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Come valutare la qualità delle 
informazioni biomediche?

Modulo 5. 

I metodi per la sintesi e la comunicazione delle 

informazioni sulla salute

C.I. di Metodologia clinica

Metodologia clinica 5.2

OBJECTIVE. The purpose of this study was to assess the 

prevalence of cardiorenal risk factors, their management in a 

routine clinical setting, and the actual achievement of 

international guideline targets in a large cohort of type 2 

diabetic patients with diabetic nephropathy.

Lo studio è osservazionale o sperimentale?
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RESEARCH DESIGN AND METHODS

This was a multicenter cross-sectional study. 

The study group covered 21 outpatient clinics 

in Campania, Italy, caring for diabetic patients. 

Twenty-one outpatient clinics in the Campania 

region of Italy (a geographic area 

characterized by a homogeneous prevalence 

of type 2 diabetes) were randomly chosen 

among all the regional clinics.

Come?

Dove?

All consecutive subjects seen at the centers 

during a 6-month period from November 2002 

to May 2003

Quando?
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RESEARCH DESIGN AND METHODS

Eligible patients were type 2 diabetic subjects with 
diabetic nephropathy who had regularly received 
outpatient care in the participating centers for at 
least 1 year.

Inclusion criteria were type 2 diabetes, age ≥40 
years, therapy with diet and/or oral hypoglycemic 
agents during the first 3 years of diagnosis of 
diabetes, persistent albumin excretion rate …..

Exclusion criteria were diagnosis of the diabetes at 
<30 years of age …

Chi?

28,550 diabetic patients were screened; 847 (348 
male and 449 female) patients were recruited.
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RESEARCH DESIGN AND METHODS

Blood pressure monitoring as a mean of three 

measurements taken in a sitting position after 

10 min of rest and with current drug regimens.

Daily salt intake (grams per day) was calculated 

by dividing 24-h urinary sodium excretion by 17. 

Patients were defined as ex-smokers if they had 

ceased smoking for 6 months.

Laboratory tests were performed at each 

investigative site.  All the laboratories checked 

internal quality and participated in a control 

program for external quality by sending random 

blood and urine samples to a central laboratory

Che cosa?
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348/847 = 41%
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odds
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%?

Confronti?
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OBJECTIVE.   The aim of this study was to assess the sodium 

balance in a CKD clinic and its effect on BP management.

METHODS.      We retrospectively reviewed charts from June

1998 through to June 2003

Because of the retrospective nature of this 

study, BP measurements were not performed under a rigorous 

study protocol
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The aim of the present study was to determine the association

between microalbuminuria and the components of the 

metabolic syndrome in the general population in Japan.

The metabolic syndrome, a multifactorial disorder, is characterized by 

abdominal obesity, hypertriglyceridemia, low high-density lipoprotein (HDL) 

cholesterol level, high blood pressure and high fasting glucose level.

Metodologia clinica 5.2

The survey population in this study is the general population
aged from 40 to 87 years in Takahata town. This region
has a resident population of 15,222 adults over the age of
40 years (males: 7,109, females: 8,113). From June through
November 2004, 1,055 males and 1,346 females (total,
2,401) took part in the program and agreed to join the study.

Systolic and diastolic blood pressures were determined by using a 
mercury manometer in a sitting position after at least 5 minutes 
rest. Measurement was performed twice, with the mean value 
used for statistical analysis.
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Qual è la prevalenza di 
microalbuminuria nei 
pazienti con sindrome 
metabolica (MS)?

There was a significant 
positive correlation 
between the number of 
components present 
and the corresponding 
prevalence of 
microalbuminuria 
(p<0.001).
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AIM

To investigate the 

influence of 

transfusional iron 

intake on the 

outcome of iron 

chelation therapy 

in thalassemia 

major.
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Fig 2. Graphical representation of distribution of hormones by treatment 

group (tamoxifen [blue] vs letrozole [yellow]) at baseline, 6 months, and 12 

months among patients with all values available. Box plots show (from up 

to  down): higher outliers (dots), 95 degrees percentile (line), 75 degrees 

percentile (upper side of the box), median (line within the box), 25 degrees 

percentile (lower side of the box), 5 degrees percentile (line), lower outliers 

(dots). P values for change over time are calculated by the Friedman 

analysis of variance test. 
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Design and Methods. We used combined therapy with 

desferrioxamine and deferiprone to treat 79 patients

Results.  The efficacy of combined therapy was evaluated in 

64 patients treated for at least 12 months.

Withdrawals

Thirty-four patients dropped out of the study after 1-38 

months of treatment. Thirteen patients (13%) withdrew 

because of adverse events, … eight patients withdrew 

because of a medical decision, … 13 patients withdrew 

voluntarily.
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Uguali o diverse?

Metodologia clinica 5.2



16/03/2010

12

Metodologia clinica 5.2

HERA trial, 

NEJM 2005; 353: 1659-72
NSABP/NCCTG, 

NEJM 2005; 353: 1673-84

Uguali o diverse?
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Un bicchiere o 

due profili?
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