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Sites 

• 30 secondary care sites total 

• 20 sites are open to patient 

recruitment 

• 4 lead sites involved in trial 

management 

• Open to new sites joining 



Recruitment 

• Recruitment target: 410 patients • Recruitment due to finish end of Jul 2016 



Recruitment 

• 2363 patients screened 

• 140 potential patients to approach identified 

• Top reported reasons for ineligibility 

– Not on ACEi/ARB 

– CKD not stage 4 or 5 

– eGFR decline <2mL/min/1.72m2 per year 

– ‘Other’ 

– On dialysis or had transplant 



Completing screening & approach logs 

Give 1 reason per patient Can screen an 
upcoming 
clinic or can 
do a larger 
screen of 
electronic 
records 

No of unsuitable should equal 
the total of all reasons unsuitable 
in the white columns 

Please approach all suitable patients 

Unsuitable + 
To follow-up + 
To approach 
= Total patients screened 

Reasons unsuitable if ‘other’ 



Completing screening & approach logs 

• Completed for eligible patients that receive patient 
information only. 

Don’t share PII with BCTU 

START codes not in use 

Enter code for 
all entries 

Enter trial ID if 
they go into 
the study 



Amendments 

No. Changes Approved / Implemented 

NSA Error correction on ICF 07-Feb-2014 

SA01 
Minor clarifications to protocol wording  
New sites and PI changes 

30-May-2014 

SA02 New sites and PI changes 25-Sep-2014 

SA03 New sites and PI changes 11-Dec-2014 

SA04 Addition of MRC START sub-study 
Approved 09-Mar-2015,  
Not yet implemented 



MRC START project 

• Systematic Techniques for Assisting Recruitment to Trials 

 

 

• Researching recruitment interventions to improve patient 

recruitment 

• Nested into existing RCTs, including STOP-ACEi 

• MRC in STOP-ACEi 

- Multimedia resource to provide patients with information 

• http://www.population-health.manchester.ac.uk/mrcstart/STARTInterventions/MM/  

http://www.population-health.manchester.ac.uk/mrcstart/STARTInterventions/MM/
http://www.population-health.manchester.ac.uk/mrcstart/STARTInterventions/MM/
http://www.population-health.manchester.ac.uk/mrcstart/STARTInterventions/MM/
http://www.population-health.manchester.ac.uk/mrcstart/STARTInterventions/MM/


MRC START - Multimedia intervention 



MRC START - Multimedia intervention 



MRC START in STOP-ACEi 

• Website link added to the PIS and invitation letter 

• Changes for half of sites according to a randomisation at BCTU. 



Learning from experience 

• Eligibility queries 

- Immune-mediated renal disease 

- Blood pressure at randomisation 

- 5 or more BP agents 

- Ability to do 6-minute walk test 

 



Learning from experience 

• Withdrawal is when consent is withdrawn 

- Can withdraw consent from treatment, but continue 

follow-up – Intention to Treat principle 

- Ideally follow-up as per protocol, but routine data if 

not 

• Non-compliance 

- STOP arm: taking ACEi/ARB 

- Continue arm: stopping ACEi/ARB 



Learning from experience 

• Dialysis patients 

- Not withdrawn 

- Continue with follow-up as per Protocol 

- Trial assessments should be done BEFORE dialysis 

• Communication with the GP 

• Duration of baseline assessment 

• Timing of randomisation – intervention must be after 

baseline assessments 



Other STOP-ACEi Updates 

• Protocol submitted for publication 

• Poster presentation at BRS 2015 in Leeds 

• New site teleconferences 

• IT system update 

• Protocol amendment for clarifications 



Trial Oversight 

• Trial Management Group 

- Day to day running of the trial 

- Meeting regularly 

• Trial Steering Committee 

- Trial quality, credibility and progress 

- Last met 02 Mar 2015 

• Data Monitoring and Ethics Committee 

- Patient safety and trial integrity 

- Last met 05 Feb 2015 

• Funding body (EME) 

- Trial safety, progress and feasibility. 

- Reviewing annual reports and committee proposals 



Trial Oversight 

• Patient safety 

- No current concerns 

- No SARs reported to date 

- Most patients at early stage of intervention 

• Trial Progress 

- Concerns for low patient recruitment 

- Impressed with level of interest from centres and number of sites 

- Research question still valid  

- No concerns for trial design, conduct or scientific integrity 


