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Plagiarism In 
Clinical Evaluation Reports (CERs)
What To Look Out For



Plagiarism can have a detrimental effect in scientific/medical 
research, as it triggers both disreputation and depreciation 
but in the case of regulatory writers involved in the production 
of CERs, plagiarism accusations could also result in major 
non-conformances and obsolescence of the evidence provid-
ed to support conformity to essential requirements. 
But is it possible to be in a situation where a regulatory writer 
will commit plagiarism in a Clinical Evaluation Report? 

In this eBook, we will examine guidelines for regulatory writing 
and documents, incidences and causes of plagiarism, as well 
as what to look out for, if in doubt.
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The preparation of Clinical Evaluation Reports (CERs) 
is a highly demanding task that prerequisites knowl-
edge of Regulations, outstanding writing and re-
search skills, as well as the ability to critically ap-
praise scientific information. 

Given the legal aspects and restrains of CERs, regu-
latory writers are not requested to present their 
own original work, but rather collect/appraise all 
available data from different sources (manufacturer, 
authorities, medical literature, etc.) and prepare a 
critical, concise assessment according to relevant 
guidelines and/or Regulations (e.g. MEDDEV, MDCG, 
EU-MDR 2017/745  etc.), while remaining neutral and 
unbiased1.

Although there are guidelines and statements de-
scribing the appropriate role of medical writers 
during the development of medical and scientific 
publications, including articles in peer-reviewed 
journals and presentations during congresses, there 
is no such guidance set in stone for plagiarism in 
CERs.
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As regulatory writers, we are constantly looking for guidelines to follow during the production of 
documents. MEDDEV 2.7/1 Rev. 4 states that a CER should include a comprehensive literature 
review with full identification of articles and products discussed. The appraisal of these data 
should be thorough, objective, systematic and unbiased and the evaluators are expected to set 
up an appraisal plan that describes the procedure and eligibility criteria used. However, MEDDEV 
guidance provides no explicit instructions for regulatory writers on whether copy-pasting from 
scientific documents should be avoided – something that in scientific publications would clear-
ly be marked as plagiarism..  

So the question remains: what is the rule when writing CERs or other regulatory documents and 
could copy-pasting of original material be interpreted as plagiarism?

At the same time, Hamilton2 does argue that it is better to copy-paste than to provide inaccurate information in the 
regulatory document:

“[…] care must be taken to cross-reference only accurate original material. If accuracy is in question or text is open 
to interpretation, better practice is to include abstracted unambiguous information directly in the CSR text.” 
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This highlights that lack of ethical awareness, poor 
understanding of both scientific writing guidelines 
and the repercussions of committing plagiarism, as 
well as poor language proficiency and limited experi-
ence can easily result in lack of writing confidence 
and, therefore, to plagiarism in order to produce a 
"publishable" work. 

Added to the above, the "Publish or Perish" effect10, 11, 
often holding hands with the "Chaperone effect"12, 
exert a substantial amount of pressure on researchers 
that are struggling to rise from "anonymity" and gain 
popularity and prestige – which are often attached to 
funding and academic ascent.

However, a regulatory writer has no personal bene-
fit from the CER in the sense that the CER is a strictly 
confidential regulatory document, which cannot be 
used by the writer as proof of published work.

Within the scientific writing context, plagiarism is 
a form of scientific misconduct related to the 
unacknowledged presentation or exploitation of 
work and ideas of other researchers as one's 
own. Plagiarism should be distinguished from 
other expressions of scientific fraud/misconduct, 
such as data fabrication, data falsification and de-
ception during conduct of a trial and/or an experi-
ment3–5.

Although the incidence of plagiarism varies signifi-
cantly from source to source, there is increasing 
evidence we are dealing with an alarmingly in-
creasing form of mal-practice6–8. The recently pub-
lished "Retraction Watch" database, which in-
cludes more than 18,000 retracted papers and con-
ference abstracts dating back to the 1970s, has al-
lowed the Science magazine to analyze more than 
10,000 retracted articles9.
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Even when a regulatory writer cites their own arti-
cle(s) in a CER, this will not be registered to their ci-
tation record, because CERs remain strictly confi-
dential at all times. In any case, withholding infor-
mation and/or citations within the context of a reg-
ulatory document, is extremely difficult, if not im-
possible, as the final product is subject to revision 
(AND approval) by the authorities and the manufac-
turer. 

It is more likely for regulatory writers to detect pla-
giarism given their unlimited access to data and the 
systematic appraisal of clinical literature. Needless 
to mention that language and writing proficiency 
excludes CER regulatory writers from being plagia-
rism candidates, as they are selected via a scru-
tinised process that ensures their ability to manage 
both linguistic and technical aspects of a CER.

