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Evaluation of RCT

CONSORT
CONsolidated Standards Of Reporting Trials

1) Designed for authors and editors: ‘how to report a RCT’

2) Extremely useful for readers

IT’S A CHECKLIST OF ITEMS TO INCLUDE WHEN 
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Lo studio ADOPT 
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Item 1
il titolo e l’abstract

Aspetti metodologici
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Item 2: il background scientifico è ben 
descritto ?

Problema clinico
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Item 3a: criteri inclusione ed 
esclusione
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Item 3a: criteri inclusione ed esclusione con 
caratteristiche della popolazione selezionata
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Item 3b: setting and location
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Item 4: descrizione dell’intervento
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Item 5: lo scopo delle studio è 
chiaro ?
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Ipotesi
fisio-patologica

Plausibile ?

Item 5: L’ipotesi di lavoro è ben posta ?
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Item 6: End-point primario

Item 6: End-points secondari
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Item 6: End-point primario

Comitato (di 3 esperti) di aggiudicazione dell’end-point 
primario. Key message molti paz si ritiravano all’inizio 
per insufficiente effetto terapeutico
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Item 7a: sample size
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Item 7b: interim
analysis
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Item 8:

Method to generate the random 
allocation (unpredictability)

Details of any restriction  
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Item 9: Method to implement the  
generation of the random allocation

Item 10: Who generated the 
allocation sequence, who enrolled 
participants and who assigned 
participants
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Item 11: Blindness to assignement
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Item 12: Stat Methods for primary 
outcome (and additional analysis)
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Item 13: flow of participants

Kahn SE et al. N Engl J Med 2006;355:2427-2443
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Item 14: Dates defining the periods 
of recruitment and follow-up 
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Item 15: Baseline demographic and 
clinical features of each group
Item 16: Number of participants in 
each group
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Item 17: summary of results by each single end-point
Kaplan-Meier Estimates of the Cumulative Incidence of 
Monotherapy Failure at 5 Years

Kahn SE et al. N Engl J Med 2006;355:2427-2443
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Hazard Ratio for Monotherapy Failure in the Rosiglitazone Group, as Compared with the Metformin 
and Glyburide Groups in Key Subgroups

Kahn SE et al. N Engl J Med 2006;355:2427-2443
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Item 17: summary of results 
by each single end-point

Diapositiva preparata da GIANLUCA PERSEGHIN e ceduta alla Società Italiana di Diabetologia. 

Per ric
evere la versione originale si prega di scrivere a siditalia@siditalia.it



Item 17: summary of results 
by each single end-point
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Item 17: summary of results 
by each single end-point
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Item 18: additional findings
Item 19: All important adverse events or side effects in 
each group (expected or unexpected)
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Item 20: Interpretation of the results based on 
the hypothesis, sources of imprecision and 
bias and taking into account the danger with 
multiplicity of analyses 

1) Brief synopsis of key findings
2) Possible mechanistic explanation
3) Limitations (high drop out rate)
4) Implications (clinical implication)
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Item 21: Generalizability (external validity) of 
the trial findings 

Item 22: General interpretation in the 
context of current evidence
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In conclusion

ADOPT: studio storico che influenza tutt’ora le 
linee guida in riferimento al farmaco di prima 
scelta nel paziente con primo riscontro di 
diabete o naïve alla terapia farmacologica

Robusto nell’ipotesi

Un altro esempio di come le cose non siano 
andate come ci si aspettasse 
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