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Common problems with ICFs 

Trial ID not completed 
Boxes ticked instead 
of initialled 

Some required 
boxes not initialled 

Incorrect version no. 

Missing signatures / dates 

Clinician counter-signing 
ICF not on del. log. 

Clinician counter-signing 
ICF on different date 

ICF not on headed paper 



CRFs and data entry 

• CRFs are in your site file or can be downloaded from the trial website 

- CRF01 – Randomisation  Form 

- CRF02 – Baseline assessment  

- CRF03 – Telephone follow-up 

- CRF04 – 3-monthly visits 

- CRF05 – Additional clinical visits 

- CRF06 – Lab results – used by central lab staff 

- CRF10 – SAE form 

• Participant diaries are there to help fill in the AE and clinic visit parts 
of the CRFs 

• Don’t forget KDQOL-SF questionnaires 



CRFs and data entry 

• Completed paper CRFs can be submitted to BCTU by post, fax or email 

 

 

 

 

• Can enter data directly into online system – will check for errors / omissions 

 

 

 

 

• Please keep originals of CRFs at site. 

• Please contact BCTU if you have queries 



Login 

• You will need: 
• A Unique Username – BCTU will provide after SIV 
• A Unique Password – you will set 

 
• No access until site fully approved 

 
• Once you have your Username and you can set your password at: 

https://www.trials.bham.ac.uk/password/  
 

• Activate your password by following instructions in e-mail. 
 

• Check your ‘Junk Email’ folder  
• Can manually add bctu-webadmin@contacts.bham.ac.uk to 

your list of safe senders in your email clients 
 

• Can then access the STOP-ACEi Online System at: 
https://www.trials.bham.ac.uk/STOPACEi     
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Entering a patient 

DEMO – entering and randomising a patient to STOP-ACEi 



Online forms 

DEMO – Creating and completing a form online 



CRF return rates 



Common issues with form completion 
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Common issues with form completion 

Baseline Visit 
(CRF02)  



Common issues with form completion 



Common issues with form completion 

Baseline Visit 
(CRF02)  



Common issues with form completion 



Common issues with form completion 

Pre-randomisation 
After being randomised to 

the stop arm of the trial 

(Page 7 Baseline Visit CRF) (Page 8 Baseline Visit CRF) 



Common issues with form completion 

The following results and assessments are only required at 
baseline and then again at months 12, 24 and 36: 

- Weight 

- C-reactive Protein (CRP) 

- Sample Tracking 

- Six-Minute Walk Test 

- 12-Lead ECG 

- KDQOL-SF questionnaires 
 
 
 
 



STOP-ACEi website 
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STOP-ACEi website 



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 9133 

Fax: 0121 415 9135 

Post: 

Birmingham Clinical Trials Unit, 
School of Health & Population Sciences 
Public Health Building  
University of Birmingham 
Edgbaston 
B15 2TT 

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

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


Questions & Suggestions 

  


