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ECUSTEC  

 
 Sponsor: The Newcastle upon Tyne Hospitals NHS Foundation Trust 
 

 Chief Investigator: Dr Sally Johnson 
 

 Deputy Investigators:  

 Prof Nicholas Webb, Manchester University Hospitals NHS 

Foundation Trust 

 Prof Moin Saleem, University Hospitals Bristol NHS Foundation Trust 

 

 Coordinating Centre: Birmingham Clinical Trials Unit (BCTU) 

 Hugh Jarrett, Team Lead 

 Emma Barsoum, Trial Manager 

 Terry Hughes, Data Manager 

 

 

 



 

ECUSTEC Overview 

 

Trial Design: Randomised, parallel group, double 

blind, placebo-controlled trial 

Sample size: 134 patients 

Full trial: 6 years 

 6 months set-up 

 4 years recruitment 

 1 year follow-up 

 6 months final data cleaning and analyses 

Pilot study incorporated  

 

 

 

 

 



 

ECUSTEC Sites 

 
 Tertiary centres  

• Participating as recruiting centres: 12  

• Open to recruitment: 10 

 

 Great North Children’s Hospital was the 

first site open to recruitment on the 10th 

July 2017 

 

 Patient Identification Centres (PICs) 

• Confirmed Capability and Capacity 

(C&C): 66 

• PICs: over 100 contacted  

 

 

 



ECUSTEC PICs  

 

Site name Number of confirmed PICs 

Alder Hey Children’s Hospital 4 

Birmingham Children’s Hospital 1 

Evelina Children’s Hospital 4 

Great Ormond Street Hospital 10 

Great North Children’s Hospital 8 

Leeds General Infirmary 5 

Nottingham Children’s Hospital (QMC) 15 (1 site subsequently 

withdrawn) 

Royal Hospital for Sick Children, Bristol 5 

Royal Hospital for Sick Children, Glasgow 3 

Royal Manchester Children’s Hospital 7 

Southampton Children’s Hospital 3 

University Hospital of Wales, Cardiff 2 



 

ECUSTEC Pilot Phase 

 

 Pilot phase started on the date the 1st patient was 

randomised – 11th August 2017  

 

 Pilot recruitment phase is due to end after the 2018 STEC 

HUS season 

• DMEC will meet to review pilot data 

• Assess safety and tolerability  
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ECUSTEC Pilot Phase 

 

Stop/Go point is March 2019 

26 patients to be recruited 

20 of the 26 patients to have received the planned 

two doses of trial treatment 

 At least 22 of the 26 patients to complete 6 

months follow-up 

Also a progress report due November 2018 

 

 

 



 

ECUSTEC Recruitment 

 



 

ECUSTEC Screening Data 

 



 

ECUSTEC Screening Data  

 
• ECUSTEC Screening data is cross-referenced against 

public health data 
 Public Health England (PHE) 

 NHS National Services Scotland (NNSS) 

 Public Health Wales (PHW) 

• Nearly all cases of STEC HUS are being captured by 

ECUSTEC via screening logs and participating sites 

• Reported back to NIHR EME 

• Allowed recruitment barriers to be identified early on 

 



 

ECUSTEC Site Visits 
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ECUSTEC Site Visit Outcomes 
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ECUSTEC Site Visit Outcomes  
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