Spotlight on
ISMPP 2019
European Meeting
22–23 January

1

INTRODUCTION
Welcome to the summary of the 2019 European meeting of the International
Society of Medical Publication Professionals (ISMPP)
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GENERAL SESSIONS
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2018: Year in review
Jan

Shire adopts a mandatory open
access publishing policy
cOAlitionS launches Plan S: open access
for all scientific papers from 1 January 2020

Unreported clinical trial of the
week blog: a new series from The
BMJ highlights unreported trials

Mar

TrialsTracker launches new
searching tool

Apr

14th Annual Meeting
of ISMPP

May
The EU General Data Protection Regulation
goes live – the most important change in data
privacy regulations in over 20 years

launched

Patient peer reviewers, patient
perspectives: what can other
journals learn from the BMJ?

Sep
New ICMJE data sharing
requirements come into effect

International Open Access Week 2018:
designing equitable foundations for open
knowledge
The Wellcome trust updates its new open
access policy and announces prizes for
innovative re-use of open data

Jul
Jun

Oct

Nov

ICMJE publishes an
update of reporting
recommendations

Dec

FDAMA section 114 update provides guidance on proactively
communicating healthcare economic information to payers
ASCO journals permit open access for industry-sponsored research
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KEYNOTE: Plan S for
OPEN
ACCESS

The effect of Plan S on:
PUBLISHERS
Prevents double-dipping (here, it means that a journal could both receive
an open access publication fee and charge a subscription fee for the
same article)
Encourages transparency of article processing charges (APCs) and
differential pricing
A transformative deal agreement is in progress in Germany
(Wiley journals) – this will serve as an example
Journals will need new business models
AUTHORS
Sparked heated discussions among researchers
Authors are concerned about costs of publishing, quality and sustainability
Possible exclusion from EU–non-EU collaboration

David Sweeney (Research England) presented
an update on the Plan S implementation schedule
and associated discussions.
Claire Moulton (The Company of Biologists) offered
insights on how Plan S can be met by society publishers.
KEY FACTS:
Plan S was launched on 4 September 2018
It is supported by cOAlition S, an international consortium of research funders
Implementation planned on 1 January 2020
Implementation guidance was open for feedback until 8 February 2019, all feedback will be
published online shortly
KEY PRINCIPLES:
Plan S aims for full and immediate open
access to scientific publications
Authors should retain copyright to their work
Article processing fees should be standardised
across Europe
‘Hybrid’ journals are deemed not compliant
Research institutes, universities and libraries
will be asked to align their strategies with Plan S

PHARMA INDUSTRY
Industry research funders are not currently part of the discussion
There is no roadmap or guidance in place
Industry acknowledges the need to work with external partners (authors)
and to consider their interests too

Jan 22
What does the S in Plan S stand for?
Robert Jan-Smits, European
Commission’s special envoy on open
access, suggested it could be for
‘science, speed, solution or shock’. It
has certainly been shocking for some
publishers. #ISMPPEU19

PUBLISHING MODELS
Worldwide, the proportion of subscription-only journals reduced between 2012 and 2016,
giving way to more open access and hybrid journals.
49.2%
Subscription only
37.7%

2.1%
Delayed open access
2.2%

36.2%
Hybrid
45%

Holly Else. Radical open-access plan could spell end to journal subscriptions.
Nature. 2018 Sep;561(7721):17–18.

12.4%
Open access
15.2%

Proportion of journals
published in 2012
Proportion of journals
published in 2016
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KEYNOTE: No more robowars
Simon Fry (Springer Healthcare) explored the increasing role of artificial
intelligence (AI) across healthcare communications in this keynote lecture.
In 1997, IBM Deep Blue was the first AI to beat a human chess champion
Compared with today’s AIs, it was unsophisticated – a chess ‘expert system’ that knew the rules of chess and
used probabilities to work out the best move at each step
Essentially, AI is ‘cheap prediction’. Similarly, a microprocessor is ‘cheap math’, and it has millions of applications
Radiologists are now out-performed by
image recognition software for detection
of metastatic breast cancer
Currently, AI is amplifying human
capabilities, but will move to surpass us
in future

AlphaGo (2016) went on to beat human Go champions – an
astronomically more complicated game than chess. Its
successors, AlphaGo Zero and AlphaZero (capable of playing Go,
chess and shogi) were self-taught
With the increase of input data and computing power, we are
moving to more and more sophisticated forms of AI

The core targets for DeepMind
are advancement of science,
drug discovery and novel
treatment strategies

Early AI

When will we see AI prescribing medication that hasn’t
been checked by a human? Over 30% of audience
thought that it has already happened

Narrow AI

General AI

Superhuman AI
• Agency
• Creativity
• Imagination
• Consciousness

Can AI help medicine to
achieve ‘right drug, right
patient, right time’?
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“Engage and involve me, and I learn”
Patient perspective on medical publications provided by Simon Stones, Patient Advocate and Consultant
Roles and
responsibilities
Representativeness
of stakeholders

