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If causally interpreted, self-monitoring of blood glucose
(SMBGQ) in type 2 diabetes reduces mortality by about 50%
[1]. The benefit emerges swiftly, as suggested by the
Kaplan—Meier survival curves. We wonder whether
pricking fingers might be the most effective intervention
ever reported in type 2 diabetes.

Unfortunately, the study in question is an example of
observational research fallacies. The study lacks internal
validity. The design is uncontrolled. Patients were not
examined personally. Instead, routine medical records of a
self-selected group of primary care physicians without
experience in performing clinical research were used to
extract patient data for analysis. Important bias and
confounders are likely. Differences in the nature and
severity of diabetes have not been ruled out. Heterogeneity
among groups is likely. Assessments of variables such as
blood pressure measurements have not been standardised.
In particular, social class and indicators of social support
were not documented. Socioeconomic status is a most
important prognostic factor for morbidity and mortality in
diabetes [2, 3]. This is of particular importance for the
present analysis, since for most patients with type 2
diabetes in Germany SMBG is not reimbursed. Therefore,
the study could be seen as measuring the hidden effect of
social class and social capital among individuals with type
2 diabetes rather than the effect of SMBG. Even the few
characteristics available from the medical records indicate
some important differences between patients using SMBG
and those who do not. The SMBG group is younger and
has lower systolic blood pressure. Other unknown differ-
ences are conceivable. The huge number of missing
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baseline data indicates how unreliable physicians’ routine
documentation can be. For example, HbA . values were
recorded for only 45% of the study population. Since study
endpoints are not verified through additional systematic
attempts, their reliability is of major concern. It is highly
likely that a healthy survivor effect exists, which means
that those who are still alive, fit and with social support
continue to be registered in the study and to use SMBG.

To our surprise, Martin and colleagues point out that
SMBG in type 2 diabetes patients would be difficult to
investigate in a randomised controlled trial. Certainly, we
cannot blind strips, lancets and meters. However, this is not
necessary. Randomised controlled trials of heterogeneous
methodological quality investigating the effects of SMBG
on HbA,, in type 2 diabetes have been published [4-6].
Follow-up was up to 1 year. Long-term compliance with
SMBG remains unknown. Outcomes like hypoglycaemic
episodes and health-related quality of life have rarely been
investigated [4]. Although recent meta-analyses suggest
that SMBG may result in better glycaemic control among
patients with type 2 diabetes [4, 5], any conclusion on the
long-term clinical relevance of this finding is speculative.
In addition, evidence on the superiority of blood glucose
over urine glucose monitoring in type 2 diabetes is lacking.
A Health Technology Assessment report concluded that
SMBG is not of additional benefit [6]. There have been
increasing requests for evidence-based data from large and
carefully designed randomised controlled trials investigat-
ing important clinical endpoints and cost-effectiveness of
SMBG compared with best available standard care [4-7].
Until results of such studies are available, the benefit of this
invasive and expensive procedure remains uncertain [8§].

In conclusion, the study by Martin et al. does not enlarge
the body of knowledge on the effectiveness of SMBG,
since the study lacks internal validity. In contrast, it is a
most impressive example of the need for high-quality
randomised controlled trials for the evaluation of interven-
tions on clinical outcomes, whether pharmacological or
non-pharmacological.
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