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LEADER: Design studie 

CV: cardiovascular; DPP-4i, dipeptidyl peptidase-4 inhibitor; GLP-1RA: glucagon-like peptide-1 receptor agonist; HbA1c: glycated hemoglobin;  

MEN-2: multiple endocrine neoplasia type 2; MTC: medullary thyroid cancer; OAD: oral antidiabetic drug; OD: once daily; T2DM: type 2 diabetes mellitus. 
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Primární a klíčové sekundární cíle 

CV: cardiovascular; MACE: major adverse cardiovascular event; MI: myocardial infarction. 
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LEADER: globální studie 
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Vstupní  charakteristika  
(mean ± SD unless stated) 

 

*Heart failure includes New York Heart Association class I, II and III. BMI: body mass index; HbA1c: glycated hemoglobin. 
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Vstupní kardiovaskulární rizikový profil 

Data are number of patients (%). 

CHD: coronary heart disease; CKD: chronic kidney disease; CVD: cardiovascular disease; eGFR: estimated glomerular filtration rate; NYHA: New York Heart 

Association; TIA: transient ischemic attack. 
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Antidiabetická terapie při vstupu 

TZD: thiazolidinediones. 
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HbA1c 

Data are estimated mean values from randomization to month 48. 

CI: confidence interval; ETD: estimated treatment difference; HbA1c: glycated hemoglobin. 

Presented at the American Diabetes Association 76th Scientific Sessions, Session 3-CT-SY24. June 13 2016, New Orleans, LA, USA.  



Antidiabetická medikace zavedená během studie 

DPP-4: dipeptidyl peptidase-4; GLP-1RA: glucagon-like peptide-1 receptor agonist; SGLT-2: sodium-glucose co-transporter-2; TZD: thiazolidinedione. 
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Tělesná hmotnost 

Data are estimated mean values from randomization to last scheduled visit for body weight measurement (month 48). 

CI: confidence interval; ETD: estimated treatment difference. 
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Cholesterol 

Data are observed geometric mean values from randomization to last scheduled visit for LDL  and HDL cholesterol measurement (month 48).  

CI: confidence interval; ETD: estimated treatment difference; LDL: low-density lipoprotein; HDL: high-density lipoprotein. 
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Kvalita života: EQ5D 

Full analysis set. Estimated means. Change from baseline to 3-year assessment analysed using a linear mixed model accounting for repeated measures within patients using an 

unstructured residual covariance matrix. Interaction between visit and respectively treatment, sex, region and antidiabetic therapy at baseline are included as fixed effects and interaction 

between visit and respectively baseline EQ5D Index/VAS score and age at baseline are included as covariates.  

CI: confidence interval; EQ5D: EuroQol 5 Dimensions; ETD: estimated treatment difference; VAS: visual analog scale.  
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Primární cíl 
CV death, non-fatal myocardial infarction, or non-fatal stroke 

The primary composite outcome in the time-to-event analysis was the first occurrence of death from cardiovascular causes, non-fatal 

myocardial infarction, or non-fatal stroke. The cumulative incidences were estimated with the use of the Kaplan–Meier method, and the 

hazard ratios with the use of the Cox proportional-hazard regression model. The data analyses are truncated at 54 months, because less 

than 10% of the patients had an observation time beyond 54 months. CI: confidence interval; CV: cardiovascular; HR: hazard ratio. 
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KV mortalita 

The cumulative incidences were estimated with the use of the Kaplan–Meier method, and the hazard ratios with the use of the Cox proportional-hazard 

regression model. The data analyses are truncated at 54 months, because less than 10% of the patients had an observation time beyond 54 months.  

CI: confidence interval; CV: cardiovascular; HR: hazard ratio. 
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Rozšířený MACE 
KV úmrtí, nefatální IM, nefatální CMP, koronární revaskularizace nebo hospitalizace  

pro nestabilní anginu pectoris nebo srdeční selhání 

The cumulative incidences were estimated with the use of the Kaplan–Meier method, and the hazard ratios with the use of the Cox proportional-hazard 

regression model. The data analyses are truncated at 54 months, because less than 10% of the patients had an observation time beyond 54 months.  

