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Abstract. Transparency and evidence-
based medicine are cornerstones of good
publication practices (GPP), and concern
publishers, editors, research investigators,
and reviewers alike. Methods for implement-
ing these principles within the framework of
GPP are described. The main aspects include
obtaining a Manuscript Agreement Contract,
a Statement on Transparency of Authorship
and a Declaration of Conflicts of Interest
from the authors. Assessing whether a manu-
script meets the requirements of EBM is
demonstrated using the “7-D assessment”.
The main purpose of this tool is to established
that the (1) right Design, (2) right Diagnosis,
(3) right Drug molecule, (4) right Dosage,
(5) right Data, (6) right Deductions, and (7)
right Documentation have been implemented
in order to meet the objectives of the investi-
gation. If the findings from any one of these
assessments is questionable, the compliance
of the research with EBM principles will be
weakened and the reviewers and editors will
make recommendations to the publisher ac-
cordingly. The guidelines described will help
to provide a fair and transparent process of
scientific publication and foster the freedom
of clinical pharmacological research.

Good publication practices (GPP) con-
cern publishers, editors, research investiga-
tors, and reviewers alike. This is because the
publication of research findings in the medi-
cal sciences is not driven by altruism or an
innate human need to alleviate suffering. Au-
thors of publications in medical research on
the one hand, are almost always motivated
by the desire for recognition and/or financial
factors, publishers and editors no less so.
Thus, those involved directly in the publish-
ing process, especially authors, are required
to exercise absolute integrity. Indeed, clini-
cal pharmacology manuscripts frequently
contain recommendations for drug treatment

as well as other information having a direct

bearing on patient health and well-being.

Since publishers and editors carry responsi-

bility for the material they publish, the ap-

plication of GPP and the contribution made

by peer reviewers are of considerable impor-

tance

1. to ensure complete transparency of au-
thorship and

2. to ensure that the principles of evidence-
based medicine (EBM) have been ap-
plied.

This viewpoint focuses on the implemen-
tation of these GPP (see also COPE, 2008

[1D).

A) Good publication practices
and transparency

Editors, referees, and the publisher in
particular are interested in the questions:
Who funded the work?

Who did the work?

Has the work been published before?

Has the study been registered?

Have ethical issues been addressed correctly?

Has the peer review system been applied in
an appropriate manner?

Are there issues of plagiarism or copyright?

Are there ethnic factors to consider?

Ignoring these questions could have a
deleterious effect on a journal’s image and
impact factor and therefore a Manuscript
Agreement Contract, a Statement on Trans-
parency of Authorship, and a Declaration of
Conflicts of Interest will be required.
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1) Manuscript Agreement
Contract

A Manuscript Agreement Contract in
which answers to most of these questions are
given will need to be made between authors
and publisher. It incorporates a statement
from the authors confirming
a) that the investigation described in the

manuscript is not being considered for

publication elsewhere — no double-sub-
mission,

b) that all authors named agree to publica-
tion of the manuscript,

¢) that publication copyright passes to the
publisher.

(Further reading: See Research Methods
and Reporting in Graf C et al. 2009 [2] and
Bareket-Samish et al. 2009 [3]).

2) Statement on Transparency of
Authorship

A statement confirming transparency of
authorship describes the contribution of each
author to the work being submitted. The list
of authors should include all those who have
contributed directly to the research.

A statement from authors certifying that
their manuscript has not been sponsored by
a commercial entity and the absence of any
acknowledgements means that non-authors
have made no substantial contribution to the
manuscript.

3) Declaration of Conflicts of
Interest

A conflict of interests is a set of circum-
stances that creates a risk that professional
judgment or actions regarding a primary in-
terest will be unduly influenced by a second-
ary interest.

Authors submitting manuscripts to a jour-
nal for publication are required to disclose
all of the authors’ relationships with compa-
nies that make products studied or discussed
in the article, companies that make related
products, and other pertinent entities with an
interest in the topic. If no relationships exist
with companies that make products studied

or discussed in the article then this can be
indicated explicitly.

In summary,

a) if the authors receive payment or other
type of reward for any work done,

b) if a commercial enterprise makes a pay-
ment, donates materials, equipment, ser-
vices or drugs to a hospital, commercial
research unit or academic institution or
finances the statistical evaluation of data
or makes payments to patients this must
be declared by giving full details of the
nature of the sponsorship and name and
address of the sponsor(s).

What is sometimes forgotten is that the
same holds true for reviewers. It is essential
that they inform the publisher of any possible
conflict of interest as outlined above. In ad-
dition, they should inform the publisher of
any personal relationship to the authors that
could influence the review. If a conflict of
interest exists, the reviewer must decline to
provide a review.

