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Plain Language Summaries
(PLS) of publications:
Perspectives that will
shape the future
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Webinar will begin
promptly at:
11 AM ET / 4 PM GMT
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ISMPP would like to thank…
. . . the following Titanium and Platinum Corporate
Sponsors for their ongoing support of the Society:
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ISMPP announcements
• This webinar has been approved for
1.5 ISMPP CMPPTM Recertification Credits
Please capture a screenshot to submit for credit
• Reminder to enter CMPPTM credits earned
at the 2021 EU Meeting
• Registration for the 17th Annual Meeting now open!
April 19-21, 2021
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How to ask questions
Feel free to ask a question at any time, however all questions will be held
until the end the of the presentation.
To ask a question, open the Q&A window, type your question into the
Q&A box. Click Send
Note: Check Send Anonymously if you do not want your name attached
to your question in the Q&A
We will make every effort to respond to all questions live (out loud)
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Disclaimer
• Information presented reflects the personal knowledge and
opinion of the presenters and does not necessarily represent
the position of their current or past employers
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Learning Objectives
At the end of this session, participants should be able to:

1

2

Understand the top
10 key questions to be
addressed relating to
PLS of publications

Identify the opportunities for
accelerating the uptake of PLS
of publications, as identified by
6 key stakeholder groups
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Consider how future
guidance about PLS
may be relevant to you and
your organization
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People outside of the
medical community are
interested in the
latest scientific research
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Scientific journal articles ranked
3rd most important source of information
General
internet
search

61%

Patientspecific
websites
Specific
journal
articles

Pushparajah DS et al. Ther Innov Regul Sci 2018;52:474–481

57%
47%
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Coronavirus disease 2019 (COVID-19): current status and ...
The impact of the COVID-19 pandemic on cancer care
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Publisher Copyright details
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Publisher Copyright details
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Clarity
Democratisation of data
Diversity, equity and inclusion
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PLS – change is coming!…
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What do we mean by a
plain language summary (PLS)?
The term ‘plain-language summary’ refers to a short summary of a piece of research
presented in a way that is accessible to non-specialist lay audiences such as patients
The same term, PLS, may be used in different settings, “and the acronym may be expanded in
different ways” which sometimes causes confusion

Publication PLS associated with a journal
article, abstract, or congress presentation
This is the focus of our current project

*mandatory in the EU for all trials, as part of Clinical Trial Regulation EU No. 536/2014

Clinical trial PLS, also
know as clinical trial summaries
(CTS), to inform patients about
trial results
This is NOT the focus
of our project

17

Publication
PLS gallery
To provide you with
some examples

Short text-only PLS published underneath
the abstract within a manuscript

Short text-only PLS published
on a scientific poster
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Short text-only PLS published underneath
the abstract within a manuscript

Short text-only PLS published
on a scientific poster
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Templated text PLS for a published manuscript,
published on the KUDOS platform

Text and visuals PLS published in the manuscript
and as part of supplementary material (via Figshare)
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Text and visuals PLS published as
part of supplementary material

Infographic PLS published
with a scientific poster
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Standalone Plain Language Summary of Publication (PLSP) articles
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ISMPP interest in PLS continues to grow!
25

ISMPP communications involving PLS

Number

20

Article (The MAP)
Podcast (InformED)
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Webinar
Parallel session
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Roundtable
Workshop
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0

Abstract

2016

2017

2018

2019

2020
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European meeting of ISMPP – Jan 2021

The public needs to
understand the scientists;
to do this, scientists need
to understand the public