The primary role of regulatory writers is not to pres-
ent original work, but to collect and appraise all 
available data from different sources (manufactur-
er, authorities, medical literature, etc.) in order to 
prepare a critical, concise interpretation to be used 
as evidence of the continued safety and perfor-
mance of a medical device. 

The project assigned to the regulatory writer is not 
complete until an exhaustive, critical analysis of 
data has been performed. Unbiased referencing 
and unrestricted access to bibliographical resourc-
es cannot account for plagiarism, also because clin-
ical data is appraised and assessed, based on data 
contribution, data suitability and levels of evidence 
in order to prove conformity with legal require-
ments.
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EU-MDR requirements for identification of reliable sources of evidence, as well as for 
the critical appraisal and interpretation of both favourable and unfavourable data re-
lated to the safety and performance of a medical device, are incompatible with the 
definition and manifestations of plagiarism. 
Consequently, as long as proper and full citation practices are implemented, a CER 
regulatory writer cannot be accused of plagiarism and is in fact acting as a safety net 
protecting the authorities and the notified bodies from falsified, fabricated and/or 
manipulated clinical data. Inclusion of exact words properly cited, when needed, 
allows to immunize the regulatory evaluation process against understated or distort-
ed clinical results; thus, it may prevent regulatory scandals and exposure of the gen-
eral population to risk13, 14.

Do not copy-paste content from 
scientific articles; always approach 
articles in a critical way
Always cite your sources properly, 
providing access to full-text origi-
nal articles
Always keep in mind that a regula-
tory writer is not submitting the 
data; he/she is critically appraising 
them. A regulatory writer is like a 
post-publication peer-reviewer!

Since there are no explicit 
guidelines on plagiarism in 
CERs, here are a few of 
things to look out for as a 
regulatory writer to avoid 
being accused of it:

Overall

1.

3.

2.

Life - Science Compliance  Services
To Strive  To Seek  To Find



1. Dörr P WS, Walker S. Writing for medical devices compared to pharmaceuticals: An introduction. Medical Writing (EMWA Journal). 2017;26(2):8–13.
2. Hamilton S. Effective authoring of clinical study reports: A companion guide. Medical Writing (EMWA Journal). 2014;23:89–92.
3. Seife C. Research Misconduct Identified by the US Food and Drug Administration: Out of Sight, Out of Mind, Out of the Peer-Reviewed Literature. JAMA Intern Med. 
2015;175(4):567–77.
4. Masic I. The importance of proper citation of references in biomedical articles. Acta Inform Med. 2013;21(3):148–55.
5. Wang J. Jerry C,  Alotaibi N, Rutka J. Retraction of neurosurgical publications: a systematic review. World Neurosurg. 2017;103:809–14.
6. Gupta A. Fraud and misconduct in clinical research: A concern. PerspectClin Res. 2013;4(2):144–7.
7. Corbyn Z. Misconduct is the main cause of life-sciences retractions. Nature. 2012;490:21.
8. Higgins J. Feng-Chang L, Evans  J. Plagiarism in submitted manuscripts: incidence, characteristics and optimization of screening-case study in a major specialty medical journal. 
Res Integr Peer Rev. 2016;1:13.
9.Brainard J. What a massive database of retracted papers reveals about science publishing's "death penalty". Science Magazine. 2018;https://www.science-
mag.org/news/2018/10/what-massive-database-retracted-papers-reveals-about-science-publishing-s-death-penalty.
10. Grimes D. Bauch C, Ioannidis P. Modelling trustworthiness under publish or perish pressure. Open Science. 2018;https://doi.org/10.1098/rsos.171511.
11. Guraya S. Norman RI, Khoshhal KI, Guraya SS, Forgione A. Publish or Perish mantra in the medical field: A systematic review of the reasons, consequences and remedies. Pak J 
Med Sci. 2016;32(6):1562–7.
12. Sekara V. Deville P, Ahnert SE, Barabási AL, Sinatra R, Lehmann S. The chaperone effect in scientific publishing. Proc Natl Acad Sci U S A. 2018;115:12603–7 
13. Sathyanarayana-Rao T. Chittaranjan A. The MMR vaccine and autism: Sensation, refutation, retraction, and fraud. Indian J Psychiatry. 2011;53(2):95–6.
14. Weber S. Burtscher-Schaden H. Detailed Expert Report on Plagiarism and superordinated Copy Paste in the Renewal Assessment Report (RAR) on Glyphosate. https://www-
greens-efaeu/files/doc/docs/298ff6ed5d6a686ec799e641082cdb63pdf

Copenhagen Business Center
Hellerup Strandvejen 60 
DK-2900, Copenhagen
Denmark

Incuba, Skejby A.110/112
Palle Juul-Jensen Boulevard 82
DK-8200, Aarhus N
Denmark

0045 88 82 57 97
www.evnia.dk
info@evnia.dk

To Strive  To Seek  To Find