In other cases, the existence of a conflict
of interest sends out the message that the
findings in the published work must be in-
terpreted with caution for the reasons given
above.

B) Good publication practices
and evidence-based medicine

Sackett et al. 1966 [4] defined EBM as
“....the conscientious, explicit, and judicious
use of current best evidence in making deci-
sions about the care of individual patients.
The practice of evidence based medicine
means integrating individual clinical exper-
tise with the best available external clinical
evidence from systematic research.” Clinical
pharmacology manuscripts should therefore
include a patient-driven search and appraisal
of the available literature and incorporate
the best available evidence as EBM in the
manner described by Sackett et al. [3]. Most
authors of research articles in clinical phar-
macology are aware of this and use facts de-
rived from basic research, individual clinical
expertise and the best available external evi-
dence when presenting their findings.

The publisher delegates to editors and
they in turn to peer reviewers the task of as-
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sessing the scientific quality of submitted re-
search. A main aspect of this task must be to
ensure as far as possible that the principles of
evidence-based medicine have been applied.

The peer review of manuscripts is carried
out by editors, members of the editorial board
and referees with experience in the relevant
fields who are invited to peer review for the
journal. Names of suitable referees can be
suggested by authors. As a general rule at
least two reviewers’ reports are obtained be-
fore a decision on publication is reached. A
final decision on acceptance is usually made
by the Editor-in-Chief, a Section Editor, or
by an International Editor within a time-
frame that respects the interests of the author.

Assessing whether a manuscript meets
the requirements of EBM need not be dif-
ficult if the “7-D assessment” method, put
forward here as a suggestion, is used and
this holds true for most studies demonstrat-
ing drug efficacy, so called “negative stud-
ies” where a drug is shown to have no effect
on a chosen clinical parameter, e.g., in QT
studies, bioavailabilty and pharmacokinetic
studies, reviews and case reports.

The “7-D Assessment” comprises:
1. right Design

2. right Diagnosis,

3. right Drug molecule,

. right Dosage,

. right Data,

. right Deductions

. right Documentation

~N N L K

where

right design means that the study design and
protocol are appropriate for answering
the question(s) being asked;

right diagnosis is relevant for investigations
both in patients and healthy subjects
where subject and patient description and
patient selection need to be detailed, ac-
curate and appropriate for the aims of the
study;

right drug molecule begs the questions “Is
the active agent a known molecular spe-
cies?” and “Can the drug entity have a
mode of action compatible with the ob-
served pharmacological effects? Has a
pharmacological effect observed in vi-
tro a counterpart in vivo? Do confound-
ing factors exist such as the presence of
drug enantiomers, stereoisomers or drug

combinations? Herbal drugs and extracts
do not generally fit in with the concepts
of EBM. High first pass effects make it
likely that more than one active species is
present in the tissues;

right dosage concerns not only the size of
the dose (i.e., Is the dose or concentration
clinically relevant?), but also the method
of administration, bioavailability, and du-
ration of treatment. These questions also
apply to in-vitro studies with tissues and
cells;

right data are those data required to meet the
objectives of the study, which can estab-
lish or disprove efficacy, which have been
obtained using state-of-the-art methods,
and which have been evaluated using
recognized data analysis procedures. In
the case of reviews of the literature, the
retrieval methods used and quality of the
studies reviewed would need to be scru-
tinized;

right deductions means that conclusions will
be made following a correct and objec-
tive interpretation of the research findings
and should address safety and efficacy re-
quirements in clinical pharmacotherapy;

right documentation addresses primarily the
quality of the evidence in the supportive
literature and asks the questions “Is the
documentation up-to-date? Is it obtained
from peer-reviewed sources, and is it
comprehensive?” The citation of web-
sites is very useful for providing infor-
mation, but must be viewed with caution
when used to provide evidence. Informa-
tion on websites is not peer-reviewed and
can be subject to change.

If the finding of any one of these assess-
ments is questionable, the compliance of the
research with EBM principles will be weak-
ened and the reviewers and editors will make
recommendations to the publisher accord-
ingly.

Ignoring these questions might have a
deleterious effect on the integrity and cred-
ibility of the publication process the impor-
tance of which was referred to in the first
paragraph above.
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Conclusion

Transparency and EBM are cornerstones
of GPP and methods for implementing these
principles within the framework of GPP have
been described. They will help to provide a
fair and transparent process of scientific pub-
lication and foster the freedom of clinical
pharmacological research.
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