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mThahdomlde
Y Study

O Thalidomide was introduced to the market in the late 1950s and

early 1960s by a German pharmaceutical company as a sedative

and treatment for morning sickness in pregnant women.

O Over 10,000 children were born with thalidomide-related birth
defects including severe birth defects, particularly limb

abnormalities , when taken during pregnancy.

o This study highlights the consequences of inadequate drug testing

and regulatory oversight.




Why Research Ethics Matters?

4

@ A study conducted to evaluate retracted articles over a 10-
year period showed that at least 70,000 people participated
in these studies and health interventions were performed

on them.
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Joachim Boldt: An author with over two hundred

retracted articles
6

@®In 2009, Joachim Boldt conducted a study examining the
efficacy and safety of hydroxyethyl starch (HES) as a volume

expander in critically ill patients.

@ His study lacked proper institutional review board
(IRB) approvals and contained fabrication and

falsification




Joachim Boldt: An author with over two hundred

retracted articles
7

@ Meta-analyses that included Boldt's studies initially
suggested no increased risk associated with HES; however,
when his data was excluded, subsequent analyses indicated
a significant increase in mortality and acute kidney injury

linked to HES use.

@ This discrepancy highlighted how fraudulent data
could mislead clinical practice and potentially harm

patients.




Joachim Boldt: An author with over two hundred

retracted articles
8

@By 2018, a total of 96 publications associated with Boldt
had been retracted due to issues related to data integrity

and ethical violations.

@ This included studies that New Record of

had previously influenced Retractions

clinical guidelines regarding the

use of HES.
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Dr. Wakefield's MMR Vaccine Study

10

@ Dr. Wakefield falsely claimed a link between the MMR

vaccine and autism (published in 1998)

@ His study involved 12 children for various developmental

disorders. Eight of these children were diagnosed with autism.




Dr. Wakefield's MMR Vaccine Study

12

@ Wakefield had undisclosed financial interests, including
funding from lawyers involved in lawsuits against vaccine

manufacturers.




1ield's MMR Vaccine Study
)

THE LANCET

Thisjournal  Journals  Publish  Clinical  Global health Multimedia Events  About

CORRESPONDENCE - Volume 354, Issue 9182, P949-950, September 11,1999 AL GICEE AT IIEEIE

MMR vaccination and autism

Andrew J Wakefield

Affiliations & Notes  Article Info'v  Linked Articles (1)

The paper was retracted in 2010 after investigations revealed

serious ethical violations, including data manipulatio

undisclosed conflicts of interest.



BRIAN DEER

Fraud Behind the MMR Scare

BMJ Calls Wakefield’s Study Linking MMR Vaccine to Autism
‘Fraudulent’

BRIAN DEER

In a special series of articles published in 2011 by BMJ, author Brian Deer exposes the data behind claims that launched a

worldwide scare over the measles, mumps, and rubella vaccine and revealed how the appearance of a link with autism was
manufactured at a London medical school. In an accompanying editorial. Fiona Godlee and colleagues say that Andrew
Wakefield's article linking the MMR vaccine and autism was based not on bad science but deliberate fraud. In addition,
Brian Deer analyzes the similarities between the MMR scare and the “Piltdown Man” case.




Dr. Wakefield's MMR Vaccine Study

13

@ Wakefield was found guilty of professional misconduct by the General
Medical Council and was struck off the UK medical register.
@ The publication sparked widespread fear about vaccines, leading to a

significant decline in vaccination rates in the UK and other countries.

@ Measles vaccination coverage fell from 92% in 1995 to 80% in 2004.