Think about what
audiences want to know
rather than what we want
to tell them

Increasing numbers of articles are being
published with a PLS
800
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Havran LM et al. Poster presentation at ISMPP Annual Meeting. March 2019
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Increasing numbers of articles are being
published with a PLS
Updated with our
own search for
2019 and 2020
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But with little
consistency in approach
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Evidence to support the
value of visual PLS for
non-specialist healthcare
professionals and patients
is growing
1. Bredbenner K, Simon SM. PLoS ONE 2019;14:e0224697;
2. Chapman SJ et al. Br J Surg 2019;1611–1616 [online ahead of print];
3. Gardner J et al. Poster presented at ISMPP Annual Meeting 2019
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Effective communication
can help to avoid
misunderstanding and
misinterpretation
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Increasingly,
pharmaceutical industry
sponsors are considering
PLS in their publication plans
1. https://www.globaldata.com/globaldatas-top-20-global-pharmaceutical-companies-by-market-cap-year-ended-december-31-2018/;
2. Internal survey of Envision publication account leads (N=27; October 2019)
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Questions remain
regarding how to develop
PLS effectively and in line
with company policies
There is strong support
for further PLS guidance
to be provided by ISMPP
to encourage PLS and
ensure best practice
ISMPP EU London Jan 2020. Vote for further guidance on PLS from ISMPP
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The PLS Perspectives
project was born!
Lobban D, Gardner J, on behalf of the ISMPP PLS
Perspectives Working Group. Plain language summaries of
publications: What key questions do we need to address?
ISMPP EU Poster 35
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What are the key objectives?
To provide multi-stakeholder perspectives on the key issues relating
to publication PLS of company-sponsored medical research

PART 1:

PART 2:
Identify the
key questions
to be addressed

Identify key considerations,
highlight opportunities, and
acknowledge potential barriers
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Diverse stakeholder groups are involved
Who is involved?
29 stakeholders identified based on expertise in their field,
familiarity with PLS, and location
Pharmaceutical industry

Publishers, journal editors, and NIH/NLM

Publication/medical education agencies

Patient partners

Health care professionals/clinical researchers

Media/ISMPP/MRCT

ASIA
PACIFIC
NORTH
AMERICA

EUROPE
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Diverse stakeholder groups are involved
Who is involved?
29 stakeholders identified based on expertise in their field,
familiarity with PLS, and location
Pharmaceutical industry

Publishers, journal editors, and NIH/NLM

Laura Dormer

Editorial Director,
Future Science Group

Dawn Lobban

Global Lead, Patient Partnership,
Envision Pharma Group

Publication/medical education agencies

Richard Stephens

Patient partners

Health care professionals/clinical researchers

Media/ISMPP/MRCT

Patient advocate;
Co-Editor-in-Chief, Research
Involvement and Engagement

Alexandra Freeman

Executive Director,
Winton Centre for Risk
& Evidence Communication
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What approach are we taking?
PART 1
Project introduction and PLS landscape

Provide pre-read information to explain the
project and provide an overview of PLS

Gain initial feedback from stakeholders
on priority questions to be considered

Modified Delphi approach: Survey 1

Interactive discussion of Survey 1
results and PLS landscape

Webinar results discussion

Final feedback from stakeholders
on priority questions to be considered

Modified Delphi approach: Survey 2

PART 2
Stakeholder perspectives

Moderated virtual sessions to discuss priority
topics by stakeholder groups

Perspective collation and presentation

Ensure stakeholder agreement
on content for publication

Initial questions proposed by the Working Group
1.

Who are the target audiences for PLS, and why?

2.

What is needed to ensure PLS are considered to be appropriate vehicles, not med ed or promo materials?

3.

What nomenclature should be used for a PLS, whether that be a congress presentation or a journal manuscript?

4.

What criteria should be met for developing a PLS for an article already published?

5.

What process should be followed to select publications for a PLS to avoid the perception of selection bias?

6.

What conditions must be met for a PLS to be acceptable as a standalone publication?

7.

What is/are the optimal format(s) for a PLS?

8.

What information must, and must not, be included in a PLS?

9.

How can PLS meet the needs of non-English-speaking audiences and account for different cultures?

10.

What is the optimal PLS development / review / approval process?

11.

Where and how should PLS be published to ensure optimal reach and discoverability?

12.

What would the ideal PLS repository look like?

13.

How can the reach, quality, and value of a PLS be measured?

14.

How can a facility for feedback and scientific exchange be incorporated into the model for PLS?
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Survey 1
Sample size and survey response
29 Participants
7%

Pharmaceutical industry

2

24%

Response to the survey by group
2
3

Publishers, journal editors, NIH/NLM

7

3
1
4

Patient partners

2

20
Health care professionals, clinical researcher

69%
Survey completed
Survey not completed

Media, ISMPP, MRCT
Publication / medical education agencies

2

1
4
5

No response
Yes

No
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This is what the stakeholders thought
Weighted average score
0
1.
2.
3.

