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O This report was produced with the assistance

of WPP Open, an artificial intelligence (Al)-
powered operating system, which streamlined the
process of summarising peer-reviewed papers
and creating the ‘Review Route Map’ depicting
the key findings. Rigorous human review and
validation remained crucial for ensuring accuracy,
O nuanced interpretation, and contextual relevance.

PLAIN LANGUAGE SUMMARIES OGILVY HEALTH



V#TIi

Contents

Foreword
Plain language synopsis

Review route map

The need for plain language summaries (PLSs)
Challenges in PLS authoring and current practices
Best practices and future directions for PLSs

Why do we care about plain language summaries?

What are plain language summaries?
An introduction to health literacy
The communication gap
Patient-centricity

Shared decision-making

Types of plain language summary

Plain language abstracts

Plain language summaries as supplementary information
Plain language summaries of publication

Regulation plain language summaries of trial results (EU)
Regulation plain language protocol synopses (UK)

Challenges in plain language summary authoring

Inconsistencies in author guidelines
Lack of standardised terminology
Lack of expertise in plain language writing

Best practices for creating effective plain language summaries

Standardising structure and terminology
Defining target audience

Optimum readability

Data comprehension and visual elements
Collaboration with non-experts
Embracing technology

The future of plain language summaries

The importance of standardisation

Afterword

References

©©O©wow oo o N

10

12
13
13
14

15

16
16
16
16
16

17

19
21
21

22

23
23
24
24
26
27

28
30

32

34

READING TIME

2-3 minutes

1-2 minutes

5—7 minutes

10-15 minutes

3-5 minutes

10-15 minutes

10-15 minutes

3-5 minutes

I minute



FOREWORD



FTIFTIVi

O

READING TIME:
2-3 minutes

Foreword

Our Medical Publications Practice

is pleased to present Ogilvy Health
Reviews Plain Language Summaries,

the second in a series of reviews. Building
on the first publication, this review
continues to draw from peer-reviewed
sources describing how clinicians

and patients interact with health
information. These reviews collectively
aim to help those who seek to:

— Promote evidence-based medicine
and improve patient outcomes

— Support shared decision-making

— Simplify the lives of clinicians.

Patients are increasingly expected to
take an active role in their own health
management and make informed decisions
alongside their healthcare professionals.
This shift necessitates accessible and
understandable health information. Plain
language summaries (PLSs) of clinical
studies and their key findings can play a
vital role in this empowerment process
by breaking down complex research
results into digestible formats that
anyone can readily grasp. Thus equipped,
patients can engage in more meaningful
shared decision-making, advocate

for their preferences, and ultimately
achieve better health outcomes.

Healthcare professionals face significant
time constraints in keeping up with

the ever-expanding volume of medical
information, hindering their ability to
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practise evidence-based medicine.
Overwhelmed by data and limited by
consultation time, they often rely on

less comprehensive resources, defer
research, or scan abstracts instead of
reading full articles. This prioritisation of
efficiency underscores the critical need
for easily digestible, readily available, and
trustworthy information sources, like plain
language summaries, that can be quickly
integrated into their workflows and support
optimal patient care. Information-seeking
behaviour of healthcare professionals is
explored in more detail in the first review
in this series: Ogilvy Health Reviews
Clinician Information Seeking.

As specialists in healthcare
communications, one of our strengths

is conveying information efficiently and
effectively. Our mission remains focused
on helping healthcare professionals and
patients access and understand health
information effortlessly. We also strive to
assist biopharmaceutical, governmental,
and non-governmental organisations in
disseminating information with ease.

To make this review more accessible
and easier to understand, we’ve included
a plain language snapshot synopsis,

a review route map, and estimated
reading times for each section.

We welcome all thoughts
and ideas. Thank you.
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Plain language synopsis

Clinical trials test new medicines and
treatments. They’re complicated. Plain
language summaries (PLSs) explain
them simply so everyone, not just
experts, can understand them.

Many groups know it’s important for
everyone to understand clinical trials. Some
groups even require PLSs for all new trials.
This helps people understand research

on new medicines and treatments.

Right now, PLSs can be hard to find and
understand. Some articles in medical
journals have them, but many don’t.
Even when you find one, they’re all
different. Some use complicated words
and don’t explain things clearly.

