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EDITORIAL
The quality of research with real-world informationaging

La calidad de la investigacion con informacién del mundo real.

Mauricio Palacios Gémez

Editor en Jefe, Revista Colombia Médica, Universidad del Valle. Cali, Colombia.,

Most of the medical practice has not been proven by controlled clinical trials, and there are no
plans to conduct such trials in order to decrease clinician uncertainty. This happens partly due
to the difficulty of making designs with scientific and ethical validity, the costs of this type of
research and the time required to generate results, which can be several years. Clinical trials do
not have the capability to generate information that allows to make decisions in some sectors of
clinical care and public health, such as when an epidemic occurs. Therefore, medical science is
based on observational studies, past practices and therapeutic tradition’

Observation of clinical data that have defined a clinical behavior precedes the clinical trial. The
knowledge about scurvy, the fact that this pathology is considered a nutritional deficiency and
its treatment with citrus fruits, originated thanks to the collection of clinical data on sailors,
soldiers and prisoners of the British Crown in the 18th and 19th centuries®. This clinical
information, which was collected uniformly and served to produce new knowledge, is what is
now known as Real World Data (RWD). A modern definition of RWD would be one that talks
about data obtained by any non-interventionist methodology that is collected prospectively and
retrospectively from observations of routine clinical practice, and which comes from various
sources including data from patients, doctors, hospitals, payers, social data, etc’.

Although the leading role of RWD was replaced in the mid-20th century by the controlled
clinical trial that offered greater scientific rigidity, in recent decades RWD have regained vigour
due to technology that allows the storage and retrieval of large volumes of information about
many of aspects of clinical care.

The current contribution to this way of acquiring knowledge is the evaluation method called Real
Word Evidence (RWE). The RWE is the compilation of all the information routinely collected
on patients from clinical systems into an understandable and homogeneously analysable data
set (big data) facilitated by the technology, which reflects the reality of treatment in the best
possible and comparable way *. RWE is derived from the RWD analysis.

The progression of the contribution of RWE research has been greater in areas of
epidemiological surveillance, that collects real-time information on emerging diseases °, and in
pharmacovigilance, that uses it to monitor and quantify adverse drug and therapeutic effects®.
The use of RWE is now proposed to approve therapeutic indications for medications’, and the
use of this information in single-arm clinical trials to define drug efficacy in orphan diseases has
recently been accepted®’.

The greatest strength of RWE studies is their external validity. Despite including controlled
clinical trials to make their recommendations, 44% of Cochrane Reviews concluded that “the
evidence is insufficient for clinical practice”. This happens because clinical trials only represent
small, homogeneous populations and are not generalizable to most of the study population'.
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Producing quality RWE research requires an adequate design that takes into account the major
limitations of observational studies: confounding, selection, and information biases, especially
when seeking causality”'2. The design and planning of RWE studies are essential to produce
science, because the large amount of information that these databases have can overwhelm the
researcher and make them believe that they are contributing scientifically when they are not
contributing new knowledge®.

The editor’s mission in RWE research evaluations is to achieve the principles of the
scientific process: discovery, transparency, and replicability '*°. To guarantee the rigor
and methodological transparency that supports the research with databases, the RECORD
(Reporting of studies Conducted using Observational Routinely-collected health Data) and
RECORD-PE (pharmacovigilance) guides were created, which are an expansion of the STROBE
guidelines that take into account specific problems of research results using routinely collected
health data >'¢. The purpose of these guidelines is to promote the quality of RWD sources and
RWE studies publications, so that the findings of these investigations are taken into account in
clinical practice, systematic reviews and evaluations of health technologies'. As their authors
warn, these are guidelines for the presentation of scientific reports and should not be taken as
guidelines for designing research with RWD.

Colombia Médica adheres to the RECORD and RECORD-PE statements in the journal’s
instructions and will encourage the use of these resources by our authors, peer reviewers and
associate editors, with the conviction of publishing the best version of their manuscripts.

The publication of these guides is a great help to publishers due to the growing demand for RWE
research publication requests. But it’s not enough; the ethical evaluation of these investigations
also requires that the ethics committees evolve, because the analyses cannot be considered from
the point of view of ethics in traditional research. The right to autonomy is very difficult to
protect and if great efforts are made to avoid traceability, the quality of data will be affected.
Transparency should emerge as an important value in researchers, both in the clarity of the
elaboration of the research question (especially in exploratory studies) and in the availability of
data to be reviewed by other researchers'.
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