04

03

Respect and
accessibility
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Capacity and
capability for
engagement
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QUALITY

Transparency in
communication
& documentation
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01
Shared purpose

Patient
engagement
quality criteria

Continuity and
sustainability

Patients often take their medication simply because it helps, but are unaware of how it works, or
why it is important to continue taking it after their symptoms disappear. Broader understanding is
important for drug survival and patient outcomes
However, patient interest in treatment development is increasing, and many patients are willing to
take an active part in research and publications
There are journals with patient focus in mind, and many journals offer patient (lay or plain language)
summaries. However, these are not uniform across journals and are sometimes hard to find
Ultimately, patients are the ones who
will benefit from research
Many stakeholders recognise the importance of
patient involvement in research and publications
Making information available to patients (e.g.
through open access) is not enough – it needs to
be accessible (summarised in plain language)
Why would one write something for patients
without consulting them about what they need?

If you can’t explain it simply, you don’t
understand it well enough
– Albert Einstein

A simple acknowledgement of patients’
contribution in the manuscript can be a big step
9

Patient involvement can
span from early R&D through
to medical communications
RESEARCH PLANNING,
CONDUCT AND OPERATIONS

RESEARCH PRIORITIES
HIGH EXPERTISE
IN DISEASE AREA
REQUIRED
MEDIUM EXPERTISE
IN DISEASE AREA
REQUIRED

Setting research priorities
Protocol synopsis

Trial steering committee

DISSEMINATION, COMMUNICATION,
POST-APPROVAL
Regulatory affairs

Information to trial participants
Investigators meeting

Protocol design

Ethical review

Fundraising for research
Practical considerations

Data and safety
monitoring committee

Informed consent

Study reporting

Post-study communication

Health technology assessment

Patient information

HOW CAN WE INVOLVE PATIENTS MORE BROADLY?
In research? In research planning? Authorship? Accessibility of information?
Engage patients in trial planning
WEGO Health connects patient leaders with pharmaceutical companies for a variety of projects,
including patient advisory boards and clinical trial recruitment

Reach out to patient associations and/or charities
Use the guidelines available for working with patients
10
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Data integrity in publications

Plenary session: Robert Wright (Sanofi), Edwin Gale (Bristol Medical
School), Gordon Muir-Jones (Porterhouse Medical US), Matt Hodgkinson
(Hindawi) and Simon Stones (Patient Advocate and Consultant)
A vast amount of work in publication ethics has been conducted over the past 20 years, with introduction of
many guidelines and codes for the reporting of scientific work
Retractions of published work are rising on a large scale, and publication integrity is becoming a bigger issue for
a wider group of people
COI disclosures help with integrity by allowing the reader to assess potential bias
Author contribution statements are improving transparency

COPE
formed

1994
CONSORT
statement
published

CONSORT
statement
revised

1998
COPE Good
publication
Guidelines
published

COPE Code
of Ethics
COPE
GPP
published
flowcharts
guidelines
published
published

GPP2
guidelines
published

COPE Ethical
Guidelines
for Peer
Reviewers
published

2nd WCRI

2002

COPE
Authorship
Guidelines
published

2006

1st

WCRI

2010

CONSORT
statement
revised

GPP3
guidelines 5th WCRI
published

2014
3rd WCRI

TOP 5 PUBLICATION INTEGRITY
CONCERNS AMONG WILEY EDITORS:
Image manipulation
Authorship credit
Plagiarism
Reproducibility
Data publication (transparency)
There are still grey areas for plagiarism,
especially self-plagiarism

2018

4th WCRI
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How does the pharma industry become a
leader in ethical publishing?
AUTHOR PERSPECTIVE

INDUSTRY PERSPECTIVE: STEPS TO ETHICAL PUBLISHING

There is tension around the idea of profit in
healthcare – creates an ‘us and them’ mentality
Pharma industry continues to be under
the microscope

Separation of commercial and medical functions
Compliance with good publication practice
Authorship criteria

Researchers often have a pessimistic view of
industry-driven publications
There are escalating demands for integrity and
ethical publishing

Author involvement throughout publication process
Access to data and study documents
Disclosure of medical writing support (no more ghost authors!)