PLSs are all different because there are no
rules for writing them. There’s no standard

PLAIN LANGUAGE SUMMARIES

format. It’s hard to explain complex medical
information simply. Also, patients and

the public don’t always get to give their
input. This makes it harder for everyone to
understand important medical information.

We can make PLSs better. We need rules
and standard formats. Writers need to
know who they’re writing for — doctors,
patients or other people — and use easy
language. Clear headings, simple words,
and pictures like charts and diagrams
help a lot. Getting feedback from patients
and the public is also important.

In the future, technology like artificial
intelligence (Al) could help create PLSs
in different languages for everyone.
Videos and podcasts can also make
them easier to understand. The goal is for
everyone to get clear health information.
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Review route map
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THE NEED FOR PLAIN
LANGUAGE SUMMARIES (PLSs)

é Clinical trials and research findings are
often complex, filled with jargon, and
difficult for non-experts (patients,
caregivers, and even some healthcare
professionals) to understand.

( This complexity creates a significant
barrier to empowerment of

patients and informed participation
in their own healthcare.

(O PLSsare crucial for bridging this
communication gap, making research
accessible to a broader audience.

(O Regulatory bodies, such as the
EU Clinical Trials Regulation, are
increasingly mandating PLSs.

(O Thisregulatory push signifies a
shift towards greater openness
in communicating research
findings to the public.

(O Thereisalso astrong ethical
reason for providing PLSs, even
before regulatory mandates.

C Providing PLSs demonstrates
respect for patients and the public,
fostering trust and collaboration

in the research process.

( Studies show that the public actively
desires and seeks accessible
information about clinical trials and
research impacting their health.

( Low health literacy, which includes
difficulty understanding medical
terminology, statistics, and working
with numbers, affects a substantial
proportion of the population.

( Improving health literacy is a critical
public health issue with far-reaching
implications for patient outcomes.

( Graph literacy, the ability to
interpret charts and graphs, is
a crucial yet often overlooked
aspect of health literacy.

(O Manyindividuals, including
healthcare professionals, struggle
with graph literacy, hindering
their ability to understand and
communicate data effectively.

( Improving health and graph literacy
via PLSs can empower patients

to engage in more meaningful
shared decision-making with their
healthcare providers, enabling them
to advocate for their preferences
and make informed decisions based
on the best available evidence.

(O PLSsalso benefit healthcare
professionals, particularly those

who are time-constrained or not
specialists in a specific research area.

(O They provide a quick and
digestible way for healthcare
professionals to stay updated on
the latest research findings.
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Despite their recognised importance,
the implementation of PLSs across
medical journals and research
publications remains inconsistent.

Very few of the top medical journals
currently require or provide detailed
guidance for PLS submission.

Existing author guidelines for PLSs often
lack consistency and clarity, leading to
significant variability in PLS quality.

There is a noticeable absence of
standardised terminology for PLSs, with
multiple terms used interchangeably
(e.g. ‘lay summary’, ‘patient lay
summary’, ‘plain language summary’).

This lack of standardisation
makes it difficult for readers to
locate and identify PLSs.

Many authors lack expertise in

plain language writing and visual
communication, which are essential
skills for creating effective PLSs,

and there is a need for more robust
training and resources to support them
in developing high-quality PLSs.

Traditional scientific writing

styles often prioritise technical
accuracy over accessibility, posing
achallenge for PLS development.

Current PLSs frequently fail to achieve
optimal readability, sometimes

even exceeding the complexity of

the original research articles, due in
part to restrictive word or character
limits imposed by some journals.

Thereis also a lack of clear
guidance on the appropriate
target audience for PLSs, leading
to confusion and inconsistency
in writing style and content.

The use of readability assessment
toolsis not consistently recommended
or enforced, resulting in PLSs

with varying reading levels.

Visualisations in PLSs are often not
optimised for comprehension, and
there is a lack of guidance on effective
visual communication principles.

The importance of graph literacy is
often overlooked in PLS development,
potentially excluding readers who
struggle with interpreting visual data.

Patient and public involvementin
the PLS creation process is often
limited, despite the importance of
incorporating their perspectives.

The absence of a standardised reporting
checklist for PLSs contributes to
variability in content and structure.

The peer-review process for PLSs is not
always rigorous or consistent, further
impacting their quality and reliability.

\

BEST PRACTICES AND FUTURE
DIRECTIONS FOR PLSS

&

O
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Developing and adopting standardised
frameworks for creating PLSs is crucial
for ensuring consistency and quality.

