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A new era 

“to create a culture & 
provide an infrastructure 

for multidisciplinary 
research that contributes 
to significant changes in 
surgical services in the 
NHS and worldwide” 

 



http://www.rcseng.ac.uk/surgeons/research/sur
gical-research/surgical-clinical-trials 

www.methodologyhubs.mrc.ac.uk 

http://www.methodologyhubs.mrc.ac.uk/
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RCTs in surgery are possible  

How to optimise recruitment 

 

Keeping the research question relevant 

 

How to collaborate.... 
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20 RCTs 
Just two: Band vs. Bypass 



HTA report stated... 

 

 “A comparison of procedures... such  as gastric 
bypass with adjustable gastric banding, would be 
desirable.... 

 

 .....however, this may not be possible because of 
expert opinion” 



Surgical referrals NICE criteria 

Eligible for By-Band (60%) 

Band 

N=362 

Bypass 

N=362 

The By-Band Study 

Internal pilot phase with recruitment intervention 



  
 
 

       All referrals for bariatric surgery 

Eligible (60%)   Ineligible 

  Screened for trial eligibility   
  

 Randomised (30 to 50%)      Not randomised 

Why? 

Rigorously use screening logs 

Why? 

Cross over < 5% 
Loss to follow up < 5% 
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   All referrals for bariatric surgery 

Eligible 231 pts (69%) 

  Screened for trial eligibility 333 pts (24% fewer) 
     

Randomised 28% first three months to 49%   

Internal pilot results (24 centre months) 

Cross over 3.5% 
Loss to follow up 2% 



60% eligible,  
30% recruited in first 18 months, 
50% thereafter 

Recruitment internal pilot 

Target recruitment 



Progression criteria  
 



Keep the research question relevant 
 
 
 
 
 
 
 
            Sleeve gastrectomy 



Changes in UK bariatric surgery  
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Private & public surgery 2011- 2013 

Public funding 

Band

Bypass

Sleeve

Other

Private funding 

AGB

RYGB
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Other

14.7% 
Band 

42.3% 
Band 



3 Band vs. Bypass 
 
7 Bypass vs. Sleeve 
 
0 Band vs. Sleeve 

15 RCTs of surgical 
interventions 
 
 



Internal pilot to main trial 
By-Band-Sleeve 





Surgical referrals NICE criteria 

Eligible for By-Band (60%) 

Band 

N=447 

Bypass 

N=447 

The By-Band-Sleeve Study 

Sample size - 1341 

Bypass 

N=447 



Target recruitment in By-Band 

• Calculated as 60% eligible, 

• 30% recruited in first 18 months,  

• 50% thereafter with training 

 

45% 

20% 

     -Sleeve 



Target recruitment 
60% eligible,  
20% recruited in first 12 months, 
45% thereafter 

By-Band-Sleeve recruitment 



Recruitment 

Centre Mnths 
open  

New pts Audio     
(%) 

Eligible   
(%) 

Recruited 
(%) 

Centre 1 30 499 260 (52%) 354 (71%) 112 (33%) 

Centre 2 27 160 115 (72%) 130 (81%) 57 (47%) 

Centre 3 8 86 31 (36%) 57 (66%) 10 (18%) 

Centre 4 6 18 12 (67%) 17 (94%) 9 (53%) 

Centre 5 4 75 3 (4%) 66 (88%) 1 (…) 

Centre 6 Just opened 

Overall 75 838 624 (75%) 189 (30%) 



  

 

 

 Collaboration is the new competition 



By-Band-Sleeve Centres  (n=12) 

6 open 

7. Homerton 

8. Luton & Dunstable 

9. Portsmouth 

10. Derby 

11. Birmingham 

12. Imperial 

13. Whittington 

 

 



http://www.ox.ac.uk/
http://www.tsft.nhs.uk/Default.aspx




• Ask important questions 

• Team important (linguists) 

• Pilot phase (for sheep) 

• Keep abreast of practice 



Thank you for listening 

 

j.m.blazeby@Bris.ac.uk 