CI: confidence interval; CV: cardiovascular; HR: hazard ratio; MACE: major adverse cardiovascular event; MI: myocardial infarction. 
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Celková mortalita 

The cumulative incidences were estimated with the use of the Kaplan–Meier method, and the hazard ratios with the use of the Cox proportional-

hazard regression model. The data analyses are truncated at 54 months, because less than 10% of the patients had an observation time beyond 54 

months. CI: confidence interval; HR: hazard ratio. 
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Hospitalizace pro srdeční selhání 

The cumulative incidences were estimated with the use of the Kaplan–Meier method, and the hazard ratios with the use of the Cox proportional-

hazard regression model. The data analyses are truncated at 54 months, because less than 10% of the patients had an observation time beyond 54 

months. CI: confidence interval; HR: hazard ratio. 
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Definice mikrovaskulárních cílů 

Příhoda Definice – jeden nebo více 

Mikrovasculární 

příhody 

Renální 

• Nový výskyt perzistentní makroalbuminurie  

• Perzistentní zdojnásobení sérového kreatininu 

• Nová potřeba trvalé terapie nahrazující ledviny 

• Úmrtí pro renální onemocnění 

Oční 

• Potřeba fotokoaulace retiny nebo léčba  

intravitreální  léky 

• Vitreální hemorrhagie 

• Slepota vázaná na diabetes  
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Mikrovaskulární příhody 

%: percentage of group; CI: confidence interval; HR: hazard ratio; N: number of patients; Rate: incidence rate per 100 patient-years of observation. 
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Nežádoucí účinky 

Full analysis set.  

• A serious adverse event was defined as an experience that at any dose resulted in any of the following: death, a life-threatening experience, in-patient 

hospitalization or prolongation of hospitalization, persistent or significant disability/incapacity, congenital anomaly/birth defect, important medical events 

that may jeopardize the patient based upon appropriate medical judgement.  

• A severe adverse event was defined as an adverse event that resulted in considerable interference with the patient’s daily activities.  

N: number of patients. 
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Selected adverse events of special interest 

Serious adverse events and nonserious medical events of special interest were identified by search in the Medical Dictionary for Regulatory Activities,  

version 18.0, or by “action to trial product: trial product permanently discontinued due to adverse event.”  

P-values were calculated by means of Pearson’s chi-square test. 
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Hypoglykémie 

Confirmed hypoglycemia was defined as plasma glucose level of less than 56 mg per deciliter (3.1 mmol per liter) or a severe event. Severe hypoglycemia was 

defined as hypoglycemia for which the patient required assistance from a third party. Analyzed using a negative binomial regression model. 

CI: confidence interval; PG: plasma glucose. 
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Novotvary  
Confirmed by adjudication 

*EAC-confirmed neoplasms with EAC onset date from randomization date to follow-up; includes malignant, pre-malignant, benign and unspecified 

neoplasms. Neoplasms were adjudicated by the event adjudication committee. This committee interpreted neoplastic growth as clonal disorders that grow in 

an autonomous manner. The abnormality of clonal disorder may not always have been identified nor could autonomous growth always be determined, but 

both were considered to be fundamental aspects of neoplastic growth. Cox proportional hazard regression model adjusted for treatment.  

%: proportion of patients; CI: confidence interval; EAC: Event Adjudication Committee; N: number of patients. 
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• Liraglutide snížil riziko primárního  3-stupňového  MACE o 13% 

 

• Liraglutide snížil rizika kompozitních mikrovaskulárních endpotinů 

    zejména snížením nové a perzistentní makroalbuminurie 

• Liraglutid snížil HbA1c, hmotnost a bylo při něm méně hypoglykémií 

• Liraglutide byl všeobecně dobře tolerovaný 

LEADER: Souhrn (1) 

HbA1c: glycated hemoglobin; MACE: major adverse cardiovascular event. 
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• Nebylo více pancreatitid, ale bylo zvýšení akutní lithiázy 

• Nebylo zvýšení hospitalizací pro srdeční selhání 

• Liraglutid snížil riziko celkového úmrtí o 15%  

• Liraglutid snížil riziko KV úmrtí o 22%  

 

LEADER: Souhrn (2) 

CV: cardiovascular. 
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