collection write the day and date on each page of the diary.
7.3 Give the activity diary to the participant and advise them that they should complete the diary daily every morning for 8 days starting tomorrow. 
7.4 Highlight to them that:

· There are instructions on how to complete the diary at the front 

· They should complete the diary each morning and keep it in a place where they will remember  to complete it

· There is a page per day

· They should complete what time they went to bed, what time they fell asleep, what time they woke up and what time they got out of bed. If they got out of bed during the night they are asked how often. They are also asked to rate their fatigue and discomfort/pain in the morning by ticking a box.

7.5 Advise the participant that on day 3 and day 8 they will be asked to complete questions about their sitting time. Advise the participant to read through the instruction page prior to completing the questions. Advise the participant to complete these questions on the day they are asked and not to complete them out of time (i.e on the wrong days). 
7.6 If the participant has odd shift work patterns or sleep patterns:

· Ask if they know their shift patterns in advance

· Try to figure out with them day 1-8

· Advise them not to worry if the day they have got up in the morning is different from the day they go to bed, just to complete as best they can

· If they go to sleep during the day, ask them to note this on the diary
8. Completion first participant research appointment
8.1 Advise the participant that all aspects of the research appointment have been completed.

8.2 Check the availability of participants for visit 2.

· If the participant is returning for an MRI scan, check availability on Tuesday (am/pm), Thursday (am/pm) or Friday (pm).

· If the participant is returning to have an activPAL removed, check availability between 9 and 14 days after visit 1.

· If the participant is returning only for a Doppler scan then additionally check availability on Wednesday (am).
8.3 Place the MRI scan/DUS/activPAL appointment sheet (with the tester’s initials in the top R corner), consent form and medical history in a green plastic folder and add it to the ‘MRI Scan/activPAL – appointments to be made’ drawer drawer/file in the [Study Office] for the primary visit 2 contact to access.
8.4 Remind the participant that if they have any issues or problems during the data collection period who to contact, ensure they have their contact details. This is also on the front of the activity diary.
8.5 Ensure the participant leaves with all their personal belongings including the activity diary and activPAL3 activity monitor on their thigh.

8.6 Thank the participant for taking part in the study and arrange a taxi for the participant if necessary.

Procedure for the CRF nurses.

Note this only refers to tasks specific to, or part of Seniors USP.  Other components of LBC 1936 Wave 4 protocol are covered in the LBC1936 Wave 4 protocol, and the LBC1936 Wave 4 SOP.

9. Data collection-weight measurement 
9.1 Refer to SeniorsUSP/SOP/C06 and CRFSOP 15.01 Av202 Performing a body weight measure. Weighing scales are needed for this assessment and this must be documented on the ‘physical forms wave 4’ form.
10. Measurement of room temperature

10.1 Place the thermometer in an appropriate place to measure the room temperature, i.e on a table, not close to windows, radiators or doors.

10.2 Read the measured temperature at the end of the research visit and document this in the ‘physical forms wave 4’ form.

11. Data collection-repeated chair rise test

11.1 Complete the chair rise test. Refer to SeniorsUSP/SOP/C05. A stopwatch is needed for this test and this must be documented on the ‘physical forms wave 4’ form.
12. Attaching the activPAL3 activity monitor
12.1 The activPAL3 activity monitor will be prepared for attachment by the fieldworker. This will be provided to the CRF nurse at the end of the physical appointment – they will then attach the device as detailed in SeniorsUSP/SOP/C04.
12.2 Document attachment on the ‘physical forms wave 4’ form

12.3 Once the activPAL has been attached and the physical session of the appointment has been completed, the researcher will return and answer any queries the participant may have about the activity monitor.
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