These frameworks should provide
clear guidance on structure,
content, phrasing, terminology,
reading level, and visualisation.

Defining the target audience (healthcare
professionals versus patients/caregivers)
and tailoring the PLS accordingly is
essential, either by prioritising clear,
accessible language and emphasising
practical implications for patients or
caregivers, or by prioritising conciseness
and clarity for healthcare professionals
to enable quick comprehension.

Optimising readability through
storytelling techniques, appropriate
length, and clear, concise language
is key for engaging readers.

Using a structured approach, such as
Freytag’s pyramid, can enhance narrative
flow and comprehension of PLSs.

Prioritising data comprehension
through effective visuals and adhering
to Data Comprehension Design
(DCODE™) principles is vital.

Addressing graph literacy barriers
by providing clear explanations
and interpretations of visual data
is essential for inclusivity.

Collaboration with non-experts, such

as patients and caregivers, throughout
the PLS creation process is crucial for
ensuring clarity and relevance, involving
co-creation and co-leadership models to
empower patients and public partners.

Embracing technology, including
artificial intelligence (Al), can
significantly enhance PLS
development and dissemination.

Al can assistin generating text, adapting
content to different reading levels,
translating into various languages,

and creating alternative formats.

Developing alternative formats,
such as mobile-first content,
podcasts, and concise videos,
can maximise accessibility.

Developing a plain language lexicon

for medical terms, such as MedDRA
preferred terms, would further enhance
consistency and understanding.

Standardised design and contentin PLSs,
mirroring the effectiveness of road signs,
can significantly improve communication
and comprehension through structured
templates and consistent visual cues.

Ongoing research and evaluation
of PLS effectiveness are essential
for continuous improvement and
refinement of best practices.



WHY DO WE
CARE ABOUT

|§JM

NMIAR

“Keeping medical data within the
scientific community creates a
scientific ‘bubble’ characterised by
specialised jargon and standard ways

E of presenting data, hindering public
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WHAT ARE PLAIN LANGUAGE
SUMMARIES?

Plain language summaries (PLSs), also
known as patient lay summaries, among
other terms, are simplified, digestible
descriptions of clinical trial results, as

well as other scientific studies.”®> PLSs
were traditionally known as ‘patient lay
summaries’, but terminology has evolved
with their intended use being resources for
many people, not only patients.'*-® PLSs
are intended to make research findings
more accessible to a wider audience,
including patients, caregivers, and the
general public, regardless of their scientific
background."*~ By using plain language,
avoiding jargon, and incorporating visuals,
PLSs empower patients to grasp research
findings relevant to their health,"** engage
in informed discussions with healthcare
professionals,>® and actively participate in
their own healthcare decisions."® Similarly,
healthcare professionals can also benefit
from PLSs,'® especially those who are
time-poor or who are not specialists in
that particular field of research. PLSs can
facilitate informed decision-making by
simplifying complex medical jargon and
statistics into understandable language.'®

The latest guidelines for Good Publication
Practice (GPP), published in 2022,
recommend that a text-based PLS is
prepared for any clinical trial publication

PLAIN LANGUAGE SUMMARIES

that follows the CONSORT guidelines,
and for any other publication of clinically
relevant information about any marketed
product.”® Regulatory agencies are also
adding to the increasing demand for
transparency in clinical research.*® The
European Union Clinical Trials Regulation
(EU CTR) 536/2014 requires submission
of a plain language version of the protocol
synopsis and a PLS describing the results
for all interventional clinical studies."
Since December 2015, the Dutch Ethics
Committee requires a scientific lay
summary of study results to be submitted
within 12 months of study completion.*
While the United States Food and Drug
Administration (US FDA) doesn’t currently
mandate lay summaries, their Clinical Trial
Transparency Pilot Program,? whereby
key information from clinical study reports
for selected new drug applications is
disclosed, signals a move towards greater
transparency. Additionally, the National
Institutes of Health’s push for transparent
dissemination of clinical trial information,”
the Plain Writing Act of 2010, and a rule
by the Department of Health and Human
Services requiring the submission of clinical
trial protocols and results to a publicly
accessible database,” suggest a potential
future requirement for PLSs by the US
FDA. The advent of these regulations
signifies a shift towards greater openness
in communicating research findings.

