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Evidence base metabolic bariatric surgery –  Impossible dream?

Is MBS clinical practice currently driven by evidence or opinion? 
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AGREE (Appraisal of Guidelines for Research and Evaluation) - II

Centre for Evidence-Based Medicine. Study Designs. 2016 

https://www.cebm. net/2014/04/study-designs/.

DOMAIN 3: RIGOUR OF DEVELOPMENT

Systematic methods were used to search for evidence.

There is an explicit link between the 
recommendations and the supporting evidence.

The guideline has been externally reviewed by experts
prior to its publication.

A procedure for updating the guideline is provided.



Is  MBS clinical practice currently driven by evidence or opinion? 
Prof. Maurizio De Luca, Director Department of Surgery Rovigo,Trecenta and Adria Hospitals– Italy

Overview of Different Study Design

Systematic Review and Metanalysis

➢ Systematic Reviews and meta-analysis are epidemiological types of studies which do not
provide new data but have great importance.

➢ They allow to have a summary picture of the scientific evidence present on a particular
topic.

➢ They are therefore defined as updated summaries on the state of art of scientific research
in each sector, conducted by experts in the field, from which us you can get an idea of a
certain topic.

Cochrane Handbook for Systematic Reviews of Interventions. 
Retrieved from www.cochrane.org/resources/handbook/index.htm
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Overview of Different Study Design

Systematic Review

➢ The systematic review is a common type of research used in the assessment of literature
and studies, which addresses a particular health-related issue .

➢ Systematic reviews can be used “to summarize”, “to collect” the results of all available
medical studies and controlled trials.

➢ Systematic reviews can provide vital information about the effectiveness of an
intervention.

➢ One of the main disadvantages is that failing to collect and research complicated data may
lead to erroneous conclusions.

Cochrane Handbook for Systematic Reviews of Interventions. 
Retrieved from www.cochrane.org/resources/handbook/index.htm
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Overview of Different Study Design

Meta-analysis

➢ Meta-analysis is a study design, which is a powerful research method.

➢ A meta-analysis is the statistical process which “analyzes” and “compares” results from
several similar studies.

➢ It’s based on data collected from different studies. Meta-analysis is described as quantitative
and epidemiological study design.

➢ A rigorous meta-analysis is a great approach to evidence-based medicine.

➢ Since this design involves the profound analysis of previous studies, meta-analysis may have
the potential to reveal hidden insights and relationships, such as possible health risks
related to a new treatment and medical interventions. This particular aspect is one of the
main advantages of meta-analyses.

Cochrane Handbook for Systematic Reviews of Interventions. 
Retrieved from www.cochrane.org/resources/handbook/index.htm
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Need for and EVIDENCE-BASED MBS clinical practice: 
WHEN & WHY

• Pre-operative stage: choose the right procedure for the right patient according to his BMI, obesity-medical
conditions, preferences and anatomy

• Peri-operative stage: clinical-making in the management of possible complications (i.e., malabsorption, 
Venous Thromboembolism, pain control)

• Post-operative stage: nutritional assessment, need for revisional/conversion surgery
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- Lee Y, Hircock C et al. Assessment of guidelines for bariatric and metabolic surgery: a systematic review and evaluation using appraisal of guidelines for research and evaluation II (AGREE II) 
      Int J Obes (Lond). 2024 Jun 18

-   Brouwers MC et al; AGREE Next Steps Consortium. AGREE II: advancing guideline development, reporting, and evaluation in health care. Prev Med. 2010 Nov;51(5):421-4.

2024

2010

• Comprehensive search of MEDLINE and EMBASE conducted from January 2010 to October 2022 for bariatric clinical practice guidelines.

• Guideline evaluation carried out adopting the Appraisal of Guidelines for Research and Evaluation II (AGREE II) framework.
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2024

2010

• Quality appraisal of guidelines evaluated using the AGREE II instrument : 23 items across six domains

• Additionally, 2 global rating items: 
 - overall quality of the guideline (domain 7)
 - potential recommendation for use of the guideline in clinical practice (domain 8) 

• Each item rated using a Likert scale from 1 (strong disagreement) to 7 (strong agreement). The quality score for each domain is 
represented as a scaled domain score, as described in the AGREE II User Manual. The scaled domain score is calculated by 
standardizing the obtained score (total summed appraiser score) for each domain: (obtained score – minimum possible 
score)/(maximum possible score – minimum possible score) 

• A guideline with an overall assessment score ≥70% was considered to be of high quality 

- Lee Y, Hircock C et al. Assessment of guidelines for bariatric and metabolic surgery: a systematic review and evaluation using appraisal of guidelines for research and evaluation II (AGREE II) 
      Int J Obes (Lond). 2024 Jun 18

-   Brouwers MC et al; AGREE Next Steps Consortium. AGREE II: advancing guideline development, reporting, and evaluation in health care. Prev Med. 2010 Nov;51(5):421-4.
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2024

