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‘Observational studies based on large existing health care databases have a well established
role in clinical research. Nevertheless, there are controversies regarding the validity of
observational studies based on such databases. Among limitations is the fact that the data
collection methods are predetermined and not controlled by the researcher. Misclassification
constitutes a frequent limitation of registry-based research. In addition, as with any type of
nonrandomized epidemiological research, the absence of confounding cannot be assumed in
studies of associations between a given exposure and a given outcome using large databases.
The value of these population-based databases for interpreting observed associations as causal
will therefore also depend on how effectively confounding can be controlled. Confounding is
the situation in which the difference in the risk of the outcome (or lack thereof) between
exposed and unexposed can be explained entirely or partly by imbalance of other causes of the
outcome in the contrasted groups. Ideally, to directly observe a causal (ie, confounding-free)
exposure—outcome relation, we would like to examine the occurrence of a given outcome in
the same group of people over the same period of time under two contrasted exposure
conditions. In reality, this is impossible, as for each person only the outcome under one
exposure condition is observed; the outcome under the counterfactual exposure condition is

not observed. Thus, one will need to find ways to control confounding or at least assess its

potential impact.’
(7 )% (confounding) & (342>, HARZECRIHE X,

(NBEMTICE T DOWELEET L LOERL HAETHHE X,



(1)

CHk : Manuj Sharma et al. Observational studies of treatment effectiveness: worthwhile or
worthless? Clinical Epidemiology 2019; 11: 35-42.

AN o472 (blas) ISP 2 XEZ A, MWICEZ R I Vv,

‘Although it is common practice in RCTs, estimating the effectiveness of treatments by
comparing treated and untreated individuals in a cohort study can lead to bias as treatment
may be indicated only for those with a specific prognosis. The results may suggest that
treatment is ineffective if an untreated group has a better prognosis or, conversely, may
exaggerate effectiveness if the untreated group has a worse prognosis. This type of bias, which
often occurs in observational studies, is known as channeling bias or confounding by
indication, and arises when the indication for choosing a particular treatment also affects the
outcome. Treated and untreated groups commonly differ in terms of disease severity, which

can be difficult to measure in a cohort study.’
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‘In any cohort study comparing the effectiveness of different treatments, all groups at baseline
must have an equal chance of recording the outcome being investigated. A thorough
consideration of whether individuals receiving one treatment may have longer follow-up, or
are more likely to be screened for an event, to be intensively managed or to have better data
recorded, must be made at the outset. For example, individuals prescribed the anticoagulant
warfarin, which requires regular international normalized ratio blood testing, as opposed to
direct oral anticoagulants, which do not, may have more frequent health care contacts and
thus greater opportunity to report symptoms that lead to identification of an outcome being

considered.’
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