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Who’s involved? 

• Grant 

- NIHR/MRC Efficacy and Mechanism Evaluation (EME) Programme 

- Approved 2nd May 2013, Started 1st Feb 2014 

- Ref: 11/30/07 

• Sponsorship 

- Hull and East Yorkshire Hospitals NHS Trust 

 

• Coordinating Centre 

- Birmingham Clinical Trials Unit 



Approvals 

• MHRA 

- Approved 12th December 2013 

- Category A trial 

• Ethics 

- Yorkshire and The Humber REC, Leeds East.  

- Protocol version 2.1 

- Approved 29th Jan 2014  

• Portfolio adoption 

- Confirmed (pending NHS permissions) 13th Feb 2014 

- Renal speciality group of the CCRN 

- Lead CLRN: The North East Yorkshire and Northern Lincolnshire CLRN 



Registries and important numbers 

Sponsor reference: R1578 

Funder reference: 11/30/07 

REC reference: 13/YH/0394 

MHRA CTA reference: 21411/0242/001-0001 

ISRCTN: ISRCTN62869767 

EudraCT reference: 2013-003798-82 

IRAS project ID: 138827 

UK CRN ID number: 15908 



Sites 

• 23 secondary care sites included in the initial REC application 

• 4 main sites 

• Set up in progress at several hospitals 

• Open to new sites 



Site set-up – SSI forms 

 
• Must be listed on the REC form 

• Complete Practical Arrangements form 

• An SSI form must be completed on IRAS 

- Completed by site – give address on PA form 

- Completed by BCTU – complete all of PA form 

• Return PA form to BCTU along with 

- GCP certificates 

- CVs, recently signed and dated 

- Letter head  

- Honorary contracts/Letters of access (if applicable) 



Site set-up – Contracts 

• All sites need a Clinical Trial Site Agreement (CTSA) in place before the can start 
any trial activities 

• Between Sponsor and the site 

• BCTU will coordinate 

• Contract is based on the CTSA template 

• Includes PI agreement 

• Signed by: 

- PI 

- local R&D 

- sponsor R&D 



Site set-up – Delegation log 

• PI is responsible for the conduct of the study at site 

• But, trial duties can be delegated to appropriately trained and capable staff 

• The PI is responsible for ensuring that staff are adequately trained and capable 

of doing their delegated tasks 

• This must be documented in the delegation log for ALL staff that do any trial-

related activities. 



Site set-up – Training requirement 

Minimum training required: 

• GCP training  

• Study-specific training 

- Protocol review  

- Review of study guidelines – see Section 9 of your ISF 

• Minimum Casenote Documentation Requirements 

• Randomisation and Data Entry 

• Preparation of Trial Samples 

• 6-minute walk test 

The study-specific training will be satisfied by: 

• Attending the Site Initiation Visit/Teleconference; 

• OR Attending a STOP-ACEi Investigator Meeting; 

• OR PI-directed training at site; 

• OR Self-directed training by reading the study Protocol and applicable guidelines. 



Site set-up – Investigator Site Files 

• BCTU will provide 

• Contains all essential documents 

• Useful guidelines and information 

 

• The PI is responsible for maintenance 

• BCTU will send updates when needed 
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Site set-up – Investigator Site Files 



Site set-up – Site Initiation Visit 

• By teleconference 

• Arranged when we have: 

- R&D approval letter 

- Signed CTSA 

- ISF sent received 

- Site staff details 

• Afterwards: 

- SIV Report 

- Resolve issues 

- Sponsor green light 



Site set-up – Sponsor ‘green light’ 

  

Site 
Prepare SSI or PAF 
R&D approval letter 
Signed contract 
CVs 
GCP certificates 
Honorary contracts 
Letterhead or localised docs 
Sign delegation log 

BCTU 
Send ISF 
Conduct SIV 
Prepare SIV report 
Resolve any issues 
Apply for green light 

Sponsor 
RG Checks 
Give green light 



Recruitment 

• Participants: 410 patients 

• Centres: 23 included on REC application 

• Recruitment duration: 2 years 

• Follow-up duration: 3 years 

Assumes 22 sites recruited at 1 per month and all sites recruiting 1.15 participants per month 



Contact details 

  Trial website: www.birmingham.ac.uk/STOPACEi  

Online Randomisation and data 
entry system: 

www.trials.bham.ac.uk/STOPACEi  

E-mail: STOPACEi@bham.ac.uk  

Telephone: 0121 415 9132 

Fax: 0121 415 9135 

Post: 

Birmingham Clinical Trials Unit, 
Robert Aitken Institute  
University of Birmingham 
Edgbaston 
Birmingham 
B15 2TT 

STOP-ACEi staff: 
Marie Valente, Trial Coordinator 
Liz Brettell, Renal Trials Manager 

http://www.birmingham.ac.uk/STOPACEi
http://www.trials.bham.ac.uk/STOPACEi
mailto:STOPACEi@bham.ac.uk

