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Legge n. 24/2017

Criteri di inclusione

1.
2.
3.

4.

Essere elaborate da gruppi multidisciplinari e multiprofessionali di esperti;

Essere basate su un processo esplicito e sistematico di ricerca della letteratura biomedica;
Dimostrare un legame esplicito e oggettivo fra rilevanza e validita delle evidenze trovate e
forza relativa delle raccomandazioni;

Offrire raccomandazioni di comportamento clinico assistenziale su questioni cliniche o
clinico-organizzative specifiche.

Criteri di esclusione

1.

2.
3.

Position statements, consensus statements, consensus papers, cioé prese di posizione di gruppi di
esperti

LG basate su consenso di esperti

Percorsi clinico assistenziali (PDTA)



Legge n. 24/2017

Le LG devono superare il processo di valutazione da parte del CNEC (Centro Nazionale per I'Eccellenza
Clinica, la Qualita e la Sicurezza delle Cure):

1. Valutazione della qualita del reporting della LG (AGREE-based)
2. Valutazione della qualita metodologica (AGREE-based)

AGREE (Appraisal of Guidelines for Research and Evaluation) - Il

DOMAIN 1: SCOPE AND PURPOSE
DOMAIN 2: STAKEHOLDER INVOLVEMENT
DOMAIN 3: RIGOUR OF DEVELOPMENT
DOMAIN 4: CLARITY OF PRESENTATION
DOMAIN 5: APPLICABILITY

DOMAIN 6: EDITORIAL INDEPENDENCE



AGREE (Appraisal of Guidelines for Research and Evaluation) - Il

DOMAIN 1: SCOPE AND PURPOSE

NRel nutrients MDPI|

Article

Development of the Italian Clinical Practice Guidelines on
Bariatric and Metabolic Surgery: Design and
Methodological Aspects

Maurizio De Luca 1, Marco Antonio Zappa 2, Monica Zese ! » Ugo Bardi 3', Mara Grazia Carbonelli ",
Francesco Maria Carrano *, Giovanni Casella ®", Marco Chianelli 7, Sonja Chiappetta ®

, Angelo lossa ?,
Alessandro Martinino 1©

, Fausta Micanti 11, Giuseppe Navarra 12 Giacomo Piatto ¥, Marco Raffaelli 140,
Eugenia Romano 15, Simone Rugnluttn 1, Roberto Serra 1'5, Emanuele Soricell ﬂ, Antonio Vitiello 1# 3

Luigi Schiavo 19 . Iris Caterina Maria Zani 1':'_. Giulia Bandini 11’ Edoardo Mannucci 11, Benedetta Ragghianti 4l

and Matteo I'Ir'lnnal:m 2L+ on behalf of the Panel and Evidence Review Team for the Italian Guidelines on Surgical
Treatment of Obesity

Nutrients 2023, 15, 189. https:/ /doi.org/10.3390/nu15010189



AGREE (Appraisal of Guidelines for Research and Evaluation) - Il

DOMAIN 2: STAKEHOLDER INVOLVEMENT

SICOB: Societa Italiana di Chirurgia dell'Obesita ([talian Society of Obesity Surgery); ACOL:
Associazione Chirurghi Ospedalieri (Hospital Surgeons Association); [IFSO: International Federation for
the Surgery of Obesity and Metabolic Disorders; SID: Societa [taliana di Diabetologia (Italian Society for
the Study of Diabetes); AME: Associazione Medici Endocrinologi (Endocrinologist Association); SIO:
Societa Italiana dell’Obesita (Italian Society of Obesity); SIMG: Societa Italiana di Medicina Generale e
delle Cure Primarie (Italian Society of General Medicine and Primary Care); SIP: Societa Italiana di
Pediatria (Italian Society of Pediatrics); ADI: Associazione Italiana di dietetica e Nutrizione Clinica
(Italian Association of Dietetics and Clinical Nutrition); SIS: Societa Italiana di Statistica (Italian Society

of Statistics).

