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SeniorsUSP/SOP/C03a –WP2 Visit 2 Procedure Twenty-07

SeniorsUSP/SOP/C04 –Use of ActivPAL
Adverse Event Reporting Form

SCOPE: 
Fieldworkers are required to attach the activPAL activity monitor to 750 participants from both the Lothian Birth Cohort 1936 (n=300) and Twenty-07 cohort (n=450). The activPAL activity monitor will be used to objectively measure participants’ activity patterns. The activPAL is positioned on the front of the mid thigh using a hypoallergenic PALstickie and covered using a medical grade waterproof dressing to minimise the chance of any skin reactions. Skin reactions are rare but if they do occur fieldworkers will need to advise participants how to deal with them.
The purpose of this Standard Operating Procedure (SOP) is to detail how to manage skin reactions due to wearing the activPAL activity monitor.

DEFINITIONS: 
· LBC1936: Lothian Birth Cohort 1936

· WP2: Work Package 2
PROCEDURE: 
1. Attaching the activPAL activity monitor – advice to participants
1.1 When attaching the monitor the fieldworker should advise the participant what to do if they experience a skin reaction, itchiness or discomfort while wearing the monitor and what to do if the device falls off.
1.2 If the device has fallen off during the data collection period, advise the participant to document in their activity diary the approximate time the device became detached and not to reattach but they should keep the activPAL in their possession until their 2nd research appointment which has already been arranged.

1.3 Advise the participant that it is possible that during the data collection period that they may have periods when they experience mild discomfort or itchiness and this is relatively normal. 
1.4 Advise the participant that if they consider their discomfort or itchiness to be mild that they should keep an eye on things and take action if symptoms persist or become worse. 
1.5 Advise the participant that:

→If they notice a skin reaction within the first 2 days of wearing the monitor in which the skin may be red, sore, itchy, and/or swollen, they should remove the monitor immediately. Advise them to wash the skin clean with lukewarm water of any residue from the dressing or sticky pad and they should contact their GP/nurse/pharmacist. 

→If they feel their initially mild symptoms are progressively getting worse and becoming persistent that they should remove the monitor, wash the skin clean with lukewarm water of any residue from the dressing or sticky pad and they should contact their GP/nurse/pharmacist.

1.6 Provide participants with a phone number to contact a member of the research team if they need advice or to inform the team of their skin reaction. Advise them to phone during office hours.

2. Participant telephone call
2.1 A member of the research team will be available during office hours for participants in the study to contact the team regarding activPAL skin reactions.

Twenty-07: [Administrative Office Telephone Number] 
LBC1936: [Administrative Office Telephone Number]
2.2 If the participant contacts the research team member from Twenty-07 or LBC1936 informing them of discomfort, itchiness or a skin reaction the team member should enquire if the participant has already removed the device from their thigh or if they are still wearing it.

2.3 If the participant is still wearing the device and the waterproof dressing is intact, enquire about the symptoms they are experiencing and if they are mild or becoming worse and persisting.

→If the symptoms are mild, and the symptoms come and go, advise the participant to continue to wear the monitor, to keep an eye on things and to remove the dressing and the monitor if the symptoms persist or become worse.

→If the participant experiences a skin reaction within the first 2 days of wearing the monitor and the skin is beginning to look red, sore, itchy, and/or swollen, the monitor should be removed immediately. Advise them to wash the skin clean with lukewarm water of any residue from the dressing or sticky pad and they should contact their GP/nurse/pharmacist.
→If their initially mild symptoms are progressively getting worse and becoming persistent that they should remove the monitor, wash the skin clean with lukewarm water of any residue from the dressing or sticky pad and they should contact their GP/nurse/pharmacist.

2.4 If the participant has removed the device prior to the phone call, enquire about their symptoms now and if still persistent advise that they should contact their GP/nurse/pharmacist for further advice.
2.5 Advise the participant to keep the activPAL in their possession until their 2nd research appointment which has already been arranged.

2.6 Document the phone call in the Adverse Event Reporting Form and inform the fieldworker responsible for their 2nd research appointment.
3. Removing the activPAL activity monitor
3.1 If the participant is still wearing the monitor, remove the monitor.

3.2 If the participant is not wearing the monitor, ask the participant when they removed the monitor, and why.  Record the response on the Visit 2 sheet.

3.3 Ask the participant whether they experienced any skin irritation during the time they wore the monitor.  Record the response on the Visit 2 sheet.

3.4 When removing the monitor the skin can be inspected.  If the participant has removed the monitor, but complains of continuing skin irritation, the skin should be inspected.  If the reaction looks like it is resolving advise the participant to keep an eye on it. However, it the reaction continues to look quite active, ask the participant if they have cleaned the skin of any residue and sought medical advice. The fieldworker should use their discretion regarding any further advice they give or any action they take.

3.5 The fieldworker should document this in the Adverse Event Reporting Form.
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