What is needed to ensure PLS are considered to be appropriate vehicles that accompany scientific
publications, not med education or promo materials?
What nomenclature should be used for a PLS of a scientific publication, whether that be a congress
presentation or a journal manuscript?
What criteria should be met for developing a PLS for an article already published?

5.

What process should be followed to select publications that will have a PLS to avoid the perception of
selection bias by the sponsor?

6.

What conditions must be met for a PLS to be acceptable as a standalone publication?

7.

What is/are the optimal format(s) for a PLS?

8.

What information must, and must not, be included in a PLS?

10.

10

15

Who are the target audiences for PLS, and why?

4.

9.

5

11.7
9.8
5.3
6.5
7.5
4.6
10.1
11.0

How can PLS meet the needs of non-English-speaking audiences
and account for different cultures?
What is the optimal PLS development / review / approval process (when considering the steps relevant to
your stakeholder group)?

11.

Where and how should PLS be published to ensure optimal reach and discoverability?

12.

What would the ideal PLS repository look like?

13.

How can the reach, quality, and value of a PLS be measured?

14.

How can a facility for feedback and scientific exchange be incorporated into the model for PLS?

7.6
9.9
9.7
6.2
9.4
4.9
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This is what the stakeholders thought – reordered
Weighted average score
0
1.

Who are the target audiences for PLS, and why?

8.

What information must, and must not, be included in a PLS?

7.

What is/are the optimal format(s) for a PLS?

10.
2.

Where and how should PLS be published to ensure optimal reach and discoverability?

13.

How can the reach, quality, and value of a PLS be measured?

5.
4.

10

11.0
10.1
9.9
9.8
9.7
9.4

How can PLS meet the needs of non-English-speaking audiences
and account for different cultures?
What process should be followed to select publications that will have a
PLS to avoid the perception of selection bias by the sponsor?

7.6
7.5
6.5

What criteria should be met for developing a PLS for an article already published?

6.2

12.
3.
14.
6.

15
11.7

What is the optimal PLS development / review / approval process (when considering
the steps relevant to your stakeholder group)?
What process should be followed to select publications that will have a PLS to avoid the perception of
selection bias by the sponsor?

11.

9.

5

5.3
4.9
4.6

X
X
X
X
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Which of the top 5 questions do you want answered most?

Process to avoid the perception of selection bias?

Optimal format(s) for a PLS?
What information must, and must not, be included?
Target audiences for PLS?
Optimal PLS development / review / approval process?

Reordered – random
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Survey 2
Sample size and survey response
29 Participants
10%

Response to the survey by group
5

Pharmaceutical industry

3

4

Publishers, journal editors, NIH/NLM
Patient partners
Health care professionals, clinical researcher

26

90%
Survey completed
Survey not completed

3

2
4

Media, ISMPP, MRCT

5

Publication / medical education agencies

5
Yes

1

No
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Overall data in survey order
Weighted average score
0

5

10

15

1.

Who are the target audiences for PLS, and why?

12.5

2.

What information must, and must not, be included in a PLS?

12.7

3.

What is/are the optimal format(s) for a PLS?

4.
5.

What is the optimal PLS development / review / approval process (when considering the steps
relevant to your stakeholder group)?
What is needed to ensure PLS are considered to be appropriate vehicles that accompany scientific
publications, not med education or promo materials?

6.

Where and how should PLS be published to ensure optimal reach and discoverability?

7.

How can the reach, quality, and value of a PLS be measured?

8.
9.

10.8
10.2
9.6
9.6
8.5

How can PLS meet the needs of non-English-speaking audiences
and account for different cultures?
What process should be followed to select publications that will have a PLS to avoid the perception of
selection bias by the sponsor?

10.

What criteria should be met for developing a PLS for an article already published?

11.

What would the ideal PLS repository look like?

12.

What nomenclature should be used for a PLS of a scientific publication, whether that be a congress
presentation or a journal manuscript?

13.

How can a facility for feedback and scientific exchange be incorporated into the model for PLS?

14.

What conditions must be met for a PLS to be acceptable as a standalone publication?

6.6
8.0
6.5
6.1
4.4
3.8
2.8

X
X
X
X
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Overall data in priority order
Weighted average score
0

5

10

15

2.

What information must, and must not, be included in a PLS?

12.7

1.

Who are the target audiences for PLS, and why?

12.5

3.

What is/are the optimal format(s) for a PLS?