- Lee Y, Hircock C et al. Assessment of guidelines for bariatric and metabolic surgery: a systematic review and evaluation using appraisal of guidelines for research and evaluation II (AGREE II). 
     Int J Obes (Lond). 2024 Jun 18.
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2024

- Lee Y, Hircock C et al. Assessment of guidelines for bariatric and metabolic surgery: a systematic review and evaluation using appraisal of guidelines for research and evaluation II (AGREE II). 
     Int J Obes (Lond). 2024 Jun 18.
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2024

- Lee Y, Hircock C et al. Assessment of guidelines for bariatric and metabolic surgery: a systematic review and evaluation using appraisal of guidelines for research and evaluation II (AGREE II). Int J Obes (Lond). 2024 Jun 18.

- Carrano FM et al EAES Bariatric Surgery Guidelines Group. EAES rapid guideline: systematic review, network meta-analysis, CINeMA and GRADE assessment, and European consensus on bariatric surgery-extension 2022. Surg
Endosc. 2022 Mar;36(3):1709-1725.

2022

• The guideline with the highest overall assessment was created by the EAES, receiving an overall score of 94% and was 
recommended by all four evaluators. Five other articles achieved an overall score of 70% or higher.

• The applicability domain was the lowest-scoring domain with a median of 6%, which was 33% lower than the next lowest 
score, rigor of development. 
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2024

2022

- Lee Y, Hircock C et al. Assessment of guidelines for bariatric and metabolic surgery: a systematic review and evaluation using appraisal of guidelines for research and evaluation II (AGREE II). Int J Obes (Lond). 2024 Jun 18.

- Carrano FM et al EAES Bariatric Surgery Guidelines Group. EAES rapid guideline: systematic review, network meta-analysis, CINeMA and GRADE assessment, and European consensus on bariatric surgery-extension 2022. Surg
Endosc. 2022 Mar;36(3):1709-1725.
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2024

Nowicka P, Sjögren L, Bertilsson AS, Järvholm K, Sellberg F, Sundbom M, Thalén L, Trolle Lagerros Y. 
Systematic Development of National Guidelines for Obesity Care: The Swedish Approach. Obes Facts. 2024;17(2):183-190.

• PICOS (Population, Intervention, Comparison, Outcomes, and Study Design) model was used. 22 PICOS were constructed.

• The certainty of the evidence was graded for each outcome using the GRADE (Grading of Recommendations, Assessment, 

Development, and Evaluations) system.
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2024

Nowicka P, Sjögren L, Bertilsson AS, Järvholm K, Sellberg F, Sundbom M, Thalén L, Trolle Lagerros Y. 
Systematic Development of National Guidelines for Obesity Care: The Swedish Approach. Obes Facts. 2024;17(2):183-190.
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2010

2023

- Qin ZH et al. Quality evaluation of metabolic and bariatric surgical guidelines. Front Endocrinol (Lausanne). 2023 Mar 9;14:1118564 

- Brouwers MC et al; AGREE Next Steps Consortium. AGREE II: advancing guideline development, reporting, and evaluation in health care. Prev Med. 2010 Nov;51(5):421-4

• 9 surgical guidelines included in this study. 5 articles with AGREE II scores over 60% are worthy of clinical recommendation. 

• The field of rigor of development was relatively low, with an average score of 50.82%. 

• Among 15 key recommendations and the corresponding best evidence in the guidelines, only 3 key recommendations were grade A 
recommendations.
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2023

Qin ZH et al. Quality evaluation of metabolic and bariatric surgical guidelines. Front Endocrinol (Lausanne). 2023 Mar 9;14:1118564 
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2023

Qin ZH et al. Quality evaluation of metabolic and bariatric surgical guidelines. Front Endocrinol (Lausanne). 2023 Mar 9;14:1118564 
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2023

Qin ZH et al. Quality evaluation of metabolic and bariatric surgical guidelines. Front Endocrinol (Lausanne). 2023 Mar 9;14:1118564 
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• PICOS (Population, Intervention, Comparison, Outcomes, and Study Design) model was used. 14 PICOS were constructed

• The certainty of the evidence was graded for each outcome using the GRADE (Grading of Recommendations, Assessment, Development, and Evaluations) system

• Evaluation of the efficacy and safety of EBMT devices and procedures with current CE mark or FDA-clearance/ approval, or approved within five years of document development.