Nutrients 2023, 15, 189. https://doi.org/10.3390/nu15010189



DOMAIN 3: RIGOUR OF DEVELOPMENT

GRADE

(Grading of Recommendations Assessment, Development and Evaluation)

Health Care Question (PICO)
Systematic review

Studies | S s2 ‘m

QOutcomes 0c1 0oCc2 0Cc3 OC4
Important Critical
outcomes outcomes

Generate an estimate of effect for each outcome |

L

Rate the quality of evidence for each outcome, across studies
RCTs start with a high rating, observational studies with a low rating

Rating is modified downward: Rating is modified upward:

- Study limitations - Large magnitude of effect

- Impredsion - Dose response

- Inconsistency of results = Confounders likely minimize the effect

- Indirectness of evidence
- Publication bias likely

Final rating of quality for each outcome: high, moderate, low, or very low

L

Rate overall quality of evidence
(lowast quality among critical outoomes )

L

Decide on the direction (for/against) and grade strength (strong/weak*)
of the recommendation considering:
Quality of the evidence
Balance of desirable/undesirable outcomes
Values and preferences
Decide if any revision of direction or strength is necessary considering: Resource use

RCT e/o OBS

*Also labeled
“conditional”
or
“discretionary”

Guyatt G et al. J Clin Epidemiol 64:383-94, 2011



DOMAIN 3: RIGOUR OF DEVELOPMENT

1. Systematic methods were used to search for
evidence.

2. There is an explicit link between the

recommendations and the supporting evidence.

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

4. A procedure for updating the guideline is
provided.

/\

Clinical Practice
Guidelines

Secondary,
appraised,
filtered

Controlled Tial

Prospective, tests treatment

Cohort Studies
Prospective - exposed cohort is
observed for outcome

Case Control Studies
Retrospective: subjects already of interest

looking for risk factors

Case Report or Case Series
Narrative Reviews, Expert Opinions, Editorials

Animal and Laboratory Studies

Primary
Studies

Studies

No design

No humans
involved




Esempio di LG

5.2.1 GRADO DI RACCOMANDAZIONE PER PAZIENTI CON PREGRESSO EVENTO
CARDIOVASCOLARE, SENZA SCOMPENSO CARDIACO

Raccomandazione forte a favore dell’intervento, con qualita delle prove moderata.

Si raccomanda l'uso di metformina, inibitori di SGLT-2 e GLP-1 RA come farmaci di prima scelta per il
trattamento a lungo termine in pazienti con diabete di tipo 2 con pregressi eventi cardiovascolari e senza
scompenso cardiaco. Pioglitazone, DPP-4i, acarbosio ed insulina dovrebbero essere considerati farmaci di
seconda scelta. (Le sulfaniluree non sono piu raccomandate per il trattamento del DM tipo 2)

https://snlg.iss.it/wp-content/uploads/2021/07/LG_379_diabete_2.pdf



RCT vs observational studies: DPP-4i and mortality
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Fig. 3. Effect of dipeptidyl peptidase-4 inhibitor on cumulative risk of death. HR =
hazard ratio.

"Mannucci E et al. on behalf of the SID AMD lItalian Guideline Panel. Nutr Metab Cardiovasc Dis 31:2745-55, 2021

2Cristiano EA, Endocr. Pract., Epub ahead of print, 2022



Insulin Control Odds Ratio
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"Mannucci E et al. on behalf of the SID AMD lItalian Guideline Panel. Nutr Metab Cardiovasc Dis 32:1353-60, 2022
2Mannucci E, Ferrannini E. Diabetes Obes Metab 19:1201-1204, 2017
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Comparator/Reference

TABLE 1 Association of insulin therapy with major cardiovascular events and all-cause mortality in selected observational studies
randomized trials in patients with type 2 diabetes

HR [95% CI]*

Major CV events

Observational studies
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Esempio di LG

5.2.1 GRABQ DI RACCOMANDAZIONE PER PAZIENTI CON PREGRES®T EVENTO
CARDIOVASCOLAREMSENZA SCOMPENSO CARDIACO

Raccomandazione forte a favore dell’int®sento, cgasfflialita delle prove moderata.

——L

Si raccomanda l'uso di metfg a, inibitori di SGLT-2 e GLP-1 RA coffe=farmaci di prima scelta per il

trattamento a lungg#efmine in pazienti con diabete di tipo 2 con pregressi event™agdiovascolari e senza

scompensg-egTdiaco. Pioglitazone, DPP-4i, acarbosio ed insulina dovrebbero essere consid®mati farmaci di
da scelta. (Le sulfaniluree non sono piu raccomandate per il trattamento del DM tip0™2

Si raccomanda l'uso di metformina, $6H-2i—GER-1-RA-e DPP-4i (meno costoso) come farmaci di
prima scelta per il trattamento a lungo termine in pazienti con diabete di tipo 2 con pregressi eventi
cardiovascolari e senza scompenso cardiaco. SGLT-2i e GLP-1 RA dovrebbero essere considerati
come farmaci di seconda scelta, mentre pioglitazone e acarbosio di terza scelta.