4.
5.

What is the optimal PLS development / review / approval process (when considering the steps
relevant to your stakeholder group)?
What is needed to ensure PLS are considered to be appropriate vehicles that accompany scientific
publications, not med education or promo materials?

6.

Where and how should PLS be published to ensure optimal reach and discoverability?

7.

How can the reach, quality, and value of a PLS be measured?

9.
8.

10.8
10.2
9.6
9.6
8.5

What process should be followed to select publications that will have a PLS to avoid the perception of
selection bias by the sponsor?
How can PLS meet the needs of non-English-speaking audiences
and account for different cultures?

10.

What criteria should be met for developing a PLS for an article already published?

11.

What would the ideal PLS repository look like?

12.

What nomenclature should be used for a PLS of a scientific publication, whether that be a congress
presentation or a journal manuscript?

13.

How can a facility for feedback and scientific exchange be incorporated into the model for PLS?

14.

What conditions must be met for a PLS to be acceptable as a standalone publication?

8.0
6.6
6.5
6.1
4.4
3.8
2.8

X
X
X
X
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What are the key objectives?
To provide multi-stakeholder perspectives on the key issues relating
to publication PLS of company-sponsored medical research

PART 1:

PART 2:
Identify the
key questions
to be addressed

Identify key considerations,
highlight opportunities, and
acknowledge potential barriers

Please submit your own queries / comments to the panel while we
go through the following questions for PLS…

What information must, and must not, be included in a PLS?
No more than contained in the article?
Or OK to provide further context and
implications for a broader audience?

What information must, and must not, be included in a PLS?
Drug approval status

No more than contained in the article?
Or OK to provide further context and
implications for a broader audience?
Any disclaimers? eg

What’s known about this therapy to date
Study objective
Drug mode of action
Trial design
Trial patient population
Primary/secondary/all endpoints
What the study adds and if/how it is likely to impact on care
Context of other studies/competitor studies
Study limitations
What’s being looked at next

CAUTION

Pronunciation guide

Preprints are preliminary reports of work
that have not been certified by peer review.
They should not be relied upon to
guide clinical practice or health-related behaviour,
and should not be reported in news media

as established information

Glossary of terms
Thank you to study participants
Who sponsored the research
Who wrote the PLS
Has the PLS been reviewed and approved by manuscript authors?
Has the PLS has been reviewed by patients and/or the general public?
Where readers should go for further information

Who are the target audiences for PLS, and why?

The
general public?

Patients
and carers?

The media?

Nonspecialist
HCPs?

Time-poor
specialist HCPs?

Who are the target audiences for PLS, and why?

The
general public?

Patients
and carers?

The media?

Should patients be the default audience for PLS?

Nonspecialist
HCPs?

Time-poor
specialist HCPs?

Who are the target audiences for PLS, and why?

The
general public?

Patients
and carers?

The media?

Nonspecialist
HCPs?

Should patients be the default audience for PLS?
Should patients be considered at all as an audience for PLS?
…given that PLS are contained within, or associated with, publications, traditionally the vehicle
of scientific exchange between HCPs?
Are registry CTS the acceptable means of patient communication rather than publication PLS?

Time-poor
specialist HCPs?

Who are the target audiences for PLS, and why?

The
general public?

Patients
and carers?

The media?

Nonspecialist
HCPs?

Should patients be the default audience for PLS?
Should patients be considered at all as an audience for PLS?
…given that PLS are contained within, or associated with, publications, traditionally the vehicle
of scientific exchange between HCPs?
Are registry CTS the acceptable means of patient communication rather than publication PLS?

Paucity of data on benefits of PLS to HCPs and with no HCP-driven demand—is there
an argument for optimising and improving the readability of scientific abstracts / articles
rather than creating yet more elements for HCPs to read?

Time-poor
specialist HCPs?

What is/are the optimal format(s) for a PLS?
DOES IT DEPEND ON

The audience?
(eg, age, language,
culture, any special
requirements, such as
sensory impairment,
information-seeking
behaviours)

The type of data?

Therapy area?

Where the PLS is to be
hosted/discovered?

What is the optimal PLS development/review/approval
process? (when considering the steps relevant to your stakeholder group)
Should patients/nonauthors be involved in PLS co-creation?

When should development of a PLS start?