2024

Jirapinyo P et al. American Society for Gastrointestinal Endoscopy-European Society of Gastrointestinal Endoscopy guideline on primary endoscopic bariatric and metabolic therapies for adults with obesity.
Gastrointest Endosc. 2024 Jun;99(6):867-885.e64.
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2024

Jirapinyo P et al. American Society for Gastrointestinal Endoscopy-European Society of Gastrointestinal Endoscopy guideline on primary endoscopic bariatric and metabolic therapies for adults with obesity.
Gastrointest Endosc. 2024 Jun;99(6):867-885.e64.
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Jirapinyo P et al. American Society for Gastrointestinal Endoscopy-European Society of Gastrointestinal Endoscopy guideline on primary endoscopic bariatric and metabolic therapies for adults with obesity.
Gastrointest Endosc. 2024 Jun;99(6):867-885.e64.
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Jirapinyo P et al. American Society for Gastrointestinal Endoscopy-European Society of Gastrointestinal Endoscopy guideline on primary endoscopic bariatric and metabolic therapies for adults with obesity.
Gastrointest Endosc. 2024 Jun;99(6):867-885.e64.
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Jirapinyo P et al. American Society for Gastrointestinal Endoscopy-European Society of Gastrointestinal Endoscopy guideline on primary endoscopic bariatric and metabolic therapies for adults with obesity. Gastrointest Endosc. 2024 Jun;99(6):867-885.e64.
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Jirapinyo P et al. American Society for Gastrointestinal Endoscopy-European Society of Gastrointestinal Endoscopy guideline on primary endoscopic bariatric and metabolic therapies for adults with obesity. Gastrointest Endosc. 2024 Jun;99(6):867-885.e64.
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2024

2022

2023
De Luca M et al. Development of the Italian Clinical Practice Guidelines on Bariatric and Metabolic Surgery: Design and Methodological Aspects. 
Nutrients. 2022 Dec 30;15(1):189.
Guidelines of Italian Society of Bariatric Surgery and Metabolic Disorders (SICOB) 2023

Chianelli M et al. Italian guidelines for the management of adult individuals with overweight and obesity and metabolic comorbidities that are           
resistant to behavioral treatment. 
J Endocrinol Invest. 2024 Jun;47(6):1361-1371.
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2022

• Grading of Recommendation, Assessment, Development and Evaluation (GRADE) approach. 

• Contents of the GL were reported in accordance with the AGREE II (Appraisal of Guidelines for REsearch and Evaluation II) checklist.

• Only randomized controlled trials (RCTs) included.

• Definition of clinical questions, using the PICOs (Population, Intervention, Comparison, Outcomes, and Study Design) conceptual framework. 32 PICOS identified. 

• The definition of questions was performed using a two-step Delphi method. 

De Luca M et al. Development of the Italian Clinical Practice Guidelines on Bariatric and Metabolic Surgery: Design and Methodological Aspects. Nutrients. 2022 Dec 30;15(1):189.

Guidelines of Italian Society of Bariatric Surgery and Metabolic Disorders (SICOB) 2023

2023
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2024

• Adoption of the GRADE (Grading of Recommendations, Assessment, Development, and Evaluations) system

• Contents of the GL were reported in accordance with the AGREE II (Appraisal of Guidelines for REsearch and Evaluation II) checklist.

• Definition of clinical questions, using the PICOs (Population, Intervention, Comparison, Outcomes, and Study Design) conceptual framework. 8 PICOS identified. 

• The definition of questions was performed using a two-step Delphi method

• Systematic reviews, formal meta-analyses, and network meta-analyses performed for each PICOS to assess and rate the available evidence about efficacy and safety of endo bariatric 

procedures in comparison with either no interventions, lifestyle interventions, or approved anti-obesity treatments in patients affected by overweight/obesity in trials with a follow-up of 

at least 26 weeks

De Luca M et al. Upcoming Italian Clinical Practice Guidelines on Endoscopic Bariatric Treatment of Overweight and Obesity: Design and methodological aspects.evelopment of the Italian Clinical Practice Guidelines on Bariatric and Metabolic Surgery: Design and 
Methodological Aspects. Updates in Surgery, 2024
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TAKE HOME MESSAGES

• Guidelines currently drive our practice

• Guidelines are recommendations from Metanalysis or Systematic Review
 
• The best considered Guideline evaluation system commonly adopted is the Appraisal of Guidelines for Research and Evaluation II (AGREE II) framework.

• In Guideline development consider rigour of development but also applicability.

• Provide practical tools (i.e., checklists , algorithmic pathways for perioperative care, nomograms) or advice in order to make the guidelines not only theoretically and methodologically 
impeccable, but also pragmatically viable

• For Guidelines development it is paramount to clearly describe facilitators and barriers to implementation allowing practitioners to anticipate and manage challenges promptly

• IN MBS there are few guidelines with an overall assessment score ≥70% (AGRRE II) and can be considered high quality 
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IFSO European Chapter 2025

15-17 May 2025, Venice Italy

President of the Congress: 
Maurizio De Luca
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Thank you for your attention! 

From the Eminent Based Medicine… …to the Evidence Based Medicine… 


	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29
	Slide 30
	Slide 31