OGILVY HEALTH
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There is also an ethical imperative for
proactive engagement with transparency
initiatives.* By providing PLSs even before
regulatory mandates, biopharmaceutical
companies demonstrate respect for
patients and the public, fostering

trust and collaboration in the research
process.* A 2017 study by the Center

for Information and Study on Clinical
Research Participation highlighted

the public’s desire for accessible
information about clinical trials.’®

AN INTRODUCTION TO
HEALTHLITERACY

Health literacy is the ability to access,
understand, evaluate, and use health
information and services to make
informed decisions about one’s health.””®
It encompasses a range of skills, including
reading and understanding health
information, such as prescription labels,
appointment reminders, and health
articles; communicating effectively with
healthcare providers by asking questions,
sharing concerns, and understanding
medical advice; and making informed
health decisions by weighing risks and
benefits, considering treatment options,
and adhering to recommended care
plans.”® Low health literacy can lead to
misunderstandings about health conditions,
medication errors, and difficulty accessing
appropriate care.®? It is a critical public
health issue that affects people of all

ages, backgrounds, and education
levels.”182' However, studies consistently
show that a substantial segment of the
population struggles with health literacy.”?
In 2003, the National Assessment of
Adult Literacy found that only 12% of
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adults in the United States had proficient
health literacy,” and it is estimated that
nine out of ten adults have difficulty
using everyday health information.??

Graph literacy and numeracy are crucial
aspects of health literacy, especially
when it comes to understanding medical
data.z-2° While many may be familiar with
the importance of numeracy,?? far less
attention is paid to graph literacy,? and
yet the incorporation of visual formats
has been demonstrated to assist in health
literacy.?*2° Visual displays of health

risk information, for example, may help
people with low numeracy, but the same
is not necessarily true for people with low
graph literacy who struggle to understand
information presented in a graphical
format instead of plain numbers.232>%”
Graph literacy enables people to interpret
visual representations of data, identify
patterns and trends, and evaluate the
reliability of visual information.?®>? Being
able to understand basic mathematical
concepts, analyse numerical data, and
make informed decisions based on
numbers all contribute to numeracy and
graph literacy.?#-2% In a similar vein to health
literacy, many individuals struggle with
numeracy and graph literacy, including
healthcare professionals.?325262828 More
than nine out of ten physicians (95%) said
itis important to understand all statistics
in journal articles, but nearly eight out of
ten (75%) said they couldn’t.?® Further,
almost eight out of ten (75%) physicians
were not able to give patients information
that was complete and transparent.?®
(Figure 1 overleaf).

OGILVY HEALTH
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Figure 1.

Individuals struggle with numeracy and graph
literacy, including healthcare professionals

PTIPEETTTe

95%

of physicians said it /s
important to understand all
statistics in journal articles

75%

of physicians said they
couldnt understand all
statistics in journal articles

THE COMMUNICATION GAP
Traditionally, scientific communication

has primarily targeted other researchers
and academic clinicians, as evidenced by
the publication practices geared towards
high-impact journals, whose gatekeepers
are editors and peer reviewers from within
the scientific community.! This creates

a scientific ‘bubble’ characterised by
specialised jargon and standard ways of
presenting data, hindering public access to
scientific knowledge.! The use of complex
scientific language, inaccessible formatting
of research findings, and a lack of patient-
centred communication may all contribute
to the lack of health literacy among those
who are not used to medical literature, and
there is a significant communication gap
between medical professionals and the
public.®? The use of technical language
can also broaden a communication gap
between specialist and non-specialist
medical professionals, who often work
together as part of a multidisciplinary team.
This lack of accessibility and cohesion
hinders informed decision-making and,
perhaps more worryingly, may contribute to
the erosion of trust in healthcare systems.

PATIENT-CENTRICITY

Many biopharmaceutical companies put
patients at the core of their purpose, and

PLAIN LANGUAGE SUMMARIES

L LR

recognise that patient engagement is
an essential part of their business, from
inspiration for drug discovery to clinical
trial participation.”*° For example:

“lwe/ recognise that patients are people first
and should be at the centre of everything
[we/ do in specific and measurable ways”
- AstraZeneca

“lwe/ are in a relentless pursuit of
breakthroughs that change patients’lives”*
- Pfizer

