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Sputnik V: What's the problem?

EMA starts rolling review of the Sputnik V COVID-19 vaccine

News 04/03/2021

COVID-19 vaccine! developed by Russia’s Gamaleya National Centre of Epidemiology and Microbiology. The EU

applicant for this medicine is R-Pharm Germany GmbH.

in adults. These studies indicate that Sputnik V triggers the production of antibodies and immune cells that
target the SARS-CoV-2 coronavirus and may help protect against COVID-19.

EMA will evaluate data as they become available to decide if the benefits outweigh the risks. Il FEMI=



https://www.ema.europa.eu/en/news/ema-starts-rolling-review-sputnik-v-covid-19-vaccine

Sputnik V: What's the problem?

EMA starts rolling review of the Sputnik V COVID-19 vaccine

News 04/03/2021

CORRESPONDENCE | VOLUME 397, ISSUE 10288, P1881-1883, MAY 22, 2021

EMA’s human medicines ¢

b Data discrepancies and substandard reporting of interim
MU Cata of Sputnik V phase 3 trial

The CHMP’s decision to st

in adults. These studies i
target the SARS-CoV-2 cia il (€oR Y R=V el » Johannes Berkhof « André Gillibert - Gowri Gopalakrishna « Raffaele A Calogero « Lex M Bouter

EMA will evaluate data as et al. Show all authors
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Several experts® 4 found problematic data in the published phase 1/2 results.? We have made multiple independent requests for

access to the raw dataset, but these were never answered. Despite publicly denying some problems, formal corrections were made


https://www.ema.europa.eu/en/news/ema-starts-rolling-review-sputnik-v-covid-19-vaccine
https://doi.org/10.1016/S0140-6736(21)00899-0

Sputnik V: What's the problem?  [RFRR

Is the Sputnik V vaccine too good to be
true? Without the data, it’s hard to know

EMA starts r'0|||ng review of the Sput| By Jonathan Cushing May 26, 2021
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The current debate over the Sputnik V data is possible only because Gamaleya published its

Several ex pe r‘ts:;‘-’ 4 found D roblematic data in i data analysis in The Lancet. But as the saying goes, you don’t know what you don’t know,

and this will remain true for as long as the raw data for Sputnik V— and the numerous other

requests for
access to the raw dataset, but these were neve

Covid-19 vaccine clinical trials with no published data analysis — remain hidden. >ns were made

publish full clinical study reports along with the raw data. Not only will this



https://www.ema.europa.eu/en/news/ema-starts-rolling-review-sputnik-v-covid-19-vaccine
https://doi.org/10.1016/S0140-6736(21)00899-0
https://www.statnews.com/2021/05/26/data-needed-know-if-sputnik-v-vaccine-too-good-to-be-true/

Why is missing data a problem?

One of the prime ministers in Germany stated: There was a lack of verifiable
documents needed to approve Sputnik V. The developers need to submit these
documents. We cannot take the risk to approve a vaccine that is not documented in a
scientifically verifiable way.

Trust

Doubts — Fake news

Transparency —

Non-transparency


https://www.mdr.de/nachrichten/deutschland/politik/ramelow-impfstoff-sputnik-v-100.html

Doubts! A medical problem?
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Our exposure and vulnerability to extreme events - including : =
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increase. Worldwide the impact of disasters is rapidly

growing. At ITC, experts work to integrate hazard assessment

and disaster risk management into strategic planning and 0 mo GENDER
sustainable development.

Find out more

GLOBAL IMPACT

GEO HEALTH

The topic of geo-health concerns the convergence of
concepts and knowledge, tools and techniques developed it
the health and the geographics domain. ITC brings in the

necessary bio-medical expertise and link this effectively to B8 - SUSTAINABLE

o~
spatio-temporal techniques and the latest developments in ) ¥ DEVELOPMENT

big data and data science. : ' G:“'EALS

Find out more

policies and land management practices remains a primary

cause of inequity and poverty.



https://de.wikipedia.org/wiki/Ziele_f%C3%BCr_nachhaltige_Entwicklung
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The research process in a nutshell
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The research process in a nutshell
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The research process in a nutshell
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Why is missing data a problem?



' ' diate
' : Open Access: Users gain full, Immediats,
W h at IS 0 Pe L SCI en Ce? urll)restrioted access to scientific publications.

Open Data: Data is accessible in accordance with
good data governance.
Open Software/Code/Methods
accessible under an open license.