This decline contributed to outbreaks of measles and mumps.




standard Research Road

N
¢ PI'OpOSiIlg (Research Problem/ Hypothesis & question formation/Planning method of study)

J

\
e Review & Approval (Scientific Review/Financial Review/Ethical Review)

4

¢ Stlldy Operation (Collecting data/Analyzing data/Interpreting data)

— ———

Documentation (Writing report/Preparing manuscript/ Submm

ublication (Evaluation/Publication/Dissemination)




Documentation

Preparing Submitting
manuscript manuscript




Types of Misconduct Reported to a
Dispute Resolution Committee
(Sweden)

O Disputed authorship
O Unwarranted use of data
‘ B Theft of Data
Data ® Plagiarism
Manipulation 0 Ghost authors

B Suppressed Data
B False methodology

O Fabrication
B Twisted stats

4\

Authorship Mani on Acta Onco 1999:38:89-92

34




The number of authors on a publication?

 No matter! W
natur e International weekly journal of science

It varies from Home | News & Comment | Research | Careers & Jobs | Current lssue | Archive | Audio & Video | For Authors
| Hows & Comment ) News > 2019 ) ey hcice 3
the SOle < & Ealert EIRSS [N Facebook [ Twitter
author to Physics paper sets record with more than 5,000
authors
Several Detector teams at the Large Hadron Collider collaborated for a more precise estimate of

the size of the Higgs boson.

Davide Castelvecchi

thousands.

15 May 2015

G«, Rights & Permissions

What matters in science — and why — free in

=




Authorship Criteria?



Authorship Criteria?

a) Substantial contribution to the work

b) Accountability for the scientific and ethical content of the work

N



Authorship Criteria?

1 Substantial contributions to the conception or
design of the work; or the acquisition or analysis/
interpretation of data for the work; AND

2 Drafting the work or revising it critically for
important intellectual content; AND

3 Final approval of the version to be published;
AND

4 Agreement to be accountable for all aspects of the
work 1n ensuring that questions related to the
accuracy or integrity of any part of the work are
appropriately investigated and resolved.




tion Process

3th &4th
Acceptance
Criteria

<

1th & 2th by Ed't" Under
authorship Submission Review
Criteria

Rejection
Fast Submits
Rejecti Elsewhere

\ Dissemination
/
Daper /

Dead paper



Conceptualization
Funding Acquisition
Investigation
Methodology
Resources
Software

Writing

*, T these authors
contributed equally

23



AUTHOR CONTRIBUTIONS

WY MC JAP | AF AD PP CR FM 0S ILHO | JSW

Conceptualization

Investigation

Data Curation
Analysis
Supervision

Funding acquisition

Project Administration

Writing - original draft
Writing - revisions

LEVELS OF CONTRIBUTION: MAJOR,

24




A Key Point

* All authors should meet the four criteria for authorship, and

Geoffrey Chamberlain (1995)

e Linked to Malcolm Pearce case
e World reknowned ultrasound expert

e Chamberlain was Pearce’s Head of Dept, and Editor
of British Journal of Obstetrics and Gynaecology

¢ GhOSt authOI' where both fraudulent papers were published

* QGuest (gift) author

* Accepted “gift authorship” for
ectopic pregnancy paper
e Reprimanded by GMC

e “A considerable error of
Judgement’ (Wells, 2008)

X Gift authorship

http://tinyurl.com/chamberlain11

25
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Another key point

2- All individuals who meet the first criterion, should have the opportunity to

participate in the review, drafting, and final approval of the manuscript.

27



What’s your opinion?

* Which one can be included in the list of authors?

1 Statistics and Epidemiology Consultant

2 sponsor of the study

3. The head of the hospital who provides the study data
4- The owner of the laboratory

28
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How to Order Author Names?

a) Based on alphabetical order

b) Based on the magnitude of contribution

24



How to Order Author Names?

- The first author: A member with the most significant intellectual contribution
to the work by

) m (m

Designing the Acquiring and Writing the
study analyzing data manuscript
from experiments

- The last author: corresponding author/ the group leader or a senior researcher

- Remaining authors: In the middle based on their contribution to the research

25




How to Avoid Authorship disputes?

a. The order of authorship, should be a joint decision of the co-authors.

b. The best time to decide the order of authors is at the outset of the research
project.

c. Maintain a record of each of the contributors involved throughout the project.

d. Any changes in the level of involvement or the addition or exclusion of some
members, during the project should be approved by the individuals involved.

