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ASSOCIATED DOCUMENTS:

Adverse Event Reporting Form
SCOPE: 
Fieldworkers are required to collect data on two research appointments with 750 participants from both the Lothian Birth Cohort 1936 (n=300) and Twenty-07 cohort (n=450). 
This Standard Operating Procedure (SOP) describes the procedures which should be in place in an emergency situation when participants are in [hospital] (LBC1936) and in their own home (Twenty-07 cohort). This SOP describes who to contact in an emergency.

DEFINITIONS: 
· LBC1936: Lothian Birth Cohort 1936

· WP2: Work Package 2
PROCEDURE: 
1. Emergency involving the trial (LBC1936 in the [hospital])
1.1 If the participant feels very ill during a research appointment the fieldworker must contact a nurse immediately. Depending on the seriousness of the incident, arrangements should be made for the participant to be taken home, to their doctor, or to the appropriate receiving unit at the hospital.
1.2 The fieldworker/nurse should follow any other SOP appropriate to the [Hospital].
1.3 The fieldworker/nurse must fill out an Adverse Event Reporting Form as appropriate.
2. Emergency involving the trial (Twenty-07 cohort in the participant’s home)
2.1 If the participant feels very ill during a research appointment in their home the fieldworker should advise them to rest, go to or phone their doctors, or phone [national emergency number]; depending on the seriousness of the incident. 
2.2 The fieldworker should complete Adverse Event Reporting Form as appropriate.  
3. Emergency not involving the trial during data collection (Twenty-07 cohort and LBC1936)
3.1 Note: for the LBC1936 cohort, these instructions only refer to those cohort members who elect to wear the activPAL.

3.2 If a participant feels unwell or has a serious accident during the week of data collection between the research appointments during the data collection week, the participant should phone their doctor or phone [national emergency number].
3.3 If the fieldworker or cohort is informed of this by the participant before Visit 2, an Adverse Event reporting form should be completed.  The fieldworker should inform the survey office for the relevant cohort.

3.4 At visit 2 the fieldworker will ask the participant how they got on with wearing the monitor during the week.  If the participant reports an adverse event for the period of data collection, an Adverse Event reporting form should be completed.  The fieldworker should inform the survey office for the relevant cohort.

3.5 The survey office should inform the WP2 lead about this event and the Adverse Event Reporting Form, if required they will make a decision on the participant’s further involvement in the trial depending on the seriousness of the incident.
3.6 Participants can contact the research team on the same contact number provided for skin reactions:
Twenty-07: [Administrative Office Telephone Number]
LBC1936: [Administrative Office Telephone Number]
3.7 If the activPAL device is removed during the data collection period in the event of an emergency, the activPAL will have a label attached with information on what the device is and contact details for organising safe return of the device. 
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