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	Work Instruction for Meeting Co-ordination. 


I. Purpose: This Working Instruction Document describes the procedure to be followed for preparing and following up for any meeting required to manage the study. [the TM is to insert instructions for any meetings that are relevant for this study]
II. Scope:  This WI applies to studies within ECTU with an assigned Trial Manager who will be responsible for overseeing the management of the trial.
III. Background:  Several types of meetings need to take place throughout the lifetime of a trial, including both informal or formal. Meetings can either be in person, or via remote video call (Zoom or MS TEAMS) or a hybrid version incorporating both options. [Some sponsors may require certain minutes to be signed and dated by the CI, if this is the case add this instruction to the work instruction. For most, just having email documentation that minutes were sent to the CI for review should be sufficient].
IV. Responsibilities: The TM will delegate responsibility to the ATM/TMSO for coordinating the meeting requirements, as detailed below.
V. Definitions:
a) TM – Trial Manager

b) ATM – Assistant Trial Manager

c) TMSO – Trial Management Support Officer

d) MS TEAMS – Microsoft TEAMS

e) TSC – Trial Steering Committee

f) DMC – Data Monitoring Committee

g) COI – Conflict of Interest

VI. Procedure for Site Team Meetings: 
1. The study inbox is to be used for all correspondence related to the meeting. 

2. The TM will agree the date of the meeting(s) with the site, and required attendees. For larger multi-site meetings, the TM can either circulate a doodle poll to gauge a suitable date/time for all or decide on an appropriate date/time which is likely to suit most sites. The TM and ATM/TMSO will ensure the meeting(s) are saved in the main study email calendar as a placeholder and their personalised Outlook calendars.

3. The ATM/TMSO will book a suitable meeting room with a laptop which can be connected to MS TEAMS or Zoom.

4. The ATM/TMSO will prepare a draft agenda, ensuring the date, time and MS TEAMS/Zoom joining link details are correct.  The ATM/TMSO will save the agenda in [TMF Section 10 Meetings].
5. The ATM/TMSO will agree with the TM who is to be invited and is on the distribution list. [The mailing list for site calls is kept in the TMF/6.4/Contacts tracker/mailing lists tab.]
6. The TM will finalise the agenda and confirm if any other documents or information is to be sent at the same time.

7. To ensure all members of the team can edit and update the meeting invitation in Outlook, the ATM/TMSO will send the meeting invitation from the shared study inbox only (not from their personal account) and subsequently the agenda will be emailed to the agreed mailing list, using BCC if emailing multi-centre sites. The TM will endeavour to have the invitation sent at least 2 weeks before a call. The TM will inform the ATM/TMSO of any new participants to the call since the agenda was finalised.

8. The ATM/TMSO will send a meeting reminder email to the mailing list on [the day of the call or the day before].
9. During the call the ATM/TMSO will take minutes, especially noting any action items. The ATM/TMSO will inform the TM when draft minutes are available for review in [TMF Section 10].
10. The TM will review the minutes using track changes. The ATM/TMSO will then finalise the minutes, send to the sites (if required) and ensure a copy is printed for the [TMF Section 10].
VII. Procedure for TSC and DMC Meetings: 

1. The TSC/DMC charter and TSC/DMC meetings will be prepared according to the [ECTU_SOP_TM_08 Preparing for Trial Steering Committee/ ECTU_SOP_TM_12 Preparing for Data Monitoring Committee (DMC) Meetings using current versions].
2. The study inbox is to be used for all correspondence related to the meeting.

3. The TM will agree potential meeting dates with the TSC/DMC chair.

4. The ATM/TMSO will contact the TSC/DMC (and anyone else that will attend the meeting) with these potential dates, setting up a doodle poll to survey availability.

5. Once a date and time has been agreed the ATM/TMSO will confirm with all invitees if they will attend in person or remotely.  The ATM/TMSO and TM will assist with travel arrangements if required. Please refer to the University of Edinburgh Sustainability Travel Policy for information on booking travel. 