26



Publication Misconduct

1 Plagiarism ey
3L)
2 Redundant publication 240 [ 17
! . )ANA &EVr< 4
3 Data Fabrication =) WY o Ny
N N\ gy X 2
4 Data Falsification P - il
| (S o~ { > A [\
O R
5 Author Manipulation I >
/ S # " 4
6 Peer Review Manipulation XL, S
7 Undeclared conflict of interest
8 Citation Manipulation (Coercive citation/Self citation ....... )

9 Lack of attention to ethical guidelines)Informed consent, Confidentiality....
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Plagiarism
Appropriation of another person’s ideas, processes, results, or words without

giving appropriate credit

Self- plagiarism: Recycling or borrowing content from previous work without
citation.

The proper form of Citation?

i ?
Preventive measures? Plagiarism:

the act of presenting another's
work or ideas as your own.

do1
ORCID

Plagiarism detection soft wares (iThenticate)

28




Redundant Publication

* When the same data 1s presented in more than one publication without adequate
cross-referencing, particularly when this 1s done 1n such a way that
reviewers/readers are unlikely to realize that most or all the findings have been

published before

— Wastes time of peer-reviewers and editors
— Wastes resources and Journal pages

— Leads to flawed meta analysis

— Distorts Academic reward system

— Inflates scientific literature for no benefit other than to author

29



Salami slicing (Segmented Publication) :

* Breaking up or segmenting a large meaningful paper into two or more
publications

* A distinct form of redundant publication which 1s usually characterized
by similarity of hypothesis, methodology or results but not text
similarity.

Publication ethics Salami publishing

Why unethical?
Readers will not have access

'- .- .- .- to all the relevant information

z _ to critically evaluate the study
4 publications

2 edans €D N Rehes




Data Fabrication

Intentional
misrepresentation of
research results by
making up data

Sometimes revealed
after publication
through statistical
apps, a meta- analysis
or by whistle blowers

Jon Sudbo (1993-2005)

* Research into prevention of oral cancer at Norwegian
Radium Hospital, Oslo

2005 paper in Lancet raised almost instant accusation
of fabrication as it included 900 patients from
database that didn't exist at time cited

e Also found that second image in a 2001 NEJM paper
just enlargement of first ey |
Iu'”/I/ng‘g_ :

e Eventually 15 papers (plus Tt
PhD) retracted HLJ i

[x] Fabrication
[l Falsification

http://tinyurl.com/sudbo1l
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Data Falsification

Manipulating research data with the intention of giving a false impression

Such as:
chmg Woo-Suk (2004-05)

Ignoring side effects S e 2 landmark papers in Science reporting
, production of human embryonic stem
cells via Somatic Cell Nuclear Transfer

 Data fabricated and falsified
 Also obtained human eggs for research

Omitting undesirable results

Manipulation of 1mages

s by unethical means, including requiring
female team members to superovulate

and so on e Suspended prison sentence for
& Fabrication émbezzlement
[ Falsification

[x] Exploitation
[X] Embezzlement
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Citation Manipulation

Buying & selling citation
Cross- citation
Self-citation

Coercive citation

Padded citation

Yes, your papers seem to have lots of citations,
but I've checked: They're all self-citations...

Ignoring citation

il
o
o~
O)
2
w
(L]
o«
=
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Publication

Publication Dissemination
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Shamsi Gooshki, Available from: https://arman.vums.ac.ir/content/allcontent/443
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What is peer review?

