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In an editorial published in the
second issue of the fifth volume of the
Nursing Practice Today, an issue was
raised about an inconsistency between
the registration information and the final
report of a clinical trial published in the
first issue of the fifth volume of the
Journal. The publication entitled, “The
effect of self-management education on
the quality of life and severity of the
disease in patients with severe psoriasis:
a non-randomized clinical trial”. This
trial had been registered in the Iranian
Registry of Clinical Trials as a
“randomized clinical trial”, while the
title of its final report shows that it was
“a non-randomized clinical trial”.

In the draft of that publication, there
were ambiguities in the randomization of
participants to the arms of the trial.
Given the critical importance of
randomization in clinical trials, the
reviewers of the Journal asked the
authors to clarify the ambiguities and
clearly explain the randomization
procedure. Then, based on the
explanations and clarifications provided
by the authors, the Editor of the Journal
recommended the authors to revise the
draft as a non-randomized clinical trial.
However, despite the importance of
congruence between the registration
information and the final report of a trial,
the authors provided no explanation
about the inconsistency between the
randomization techniques reported in the
registration information and the final
report of that study (1, 2). Thus, the
present Editorial was written about the

importance of clinical trial registration
and its applications.

Around one thousand years ago, the
famous Iranian physician, lbn-e Sina
(known as Avicenna in the west; 980—
1037), wrote an article entitled the
“Determination of temperaments of
simple drugs through experiment”. That
article—published as the second section
of the second volume of his influential
book, “The Canon of Medicine”—is
considered as the first formal
introduction of clinical trial. In that
article, Ibn-e Sina introduced seven main
requirements for drug experiments, the
seventh of which holds that any
judgment about the effects and the
strengths of drugs should be made based
on the results of studies on humans (3).

Currently,  clinical trials are
considered as the most reliable method
of producing evidence for clinical
practice (4) and a key strategy for the
advancement of medical sciences.
However, there have always been
concerns over the credibility of the
results of clinical trials. Therefore,
several standard guidelines have been
developed for registering, conducting,
and reporting clinical trials (5, 6).

Studies show that the positive results
of some clinical trials are frequently
published in different formats, while
their negative results are not published at
all or are published with delay. Such
selective outcome reporting has caused
strong biases in using or not using a drug
or a treatment protocol and has brought
about destructive effects on human
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beings. Consequently, in 2004, the
International Committee of Medical
Journal Editors decided to publish only
those trials which had been registered in
formal registries before sampling onset
(6). The aim of this policy shift was to
oblige researchers to clearly and
completely report all positive and
negative results of their clinical trials and
thereby, to prevent any kind of reporting
biases and any misuses of the results (7—
10). One month later, the health
ministers who had participated in the
annual meeting of the World Health
Organization required this organization to
develop a centralized network of
authentic primary clinical trial registries
in order to facilitate and organize the
registration and the retrieval of clinical
trials through a single platform.
Accordingly, the International Clinical
Trials Registry Platform was set up at the
following address, www.who.int/ictrp. In
its meeting in South Korea in October
2008, the World Medical Association
also added the Principle 19 to the
Declaration of Helsinki which holds that
the registration of a clinical trial before
its onset is mandatory (6, 11). Following
these movements, the Iranian Registry of
Clinical Trials (retrievable at www.irct.ir)
was set up and connected to the
International Clinical Trials Registry
Platform in December 2008 as the ninth
clinical trial registry center approved by
the World Health Organization. After
that, in December 2009, the Research
Administration of the Iranian Ministry of
Health and Medical Education required
all Iranian research journals of medical
sciences to consider only those clinical
trials for publication which had been
registered in the Iranian Registry of
Clinical Trials (9, 10). The Iranian
Society of Medical Science Journal
Editors also strongly supported this
requirement and encouraged researchers
to register their clinical trials in this
national registry and provide the
registration number of their trials in the
final reports of their works (10, 12).

Some of the main reasons for the
essentiality of registering clinical trials
are as the following:

« Registration provides governments,
academic institutions, and research
centers with reliable information related
to clinical trials and enables them to make
wiser decisions about funding new
researches instead of repetitive works.
This will save limited research budget for
new studies, particularly in developing
countries.

« Registration helps the editors and the
reviewers of journals more accurately
evaluate completed clinical trials and
provide them with information about
similar publications and uncompleted
works. Moreover, it provides them with
the opportunity of comparing the final
reports of clinical trials with their
registration information in order to judge
about the accuracy of the reports.

o Registration provides a valuable
source of information for the public.
People who are willing to participate in
clinical trials can access registration
information and decide whether to apply
for participation in trials of their interest.
» Registration requires researchers to
more strictly adhere to the principles of
research ethics and helps protect patient
rights.

« Registration promotes the credibility
of the generated results (13-16).

Despite the importance of registration
and the great emphasis on its application,
studies on published clinical trials show
inconsistencies between the registration
information and the final reports of
clinical trials respecting their designs,
methodologies, and results. For instance,
a systematic review reported the high
prevalence of inconsistencies between
the primary plans and the reported
results (14). In the final reports of
clinical trials, researchers need to report
any inconsistencies  between the
registration information and the final
reports and provide clear explanations
about the reasons for  such
inconsistencies (4). Moreover, editors
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and reviewers of journals need to take
registration information of clinical trials
into account when considering their final
reports for publication. The author
guidelines of journals should also be
revised to provide researchers and
authors with detailed information about
the principles and the processes of
clinical trial registration as well as with
standard guidelines and checklists for
reporting clinical trials and other types
of studies (15, 16).
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