6. The ATM/TMSO will book a suitable meeting room if an in-person meeting is required.

7. If a remote meeting is required, the ATM/TMSO will ensure the outlook calendar invite is sent to all required attendees from the shared study inbox only.

8. The TM will prepare a draft agenda, including a map and travel instructions, if required.

9. The TM or ATM/TMSO will email the draft agenda and any other required documents to the TSC/DMC chair for initial approval. For the first meeting, all attendees will be emailed with a COI form to sign, any changes to this COI form will be recorded as an early agenda item for subsequent meetings. The ATM/TMSO will also send reminders to book their travel, save any receipts for reimbursement, confirm their travel arrangements once available, and to highlight any items for the agenda.

10. The TM will confirm with the study statistician and CI the date of the TSC meeting and the deadline for any reports (if required).

11. Before the meeting [insert timeframe based on TSC/DMC charter] the TM will distribute the latest protocol/TSC/DMC report/final agenda/documents for signature for anyone attending remotely/other documents required for the TSC/DMC meeting.
12. Ensure reception are notified of any visitors attending, who can then alert you to their arrival. 
13. Please ensure you follow the TSC/DMC SOP (ECTU_SOP_TM_08 and ECTU_SOP_TM_12) as appropriate. 

14. Meeting arrangements are tracked in [TMF 10 Meetings]. At least a week before the meeting the TM will confirm who is attending remotely or in person and their travel arrangements. If required, the ATM/TMSO will 

i. Book refreshments. 

ii. Book a car parking space. 

iii. Print travel expenses claim forms.

iv. Print document packs for everyone attending in person.

v. Print COI forms for signature & confidentiality signature pages for any observers.

vi. Ensure everyone attending remotely has all the final documents for the meeting and knows to send in any signed documents.

15. At the start of the meeting, the TM will request approval from all attendees if the meeting can be recorded for minute taking purposes by the ATM/TMSO. 

16. The TM will review the minutes using track changes. The ATM/TMSO will then finalise the minutes, send to the TSC/DMC chair for approval. Any edits will be actioned and the finalised minutes will be circulated to the committee. Ensure a copy is printed for the TMF [TMF Section 10]. If possible, the TM will book a date for next meeting.

17. The TM will also confirm when the DMC report will be available.

18. The TM will confirm with the study statistician and the CI the date of the DMC meeting. The TM will confirm with the unblinded statistician when the DMC report will be available, and which date the unblinded statistician will extract the data.

19. The ATM/TMSO will follow up with sites to ensure data entry is as complete as possible and that up to date screening logs are provided just before the data snapshot. The TM will work with the unblinded statistician to provide an up to date CONSORT for the DMC.

20.  Before the meeting [insert timeframe based on DMC/TSC charter] the TM will distribute the latest protocol/DMC open report/final agenda/other documents for signature for anyone attending remotely [insert details of how the closed DMC report will be distributed from the unblinded statistician to the DMC].
21. At the start of the meeting, the TM will request approval from all attendees if the OPEN meeting only can be recorded for minute taking purposes. During the open session, the ATM/TMSO will take minutes.  During the closed session the DMC chair will arrange for minutes to be taken, disseminated to the DMC, and stored appropriately until the end of the study. If possible, the next meeting date will be discussed.

VIII. Procedure for Other Meetings [Insert any other meetings e.g. TMG]
1. Meetings such as the TMG, funder meetings, investigator meetings or other generic trial meetings are not subject to Charters and the format, frequency and agenda is decided by the TMG/CI/TM/Funder and their requirements (as applicable)

IX. Relevant Documents/Appendices
1. ECTU_SOP_TM_08 Preparing for Trial Steering Committee

2. ECTU_SOP_TM_12 Preparing for Data Monitoring Committee (DMC) Meetings using current versions].
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