OS Infrastructure: Digital I. needed to support OS (e.g.
platforms/repositories) should be non-profit.

Opgn Peer Review: Transparent peer
review and publicly available reviews.

Open Education: Learning materials should be freely and
openly accessible, re-usable, and redistributable.

Open Engagement of Societal Actors: Involve people
outside science (“Citizen and participatory science”).

Openness and Diversity of Knowledge: Recognize richness of
diverse knowledge systems, holders, and producers.



Open dcience is about qiving value to the entire research process
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Same same but different

Same Different

IS

Reproducible Replicable

Analys

Robust Generalisable

=


https://the-turing-way.netlify.app/reproducible-research/overview/overview-definitions.html

Benefits of (pen dcience
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How open science helps
researchers succeed

Abstract Open access, open data, open source and other open scholarship practices are growing in
popularity and necessity. However, widespread adoption of these practices has not yet been
achieved. One reason is that researchers are uncertain about how sharing their work will affect their
careers. We review literature demonstrating that open research is associated with increases in
citations, media attention, potential collaborators, job opportunities and funding opportunities.
These findings are evidence that open research practices bring significant benefits to researchers
relative to more traditional closed practices.

ERIN C MCKIERNAN", PHILIP E BOURNE, C TITUS BROWN, STUART BUCK,
AMYE KENALL, JENNIFER LIN, DAMON MCDOUGALL, BRIAN A NOSEK,
KARTHIK RAM, COURTNEY K SODERBERG, JEFFREY R SPIES, KAITLIN THANEY,
ANDREW UPDEGROVE, KARA H WOO AND TAL YARKONI
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THE PREPRINT SERVER FOR BIOLOGY

bioRxiv is receiving many new papers on coronavirus SARS-CoV-2. A reminder: these are preliminary reports that have not :
practice/health-related behavior, or be reported in news media as established information.

New Results O Comments (6)

Open Science Saves Lives: Lessons from the COVID-19 Pandemic

Lonni Besangon, Mathan Peiffer-Smadja, = Corentin Segalas, Haiting Jiang, Paola Masuzzo,
Cooper Smout, Eric Billy, Maxime Deforet, C nence Leyrat

doi: https://doi.org/10.1101/2020.08.13.249847

T s a t and ha what does this mean?].

Abstract Full Text Info/

Abstract

In the last decade Open Science principles have been successfully advocated for and
are being slowly adopted in different research communities. In response to the
COVID-19 pandemic many publishers and researchers have sped up their adoption of
Open Science practices, sometimes embracing them fully and sometimes partially or

in a sub-optimal manner._ In this article, we express concerns about the violation of
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McKiernan et al. eLife 2016;5:e16800. DOI: 10.7554/eLife.16800

Besangon et al., bioRxiv, 2020 doi: 10.1101/2020.08.13.249847

C(
o Shaping2030 is the University of Twente's mission, vision and strategy for
. 2020-2030.

Shaping 2030:



https://www.utwente.nl/en/organisation/about/shaping2030/
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Changing hiring practices towards research
transparency: The first open science statementin a
professorship advertisement

January 6, 2016

I

Engaging in open science practices increases knowledge as a common good, and ensures the reproducibility,

verifiability and credibility of research. But some have the fear that on an individual strategic level (in particular from §& 7 g

an early career perspective) engaging in research transparency could reduce a researcher’s chance to get a tenured 8
position in academia. c

University hiring decisions often are driven (amongst other criteria) by publication quantity and journal prestige:
“Several universities base promotion decisions on threshold h-index values and on the number of articles in *high-
impact’ journals” (Hicks, Wouters, Waltman, de Rijcke, & Rafols, 2015), and Nosek, Spies, & Motyl (2012) mention



https://www.utwente.nl/en/organisation/about/shaping2030/
https://www.nicebread.de/open-science-hiring-practices/

Open Science for scientists only?

Open Science skills are also relevant in industry
« Data management
* Creating sharable and reusable data

« Software skills (versioning of code)

, Recommendations:
« Companies can see your work

« Keep your workspace clean (file names, folder
structure etc.)

« Learn a versioning software (e.g., git)
« Learn a scripting language (e.g., ,R)


http://swcarpentry.github.io/git-novice/
https://swcarpentry.github.io/python-novice-inflammation/
https://swcarpentry.github.io/r-novice-gapminder/

The state of Open Science

IS THERE A REPRODUCIBILITY CRISIS?

