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Clinical trial registration:
internal conflict?

To the Editor: To assure transparency and reporting of all
conducted clinical trials, in 2004, the International Com-
mittee of Medical Journal Editors (ICMJE) announced its
statement on clinical trial registration (1). According to this
statement, any clinical trial should be registered before its
beginning in certain registries, so that researchers can be
aware of its progress and results at different stages of the
study. This statement was soon endorsed by many influen-
tial organizations and many journals have asked for man-
datory registration of trials and reporting the registration
number of any submitted trial prior to its evaluation and
peer review. Even many small medical journals abide to
this rule (2). Previously, | discussed the impact of manda-
tory clinical trial registration on small medical journals (3).
Now, | would like to assess the internal consistency of this
statement through an example.
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Assume that you are the editor of a journal adhering to
the trial registration statement and receive a clinical trial
that has not been registered. What will you do? Accord-
ing to the rules set, you should reject the manuscript on
the fly and not send it for peer review as it has not been
registered. But, let us examine the raison détre of establish-
ing this statement — to report all clinical trials conducted
(assume that the trial is methodologically acceptable).
Therefore, if you do not let the said manuscript being
peer reviewed and published, you contradict the very ba-
sic reason why the statement exists. Therefore, to abide
to the statement, ie, to publish all conducted clinical tri-
als, you should let the manuscript be reviewed but ask the
author(s) to register it as soon as possible in an acceptable
registry. But, if researchers learn that they can postpone
registration of their trials to the time after submission, then
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only those trials with favorable results might be registered
and reported and this clearly contradicts the raison détre
of the trial registration statement again. Therefore, it seems
that no matter what option you choose, ie, to accept or not
to accept submission of an unregistered clinical trial, you
violate the raison détre of this statement and that is why
| believe this statement is self-contradictory and we have
to think about another approach to assure reporting of all
clinical trials (Figure 1).

References

1 De Angelis C, Drazen JM, Frizelle FA, Haug C, Hoey J, Horton R, et
al. Clinical trial registration: a statement from the International
Committee of Medical Journal Editors. Lancet. 2004;364:911-2.
Medline:15364170 doi:10.1016/S0140-6736(04)17034-7

doi: 10.3325/cmj.2011.52.746

In Reply: The Croatian Medical Journal strictly follows the
rule that manuscripts based on unregistered clinical trials
are immediately rejected (1-3).

Sre¢ko Gajovic

Editor-in-Chief, Croatian Medical Journal
srecko.gajovic@cmj.hr

References
1 Marusic A, Huic M. Registration of clinical trials still moving ahead -
September 2008 update to Uniform Requirements for Manuscripts

Submitted to Biomedical Journals. Croat Med J. 2008;49:582-5.
Medline:18925691 doi:10.3325/cmj.2008.5.582

www.cmj.hr

Croat Med J. 2011; 52: 745-6

Habibzadeh F. Does the world need a new journal? The
International Journal of Occupational and Environmental
Medicine. 2010;1:ii. Available from: http://www.theijoem.com/
ijjoem/index.php/ijoem/article/view/2/17. Accessed: December 8,
2011.

Habibzadeh F. Impact of mandatory registration of clinical trials
on small medical journals: scenario on emerging bias. Croat Med J.
2006;47:181-2. Medline:16489714

Laine C, Horton R, DeAngelis CD, Drazen JM, Frizelle FA, Godlee

F, et al. Clinical trial registration: looking back and moving ahead.
Croat Med J. 2007;48:289-91. Medline:17589970

De Angelis C, Drazen JM, Frizelle FA, Haug C, Hoey J, Horton R, et
al. Clinical trial registration: a statement from the International
Committee of Medical Journal Editors. Croat Med J. 2004;45:531-2.
Medline:15906482


http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15364170&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15364170&dopt=Abstract
http://dx.doi.org/10.1016/S0140-6736(04)17034-7
http://www.theijoem.com/ijoem/index.php/ijoem/article/view/2/17
http://www.theijoem.com/ijoem/index.php/ijoem/article/view/2/17
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=16489714&dopt=Abstract
mailto: srecko.gajovic@cmj.hr 
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18925691&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18925691&dopt=Abstract
http://dx.doi.org/10.3325/cmj.2008.5.582
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=17589970&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15906482&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15906482&dopt=Abstract
http://dx.doi.org/10.3325/cmj.2011.52.746