• Planning the content of the PLS?
• Writing the PLS? Added as an author?

How do you choose the format of a PLS to be developed?

• At what point(s) in PLS development should patient reviewer/
user testing occur?

Written by authors of the original publication?
Do all authors need to write/review/approve, or just the lead?

All pharmaceutical industry sponsors have their own
publication SOPs, but…
• Should there be a requirement for certain publications to carry PLS?

Do those involved in PLS development need training on
communicating in plain language?

Patient Focused Medicines
Development (PFMD)
guidance on PLS

Scope and
prioritisation

Identify your
target audience

PLS co-creation
and tool selection

PLS
dissemination

GPP, Good Publication Practice; ICMJE, International Committee of Medical Journal Editors; SOPs, standard operating procedures.
Khawaja S et al. Poster presented at ISMPP US Meeting 2020.

Evaluation

What is needed to ensure PLS are considered to be
appropriate vehicles that accompany scientific publications,
and are not medical education or promotional materials?

How important is
PLS peer review?

What are the risks and
barriers that may prevent
industry sponsors from
actively supporting PLS?

How could these risks
and barriers be addressed?

Where and how should PLS be published to ensure
optimal reach and discoverability?

What are the differences between journal vs congress PLS access?
What if journals don’t provide a facility for PLS?
How would you like to discover PLS?
Use of Google Scholar, FigShare,
PubMed.gov; other platforms

What’s the role of social media?

Sponsoring company site,
Patient organisation site

New repository aimed
specifically at PLS audiences?

Opportunities to overcome real or perceived barriers
to the uptake of PLS
CATEGORY

EMERGING THEMES

Why?

Target end-users highlight unmet need and advocate for PLS

When?

Clear directive for when manuscripts should have a PLS
Call on key journals to lead the way by publishing PLS

Who?

PLS stakeholders would benefit from guidance on optimal co-creation

What?

Tools, such as templates, to guide content development
Industry-recognized guidelines to define and maintain quality

How?

Use specialist PLS writers and/or undertake PLS training for medical writers and
researchers (including patients)
Clarity on optimal format and development process from start to finish

Where?

Optimal dissemination and easy access (including searchable repository)
Explore use of social media to facilitate dissemination
Work with patient advocacy groups and charities to expand the reach of PLS
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Which category do you think is the most important to
accelerate the uptake of PLS?
CATEGORY

EMERGING THEMES

Why?

Target end-users highlight unmet need and advocate for PLS

When?

Clear directive for when manuscripts should have a PLS
Call on key journals to lead the way by publishing PLS

Who?

PLS stakeholders would benefit from guidance on optimal co-creation

What?

Tools, such as templates, to guide content development
Industry-recognized guidelines to define and maintain quality

How?

Use specialist PLS writers and/or undertake PLS training for medical writers and
researchers (including patients)
Clarity on optimal format and development process from start to finish

Where?

Optimal dissemination and easy access (including searchable repository)
Explore use of social media to facilitate dissemination
Work with patient advocacy groups and charities to expand the reach of PLS
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Questions
To ask a question, open the Q&A window, type your
question into the Q&A box. Click Send
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Conclusions
The key opportunities highlighted provide broad insight into the real and perceived
barriers to PLS identified by diverse stakeholders
Each emerging theme presents a possible action behind which stakeholders can
mobilize towards the common goal of accelerating PLS uptake
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What’s next?
Detailed discussion of each topic to be presented at a future congress
+ manuscript + further communications and lobbying of stakeholders to accelerate
uptake of PLS

Then… GPP4 to provide us with the guidelines that
we all need to progress PLS for publications with
clarity and confidence

GPP, Good Publication Practice
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The PLS of Publications Toolkit

www.envisionthepatient.com/plstoolkit
Supported by Patient Focused Medicines
Development, and co-created with patients,
publishers, editors, pharmaceutical industry
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Upcoming ISMPP U webinars
February 24th: Member Research Spotlight: 2021 EU Meeting
This spring…
• Managed Care
• Real world evidence/ISPOR
• Medical Devices

How Membership
Benefits YOU:
Knowledge
Community
Professionalism

www.ismpp.org
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Thank you for attending!
We hope you enjoyed today's presentation.
After closing out of Zoom, please click the CONTINUE button
on your screen to take our short survey. Thank you!
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