Reviewers play a pivotal role in scholarly publlshmnghe peer review system exists to validate academic worklhelps to

improve the quality of published research, and increases networking possibilities within research communities.
Despite criticisms, peer review is still the only widely accepted method for research validation and has continued

successfully with relatively minor changes for some 350 years. \

Shamsi Gooshki, Available from: https://arman.vums.ac.ir/content/allcontent/443 -




Preprint servers such as Single blinded review
medRXIV/social media Open review
& scientific networks

1

Pre-Publication Peer- Peer-Review at
Review of Publication of
Proposal/Manuscript Manuscript

Shamsi Gooshki, Available from: https://arman.vums.ac.ir/content/allcontent/443

PUBPEER
Publons
Whistle blowers

1

Post-Publication
Peer-Review of the
Paper/Article
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' Preprints are preliminary reports of work that have not been certified by peer review.
' They should not be relied on to guide clinical practice or health-related behavior and

should not be reported in news media as established information.

A

’ work prior to journal publication. medRxiv aims to improve the openness and accessibility of
scientific findings

U

medRxiv provides a platform for researchers to share, comment, and receive feedback on their

O Articles on medRxiv are not certified by peer review, edited, or typeset before being posted
online. All manuscripts undergo a basic screening process for offensive and/or non-scientific
content and for material that might pose a health risk and are checked for plagiarism.

U Authors may submit a revised version of a manuscript to medRxiv at any time (prior to the
manuscript's acceptance for publication in a journal). Once posted on medRxiv, manuscripts
receive a digital object identifier (DOI), so are discoverable, citable, and indexed by numerous
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The effects of vitamin D and omega-3 fatty acid co-supplementation on glycemic control

and lipid concentrations in patients with gestational diabetes
Journal of dinical Rpidalogy |2017] - 1 Comment

Menn Jamilian, Nansooreh Samum|, Farareh Afshar Ebeanim|, Teibeh mashemy, Mohsen Taghlzadeh, Maryamalsadat Razawi @, Marzieh
Sanami, Zatollah Asemi @

Resrarch Ceotter for Blochemistry and Nutzitsan in Metabolic Dseases, Kashan University of Medical S
VIPeer 1 commented 3 years apo

The data In this stugy is very homogeneous.
in Tatle 1 the SD values are pairwise identical in 5 cases, but the numers are very different.

In Tatle 4 the SE values are identical for each "metabolic profile” in the different treatment groups.
the only SE values that are not identical are labelled.

In my eyes this is very surprising results.

https://vums.ac.ir
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Original country of the retracted articles

LISA

[ = 1 5 A 25 %

Fig. 2. Percentage of all retracted artickes from 1991 o 2016 by country of origin
of artickes. Other countries are Belgium, Australia, Croatia, Crech Republic, Brazil,
Saudi Arabia, Spain, Switrerland, Auwstria, Canada, Egypt, India, Israel, Korea, and The
Metherlands.

Bruna Dell'AcquaCassao Fernando A.M.Herbella et al. Retracted arti
doing wrong? Surgery Volume 163, Issue 6, June 2018, Pages



https://www.sciencedirect.com/science/article/pii/S003960601830031X#!
https://www.sciencedirect.com/science/article/pii/S003960601830031X#!
https://www.sciencedirect.com/science/article/pii/S003960601830031X#!
https://www.sciencedirect.com/science/article/pii/S003960601830031X#!
https://www.sciencedirect.com/science/journal/00396060
https://www.sciencedirect.com/science/journal/00396060/163/6
https://www.sciencedirect.com/science/journal/00396060/163/6
https://www.sciencedirect.com/science/journal/00396060/163/6
https://www.sciencedirect.com/science/journal/00396060/163/6
https://www.sciencedirect.com/science/journal/00396060/163/6

Al application 1n research studies

*The possibility of error by artificial intelligence and the need for attention
and responsibility on the part of the author

*The need for transparency in the use of artificial intelligence tools
*Paying attention to the possibility of human biases in the use of artificial
intelligence tools

*Paying attention to the possibility of data sharing and confidentiality

violations by Al
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