(Insulina e sulfaniluree non sono pit raccomandate per il trattamento del DM tipo 2)

https://snlg.iss.it/wp-content/uploads/2021/07/LG_379_diabete_2.pdf
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Clinical Practice
Guidelines

Secondary, pre-
appraised, or
filtered

Randomized
Controlled Tial
Prospective, tests treatment
Cohort Studies
7 Prospective - exposed cohort is
Observational observed for outcome

Studies Case Control Studies
Retrospective: subjects already of interest

looking for risk factors

; Case Report or Case Series
No design /tlarrative Reviews, Expert Opinions, Editoriais\

Primary
Studies

No humans Animal and Laboratory Studies \

involved

Proton-pump inhibitor (PPI) therapy after bariatric
surgery for the prevention of marginal ulcers

PPI therapy should be given to patients undergoing bypass proce-
dures for the prevention of marginal ulcers

ISrmﬂg recommendation I

Justification

A meta-analysis of three cohort studies that compared the

comparative effect of PPIs on marginal ulcers suggested
beneficial effect of PPI treatment (OR 0.50, 95% CI 0.29 to

0.90, moderate certainty) (Supplementary Table S34)[131].
Under consideration of the risk/benefit ratio, the low cost

and acceptability of the intervention, the panel provided a

strong recommendation.
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Legge n. 24/2017: SNLG

Criteri di inclusione
1. Essere elaborate da gruppi multidisciplinari e multiprofessionali di esperti;
2. Essere basate su un processo esplicito e sistematico di ricerca della letteratura biomedica

g nutrients MDPI

=~

Article

Development of the Italian Clinical Practice Guidelines on
Bariatric and Metabolic Surgery: Design and
Methodological Aspects

Nutrients 2023, 15, 189. https://doi.org/10.3390/nu15010189



Article

Development of the Italian Clinical Practice Guidelines on
Bariatric and Metabolic Surgery: Design and
Methodological Aspects

Disagreement Agreement Outcome
N PICO . A 1
(Score 1-2) (Score 3-5) (Median) pprova
A. Indication for surgery
In patients with uncontrolled type 2 diabetes and
y BT T S .
1 BMI 30-34.9 kg/m*=, is bd-rldtrli_ /metabo.]lc surgery 5o, 95.8% ) Q
preferable to non-bariatric and metabolic surgical
treatments, for the treatment of diabetes?
Outcomes (efficacy)
1.1 Diabetes remission 8 o
12 Improvement of glycometabolic control (HbAlc; FPG; 3 o
' lipid profile; blood pressure)
13 Decrease of body weight (BMI; percentage of weigh lost; 8 o
"~ percentage of fat mass)
1.4 Reduction of macrovascular complications 8 o
1.5 Reduction of all-cause mortality 3 o
1.6 Improvement of quality of life 8 o
Outcomes (safety)
1.7 Perioperative mortality 7 o
1.8 Perioperative surgical complications 7 o
1.9 Serious adverse events (surgical and non-surgical) 7 o

Nutrients 2023, 15, 189. https:/ /doi.org/10.3390/nul15010189



Criteri di inclusione

2. Processo esplicito e sistematico di ricerca della letteratura

0 nutrients

Article

Development of the Italian Clinical Practice Guidelines on
Bariatric and Metabolic Surgery: Design and
Methodological Aspects

4.1,5.1

N* Outcome Type of Main inclusion criteria
study
1.1, 2.1, 3.1, Diabetes remission RCT

Patients aged 18+ years, with obesity and diabetes (or
subgroups with diabetes); studies performed on patients with
BMI 3034.9, >35, and >40 Kg/m? and duration= 52 weeks*bs;
diabetes remission! will be evaluated yearly whenever possible,

and at end point.

b. Metaregression analyses will be performed on all trials, irrespective of BMI at entry, plotting the effect on

outcome versus mean BMI at enrolment, in order to obtain a further estimate of the range of effect on outcome

in patients with BMI within the defined range.

c.  Subgroup analyses for studies with duration> 156 weeks and >260 weeks, and different comparators (active

or placebo/none) will be performed for all clinical questions, whenever possible.

Nutrients 2023, 15, 189. https:/ /doi.org/10.3390/nu15010189
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LINEE GUIDA DELLA SICOB SOCIETA ITALIANA DI
CHIRURGIA DELL’OBESITA E DELLE MALATTIE
METABOLICHE
La terapia chirurgica dell’obesita e delle complicanze
associate

https://www.sicob.org/00_materiali/Linee_Guida_SICOB_2023.pdf Published 05/09/2023
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