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The SepTiC Trial
+ A multi-centre, pragmatic, multi-factorial, open-label randomised controlled 

trial, with an embedded randomised, double-blind, parallel group trial. 

All study documentation and answers to frequently asked questions can be 
found on the SepTiC trial website:
https://septictrial.co.uk/for-site-staff/ 

Associated Documents:

+ SepTiC IMP Handling Manual – describes procedures involved in all aspect of IMP management by 
site staff

+ SepTiC IMP Management Plan - describes the procedures involved in the management of all aspects 
of IMP order, delivery, use and destruction. 

+ SepTiC Sealed Envelope (Unblinded Pharmacist) Training Log – Complete to confirm training on 
these slides

https://septictrial.co.uk/for-site-staff/


Sealed Envelope
+ For the SepTiC GM-CSF trial, kits will be allocated using the 

Sealed Envelope database. 

+ Link to system: https://www.sealedenvelope.com/access/

+ Complete the Sealed Envelope User Activation Form (UAF) 

and email completed form to septic@imperial.ac.uk in 

order to request access

+ Unblinded pharmacist must be signed off on the 

delegation log and completed training log before access 

will be granted

+ Login details will be provided by the Clinical Data Systems 

(CDS) team at Imperial: cds_support@imperial.ac.uk

https://www.sealedenvelope.com/access/
mailto:septic@imperial.ac.uk
mailto:cds_support@imperial.ac.uk


Log In
Users with existing Sealed Envelope accounts will receive an 
invitation email to the study.



Login to Sealed Envelope



Select ‘Code list’



Once the CDS team has activated the kits, unblinded pharmacist will be able to 
see all kits assigned to their site, view the kit allocations and dispense to ICU

Note: The GM-CSF intervention is double blinded. The site PI and site team 
are blinded to the IMP allocations. Do not disclose the unblinded drug details 

to any site staff or the SepTiC Trial Management team. 



Managing IMP kit levels at site

+ The unblinded pharmacist will need to monitor kit levels at site.

+ The ICU team will inform the pharmacy team when more kits are 

to be activated on Sealed Envelope

+ Please refer to the SepTiC IMP Management Plan for the 

full detailed process



Emergency Unblinding Instructions
+ On the rare occasion that an emergency unblinding is required, the 

unblinded pharmacist will be able to perform this function.

+ The unblinded IMP allocation details should only be provided to 

the staff member who has requested the emergency unblinding

+ The SepTiC trial team should be informed of any emergency 

unblinding requests but do not email the unblinded kit allocation 

to the septic trial inbox as this will risk unblinding the team.

+ Please refer to the SepTiC IMP Handling Plan in the first 

instance



Unblinding on Sealed Envelope
+ The following process should be followed to unblind on Sealed Envelope to ensure 

an audit trail of the process is generated

+ Do not provide the unblinded allocation from the code list without following these 

steps first

1. Under the relevant study, click 

Access with role: Unblinding.



Unblinding on Sealed Envelope
2. Click Randomisations in the top left navigation bar. This shows a list of all randomised 

participants. 



Unblinding on Sealed Envelope
3. Click the participant to unblind, then click Unblind.



Unblinding on Sealed Envelope
4. After Clicking on Unblind the User will see the details below.



Unblinding on Sealed Envelope
5. Providing details for Reason and Declaration click on Confirm.

Enter reason for unblinding

Enter user password and 
click ‘confirm’



Unblinding on Sealed Envelope
6. After clicking on confirm, the unblinding details will show.



+ Complete the SepTiC Sealed Envelope (Unblinded Pharmacist) 

Training Log to confirm the Sealed Envelope training has been 

completed.

+ Send the completed training log alongside the Sealed Envelope UAF 

to the SepTiC inbox in order to request access. 

All study documentation can be found on the SepTiC website:

https://septictrial.co.uk/for-site-staff/

https://septictrial.co.uk/for-site-staff/
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