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	Work Instruction for Study Email. 


I. Purpose:  This Work Instruction document describes the procedure for setting up and managing a study email inbox for a new study. 
II. Scope:  This procedure applies to all those involved in studies managed by ECTU. 
III. Background:  All studies require effective communication. A study email inbox allows all staff involved in running the study to view and respond to study emails.
IV. Responsibilities: Trial Manager or designee (e.g. Assistant Trial Manager, Trial Management Support Officer)
V. Procedure for Setting Up a Study Email: 
a. A study email should be created at the start of the study e.g. study.name@ed.ac.uk
b. Contact IS.Helpline@ed.ac.uk to create the study inbox and provide the names and email addresses of the TM, ATM, TMSO and nurses etc. who are working on the study and require access.

i. It is recommended to contact IS directly if you have concerns that the study email address will be inactivated before the end of the study.

c. Create folders in the inbox which follow the current TMF template:

1. Study Documents

2. Approvals

3. Contracts and Funding 

4. Participant Documents

5. Safety

6. Research Team

7. Monitoring and Audit

8. Pharmacy, Labs and Support Services

9. CRF, Statistics, Database and Data Management

10. Meetings and Correspondence

i. Some folders from the TMF may not be required for a specific study e.g. Pharmacy, Labs and Support Services.

ii. The TM can decide whether subfolders are required depending on the needs of the study.

iii. The TM should also consider including folders or subfolders for admin, finance and a (sub)folder for each site.
VI. Procedure for Managing a Study Email: 

a. All staff involved in managing the inbox should be allocated a colour category to indicate who is responsible for dealing with an email e.g.TM: Purple, ATM: Yellow, TMSO: Orange

b. To allocate a colour category to an email:

i. Right click the email, click Categorise and click appropriate Category.

ii. Categories can be renamed by right clicking an email, clicking All Categories and then Rename.

c. To indicate whether an email has been reviewed:

i. Right click an email, select Follow Up and Flag if in progress, or click the flag icon on the email.

ii. Right click an email, select Follow Up and Mark Complete, or click the red flag icon on the email. 

iii. All emails should remain in the inbox until complete. Once the email is complete, it can be filed in the appropriate inbox folder.

d. The TM can decide how emails are allocated and how further instructions are given. [Insert study specific instruction for email triage and who is responsible for filing emails]
e. There are often times when the TM/ATM/TMSO/nurse may have sent an email from their own email or people have sent emails directly to the TM/ATM/TMSO/nurse. It is accepted that sometimes people prefer an email from a direct person as it is more personable. Examples of this:

i. Dealing with a commercial company contracts department.

ii. Emailing new contacts who think the study inbox email is a junk email and don’t respond to the email.
If personal email communication is important to the study then the suggested options are:

iii. Copy any email sent and/or any response into the study email and categorise it as appropriate.

iv. Drag the email into the study inbox if no response is required and it can be marked as complete and filed.
f. If you are out of the office, set an automatic reply from your personal email:

i. Click File, then Info and select Automatic Replies.

ii. You can enter a specific time range for the automatic replies.

iii. Ensure your response states that any urgent messages related to a specific reply should be sent to the trial inbox.

g. If there is no trial management cover for a period of time, add an automatic reply to the shared study inbox:

i. Open the mailbox on the browser version of Outlook.

ii. Click the Settings button in the toolbar.

iii. Click Email then Automatic Replies and Turn On.

iv. You can set a period of time for the automatic replies. It is suggested you include a contact for clinical queries if appropriate.

h. To add an email signature to your Outlook:

i. Open Options on Outlook, then click Mail.

ii. Click the Signatures setting and click New to create a new signature. Signature can be renamed.

iii. Include the below wording in your email signature:

THIS EMAIL ADDRESS IS NOT CONFIDENTIAL. PLEASE DO NOT SEND PARTICIPANT-IDENTIFICABLE INFORMATION TO THIS EMAIL ACCOUNT.
VII. Relevant Documents/Appendices
None.
Page 1 of 3
TM-WI2 ECTU Study Email /v3.0/03Dec2024

