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East of England - Cambridge South Research Ethics Committee 
The Old Chapel 

Royal Standard Place 
Nottingham 

NG1 6FS 
 

 
 
17 December 2018 
 
Carol Freeman   
Clinical Project Manager 
Papworth Trials Unit Collaboration  
Research and Development Department 
Royal Papworth Hospital   
Cambridge 
CB23 3RE 
 
 
Dear Ms Freeman, 
 
Study title: Algorithmic Protamine Dosing for Reversal of Heparin after 

Cardiopulmonary Bypass (PRODOSE) 
REC reference: 17/EE/0460 
Protocol number: P02337 
Amendment number: SA01 
Amendment date: 23 November 2018 
IRAS project ID: 231790 
 
The above amendment was reviewed by the Sub-Committee in correspondence.  
 
Ethical opinion 
 
The members of the Committee taking part in the review gave a favourable ethical opinion 
of the amendment on the basis described in the notice of amendment form and supporting 
documentation. 
 
The members of the Sub-Committee were in agreement that the Substantial Amendment 
did not raise any material ethical issues.  
 
Approved documents 
 
The documents reviewed and approved at the meeting were: 
 
Document   Version   Date   
Notice of Substantial Amendment (non-CTIMP)  SA01  23 November 2018  
Research protocol or project proposal [Clinical Trial Protocol 
PRODOSE]  

2  07 November 2018  

 
Membership of the Committee 
 
The members of the Committee who took part in the review are listed on the attached 
sheet. 
 
 



Working with NHS Care Organisations 
 
Sponsors should ensure that they notify the R&D office for the relevant NHS care 
organisation of this amendment in line with the terms detailed in the categorisation email 
issued by the lead nation for the study. 
 
Statement of compliance 
 
The Committee is constituted in accordance with the Governance Arrangements for 
Research Ethics Committees and complies fully with the Standard Operating Procedures for 
Research Ethics Committees in the UK. 
 
We are pleased to welcome researchers and R & D staff at our Research Ethics Committee 
members’ training days – see details at http://www.hra.nhs.uk/hra-training/  
 
17/EE/0460:  Please quote this number on all correspondence 
 
Yours sincerely, 

 
Dr Leslie Gelling 
Chair 
 
E-mail: nrescommittee.eastofengland-cambridgesouth@nhs.net  
 
 
Enclosures: List of names and professions of members who took part in the 

review 
 
Copy to: Ms Carol Freeman, Papworth Hospital NHS Foundation Trust 

Dr Florian Falter, Papworth Hospital NHS Foundation Trust 


