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Amendment: 2 (Non-Substantial) 

 

Dear Research Ethics Committee HRA, 

 

We are writing to submit a non-substantial amendment 2 for the above study TACTIC-E.   

The amendment includes the following changes for approval: 

 

- Update to trial assessment procedures (which do not impact on safety or site resources) 

- Clarification and update to IMP specific cessation criteria 

We have provided tracked changed and clean version of the trial documents that have been 

updated (Protocol and PIS-ICF) your records. 
 

Document Version Date 

Cover letter n/a 07/09/2020 

TACTIC-E Amendment Tool  n/a 07/09/2020 

TACTIC-E protocol v2.0 13 August 2020 Clean 2.0 13/08/2020 

TACTIC-E protocol v2.0 13 August 2020 TC (track changed version) 2.0 13/08/2020 

TACTIC E PISICF v2. 0 dated 13 AUG 2020_Clean 2.0 13/08/2020 

TACTIC E PISICF v2. 0 dated 13 AUG 2020_TC (track changed version) 2.0 13/08/2020 

TACTIC E Short PISICF v2 dated 13 August 2020 Clean 2.0 13/08/2020 

TACTIC E Short PISICF v2 dated 13 August 2020 Clean_TC  (track changed 

version) 
2.0 13/08/2020 

Sponsor Authorisation e-mail  n/a 24/09/2020 
 

Please feel free to contact me, copying in our UK sponsor contact on 
ccturegulatory@addenbrookes.nhs.uk, should you have any queries or require any further 
information. 
 

Yours sincerely, 
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Consultant Clinical Pharmacologist/Assoc Lecturer 

Cambridge University Hospitals NHS Trust/Univ of Cambridge  
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