7% 52%
Don't know Yes, a significant crisis
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From: https://gph.is/8/4DAnQijB



https://www.nature.com/news/1-500-scientists-lift-the-lid-on-reproducibility-1.19970
https://gph.is/g/4DAnQjB

The state of Open Science

HAVE YOU FAILED TO REPRODUCE
AN EXPERIMENT?

Most scientists have experienced failure to reproduce results.

@ Someone else’s My own

Chemistry

Biology

Physics and
engineering

Medicine

Earth and
environment

Other




The state of Open dcience

WHAT FACTORS CONTRIBUTE TO
IRREPRODUCIBLE RESEARCH?

Many top-rated factors relate to intense competition
and time pressure.

WHAT FACTORS COULD BOOST
REPRODUCIBILITY?

Respondents were positive about most proposed improvements
but emphasized training in particular.

@ Always/often contribute Sometimes contribute

Selective reporting

Pressure to publish
Low statistical powerA
or poor analysis

Not replicated enough
in original lab
Insufficient
oversight/mentoring

Methods, code unavailable

Poor experimental design

Raw data not available
from original lab

Fraud

Insufficient peer review
Problems with
reproduction efforts

Technical expertise required
for reproduction

Variability of
standard reagents

Bad luck

® Very likely Likely

Better understanding ju
of statistics

Better mentoring/supervision
More robust design

Better teaching

More within-lab validation

Incentives for better practice

Incentives for formal
reproduction

More external-lab validation
More time for mentoring

Journals enforcing standards

More time checking
notebooks



https://www.nature.com/news/1-500-scientists-lift-the-lid-on-reproducibility-1.19970

The state of Open Science

Losing competitive advantages -

Prepare source code and data -
Proprietary software -

Notyetrelevant -
How many papers published?
In which journals?

How man citations?

Re-doing

Typical research project analyses
A / Peer Peer
= yses f eview re view

Research project using reproducible practices

Anal Peer Peer
BEHALS review review

https://osf.io/dztvg/ Re-doing

analyses


https://osf.io/dztvq/

The Open dcience Movement
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https://unesdoc.unesco.org/ark:/48223/pf0000374409.page=10
https://ec.europa.eu/digital-single-market/en/european-open-science-cloud
https://www.nature.com/articles/d41586-018-05256-0
https://ec.europa.eu/research/participants/data/ref/h2020/other/hi/oa-pilot/h2020-guidelines-oa-covid-19_en.pdf

Open Science Communities

Bottom-up communities to learn, share, and discuss Open Science practices

Make Open Science more visible and accessible

Organize events, seminars, and workshops

Facilitate knowledge exchange amongst peers

Support member initiatives focussed on Open Science We are not an
Connect with international Open Science Communities expert club!

Open to everyone who would like to
Ask questions
Look for support
Share (positive and negative) experiences
Acquire skills to make research more open



Open dcience Communities B Twitter: @03(Twente
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https://www.google.com/search?q=twitter&client=firefox-b-d&channel=crow2&sxsrf=ALeKk03cUodk6nLlPdsYOZY4gmsReeYLNw:1604495778003&tbm=isch&source=iu&ictx=1&fir=fH_kOkPE6xcxlM%252Cu3E6XpOOM-kgSM%252C%252Fm%252F0hn1vcg&vet=1&usg=AI4_-kQ0_YZclovBbSXpoDrMxwLZj3CfNA&sa=X&ved=2ahUKEwjJ9Y_H_OjsAhUDC-wKHRRoA2YQ_B16BAgtEAI#imgrc=fH_kOkPE6xcxlM

Open Science Communities https://www.openscience-twente.com/
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- OPEN SCIENCE KITCHE

. ge‘Na‘G“‘“g . . . . .
o B Let's be honest: The most important room in any department is the kitchen. There you

gpen SeN

Contact get coffee or tea and meet your colleagues for quick chats about daily life and work.
Open Science Kitchen is a series of regular, virtual meetings of around 60 minutes with
changing topics that are free to everyone. These meet-ups hopefully help to get to know

each other better and across departments. The goals are to

= provide a space to discuss topics in the context of Open Science,

= make people think about Open Science regularly, and

= present current developments people at UT and Saxion University should know SUBSCHIBE
about.



https://www.openscience-twente.com/

Open dcience Communities for Scientists only?

S OS Student Initiative

TWENTE for Open Science



https://www.openscience-twente.com/sios/

