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Primary procedures

60% 
LRYGB
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New era of diabetes treatment and OMMs > MBS science requirement 

EBM: level of evidence in innovative surgical procedures 

Case SADI-S

Randomized clinical trials  

Long-term follow-up

MBS science in the new era

Innovative surgical procedures: what needs to be done?
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Innovation is important…





Evidence based medicine – EBM Surgery



Meta-
analyses & 
systematic 

reviews

Randomized 
controlled trials

Cohort studies

Case-control studies

Animal trials & in vitro studies

Case reports, opinion papers and letters

Hierarchy of scientific evidence

Strongest

Weakest



EBM: Levels of evidence

• LEVEL I
• Gold standard

• RCTs

• LEVEL II
• Controlled trials without randomization.

• Cohort or case-control analytic studies.

• Multiple time series studies

• LEVEL III
• Expert opinion and experience

• Small sample sizes

• No control group

• Large margin for error 

• LEVEL IV
• Personal experience

• Lacks any statistical validity

6.9.2024



EBM: Levels of evidence: new innovative MBS 
procedures

• LEVEL I
• Gold standard

• RCTs

• LEVEL II
• Controlled trials without randomization.

• Cohort or case-control analytic studies.

• Multiple time series studies

• LEVEL III
• Expert opinion and experience

• Small sample sizes 

• No control group

• Large margin for error 

• LEVEL IV
• Personal experience

• Lacks any statistical validity

6.9.2024



EBM: New era of GLP1-RAs
Outcomes and safety profile
MBS with long-term follow-up LRYGB +, LSG +-? 

• LEVEL I
• Gold standard

• RCTs

• LEVEL II
• Controlled trials without randomization.

• Cohort or case-control analytic studies.

• Multiple time series studies

• LEVEL III
• Expert opinion and experience

• Small sample sizes 

• No control group

• Large margin for error 

• LEVEL IV
• Personal experience

• Lacks any statistical validity



• All case reports excluded (high risk of 
bias)

• 1 study with low risk of bias

• 41 studies with moderate risk of bias

• Previous IFSO position statement in 2018

• 2018-2020: +25 case series and 3 case 
reports

• A total of 42 case series and 8 case 
reports

• Risk of bias: Newcastle-Ottawa scale 
(low, moderate or high)

6.9.2024

Quick Pubmed Search: all similar articles with IFSO 2020 
position statement -  141 papers

SADI-S





Conducting a randomized clinical trial is challenging: 
Overarching model on improving research relevance and 
change practice*

IDENTIFY 
NEED

DESIGN TRIAL
CONDUCT 
RESEARCH

DISSEMINATE 
RESULTS

CHANGE 
PRACTISE 

POLICY

MONITOR AND SUSTAIN

*adopted from ANZMUSC



Conducting a randomized clinical trial is 
challenging 



When are 
Randomized 
Trials 
Unnecessary in 
MBS ?

Courtesy of Ricardo Cohen, IFSO President Elect



Is the operation new in 
principles/surgical 

technique?

YES NO

RCTs x standard 
techniques should be 
performed
Safety,efficacy

Is there a claim of 
superiority of 
effectiveness 

made?

NO

Any significant changes to 
pre/peri/postop care?

Any new indication for a certain 
population?

YES

Prospective registries 
combined with small 

scale studies
(safety and efficacy)

NO

RCTs x standard 
techniques with 
long-term safety 
and efficacy

YES

Adapted from Ideal D framework, BJS, 2016

Courtesy of Ricardo Cohen, 
IFSO President Elect













Follow-up rate at 20 years 61.3%:

60% had a nutritional complication, 4 deaths 

related to malnutrition (3 liver failures, one 

sepsis)

Follow-up rate at 30 years 19.1%:

74% had a nutritional complication, 1 more 

death of liver failure 
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Clinical Surgical Science



Clinical Surgical Science > 
MBS science in multidisciplinary 
collaboration  



IFSO Consensus 2024

(Prager, Cohen, Busetto):

The role of obesity 

management medications 

in the context of metabolic 

bariatric surgery



The value of national and 
international collaboration

University Digestive Health Care Center
St. Clara Hospital and University Hospital Basel Switzerland

Disclosures

I have received honoraria for consulting and/or speaking from Aidhere, 
Allurion, AstraZeneca, Boehringer-Ingelheim, Currax, Eli Lilly, Johnson& 
Johnson, Merck, Novo Nordisk, Oviva, Xeno Biosciences

IFSO Consensus 2024

(Prager, Cohen, Busetto):

OMMs – Obesity 

management medications



The value of national and international 
collaboration
- RCTs on adjuvant use of OMMs in the 
context of MBS are needed 
- Fenotyping the patients > tailored treatment
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High volume centers:
Prospective observational cohort studies
High quality validated large registries: 
Prospective big data NEW INNOVATIVE SURGICAL  

PROCEDURES 

✓ AT MINIMUM WITHIN A 
PROSPECTIVE COHORT

✓ LONG-TERM FOLLOW-UP 





Thank you!
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