Corporate integrity agreements
The disparity between pharma and academia in terms of ensuring
transparency in reporting is due to systems and funding – transparency
has become a systems issue and pharma has invested in putting
systems in place to address this
PhRMA/EFPIA joint principles for the responsible sharing of clinical trial data

•
•

>75% of ISMPP annual meeting and website content is related to publication ethics
Medical communication professionals need to be leaders in integrity – get everyone
on board and spread the message to make a change
13
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Transforming data
into evidence

Traditionally, real-world data (RWD) and real-world evidence (RWE) have
a low ranking in the hierarchy of evidence and are overlooked during
publication planning. However, RWE can play a major part in influencing
payers and prescribers and driving reimbursement decisions.
RWD are ‘data used for decision-making that are not collected in conventional
randomised controlled trials’
Randomised clinical trials are focused towards regulatory
requirements and do not necessarily provide the answers
that the prescribers need, such as how the new medicine
compares with current standard of care
Did you know that…
ASCO/NCCN reject a formal role of RWE in
clinical guidelines?
In an effort to standardise RWE reporting,
many journals use checklists, such as
CONSORT and PRISMA?
ISPOR issued a checklist and a set of good
practice guidelines for the reporting of
retrospective database analysis?1

The regulatory hurdle to market for drugs is decreasing, particularly for
transformative therapies where fast-track approval processes are
increasingly used. We may even begin to see regulatory approval of some
therapies before Phase III study results are available
However, earlier regulatory approval may not necessarily mean that
patients are able to access the new medicines any quicker as the payer
hurdle is increasing
Payers demand more evidence, in terms of cost-effectiveness,
for making reimbursement decisions than regulators
Earlier approval may not allow sufficient time for generation of these data
RWE can supplement clinical trial data and provide additional evidence for
payers, but RWE cannot be generated pre-launch

THE HIERARCHY OF EVIDENCE
Meta analysis and
systematic review
Randomised clinical trials
Answer 1

Cohort studies
Cross-sectional surveys
Case studies
Ideas, opinion, editorials

1Motheral

B, Brooks J, Clark MA, et al. A checklist for retroactive database studies – Report of
the ISPOR Task Force on Retrospective Databases. Value in Health 2003;6:90–7.

Anecdotal evidence
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Does publishing RWE bring value to
pharmaceutical companies?
There is a shift within health economics literature
away from publishing cost-effectiveness results
and towards requiring innovative (typically
methodological) contributions
Data generation and publication planning need
to go hand in hand to ensure that data available
at launch are suitable for decision making
Robust RWE studies need to be considered
early in data generation and publication plans to
aid reimbursement decisions post-launch

Respondents were split between
this being the most important
versus the least

What can help increase the value
of publications? (industry survey)
Higher impact journal

8

Enhanced publications
offering from journal
Cohesive medical communications planning
building on the foundation for publications
Social media covering on
the publication

Yes
100%

60
Yes
40%

10

Lay summary

4
0

1https://pharmaphorum.com/articles/does-real-world-evidence-matter-in-health-technology-assessments/

HEOR

18

Publication
managers/
publications
champions

Yes
70%

50
100
Respondents, %

Commercial

Yes
66%

Medical
leads
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HOT TOPICS:

Innovations in healthcare
communications
Medical congresses are an important source of information for
HCPs; however, 61% of HCPs find them difficult to attend and
would like the information to be available online (recordings of
presentations to be housed on online platforms)
Approximately 30% of Springer Nature authors now share
their research on social media (according to Springer/Nature
post-publication survey of 7,756 authors)

Jan 23
Fascinating introduction to the
potential of #blockchain as a
technology with application to
healthcare. Likely to be disruptive
to the publishing industry. And it is
coming! #ISMPPEU19

Answer 1

Answer 1
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HOT TOPICS: Fake news
FAKE NEWS DOES NOT JUST MEAN INACCURACY IN REPORTING
AND CAN HAVE VERY REAL CONSEQUENCES

23 Jan
The emotional response to ‘fake
news’ is hard to counter,
particularly with complex topics
#ISMPPEU19

For example, increases in vaccine-preventable diseases linked to
anti-vaccine stories

Calling out ‘fake news’ is not enough on
it’s own. We need to actively share
evidence and facts in accessible forms e.g
plain language summaries #ISMPPEU19

HOW CAN WE COMBAT FAKE NEWS?
The emotional response to headlines, fake news, and exaggeration is
very difficult to counter

WHERE DOES MISINTERPRETATION IN THE NEWS COME FROM?
ATTENTION-GRABBING HEADLINES attract readers, but there is a fine balance to
communicating the complexity of messages from the underlying data
Interestingly, as many as 40% of press releases from academic institutions have been
found to contain exaggerated health advice
Catchy numbers are very memorable but they are often not based on evidence

23 Jan

Answer 1

23 Jan

There’s a difficult balance to be
struck between complexity of
data and messages vs
memorable catchy numbers (e.g
5-a-day) and attention-grabbing
headlines #ISMPPEU19

Pharma industry and science communicators need to act quicker and
have a more agile response
News articles should refer directly to the scientific publications on which
they are based, including click-throughs to the original papers, to
increase accessibility to the research and allow readers to make their
own conclusions
Care should be taken to be very clear about the relative benefits of
new medicines
Consideration should be given to encouraging the reader to look further
than the headline or news story
Publishing follow-up data and post-trial analyses could be considered
Patient involvement should be considered to build a bridge between
science and lay communities
It is important to understand what information patients need and how they
want to access it
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