“lwe/ are doing now what patients need next’
- Roche

Perhaps unsurprisingly, prioritising patients
aligns with the core principles of evidence-
based medicine and patient-centred
care.>* There is evidence to suggest that
PLSs can enhance the accessibility and
understanding of research findings,"®
which can empower patients and their
caregivers by bolstering their health
literacy and enabling them to actively
participate in their healthcare decisions.®
In the highly regulated pharmaceutical
environment, PLSs can act as helpful,
non-promotional vehicles for clinical study
findings,* foster greater patient and public
involvement in health research,*>” and

OGILVY HEALTH
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contribute to improvements in healthcare
system quality.” Furthermore, active
involvement of patients in medical literature
has been linked to increased patient
satisfaction, improved knowledge, and the
development of more realistic expectations
regarding their health outcomes.®

SHARED DECISION-MAKING

Shared decision-making is a collaborative
approach whereby patients and healthcare
professionals consider together the
available treatment or management
options, and come to a joint agreement on
the best course of action for that patient.®*

PLAIN LANGUAGE SUMMARIES

Providing a patient with decision-making
support, such as a PLS describing study
data for a potential treatment option,
could equip and empower the patient with
the necessary information they need to
have a conversation with their healthcare
professional.®3** Indeed, not all patients may
be interested in or capable of engaging
with PLSs by themselves.® PLSs could
also serve as valuable tools for healthcare
professionals to discuss complex scientific
evidence in simple terms directly with
patients, or their multidisciplinary team,
and help facilitate shared decision-

making in this way instead.834
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Table 1.
Types of plain language summaries

]

Types of plain
language summary

VT4

There are several types of PLSs, based on their length, format, use,
and purpose.'®® We propose the simplification of terms for some
common types of PLS using the following taxonomy (Table 1).

Type

Plain language
abstracts

Plain language
summaries as
supplementary
information

Plain language
summaries of
publication

Regulation

plain language
summaries of
trial results (EU)

Regulation
plain language
protocol
synopses (UK)

PLAIN LANGUAGE SUMMARIES

Description

These are short (100-300 words) text summaries of findings released
alongside the full publication, usually placed after the abstract if
summarising a journal article, or via a QR code if summarising a congress
poster. These can be described as extensions to the abstract that provide
a clear, concise summary of the full publication using non-technical
language, thus making it accessible to a wider audience.®>3¢

These are text or visual summaries presented as electronic
supplementary material to a published article.>® The
advantage of developing a PLS for supplementary material
means there are no restrictions to length or format.

These are standalone pieces that are peer-reviewed and published with
their own citation.® Plain language summaries of publication (PLSPs)
summarise a full manuscript, usually a clinical trial, and are typeset using
a mix of copy and visuals. The Future Science Group journals pioneered
the publication of this type of PLS in Future Oncology in 2020.

These are PLSs of clinical trial results that are mandated by regulatory
bodies, such the EU’s Clinical Trial Regulation 536/2014 (Article 37).6
Sponsors are required to provide a summary of clinical trial results

in a format that non-experts can read, access, and understand.®®

These are PLSs of clinical trial study protocols. The Medicines and
Healthcare products Regulatory Agency in the UK mandates plain
English summaries, which describe the study to the non-expert
public, to be deposited in the International Standard Randomised
Controlled Trial Number (ISRCTN) registry. These should be around
1000 words, and authors are encouraged to use short sentences,
simpler words and phrases, and medical terms in brackets alongside
the plain English definitions, e.g. ‘itching (pruritus)’. The summary
should include a brief description of the disease or area of study,
characteristics of the trial participants, what the study involves, possible
benefits and risks of participating in the study, how long the study is
running for, who is funding the study, and who is the main contact.’”
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SeeaPL
abstract

SeeaPLSas

supplementary
information

SeeaPLSofa
publication

See aregulation
PLS of trial

results (EU)

See aregulation
PL protocol
synopsis (UK)


https://journals.sagepub.com/doi/pdf/10.1177/17562864241273036
https://journals.sagepub.com/doi/pdf/10.1177/17562864241273036
https://static-content.springer.com/esm/art%3A10.1007%2Fs00277-020-04280-3/MediaObjects/277_2020_4280_MOESM1_ESM.pdf
https://static-content.springer.com/esm/art%3A10.1007%2Fs00277-020-04280-3/MediaObjects/277_2020_4280_MOESM1_ESM.pdf
https://static-content.springer.com/esm/art%3A10.1007%2Fs00277-020-04280-3/MediaObjects/277_2020_4280_MOESM1_ESM.pdf
https://www.tandfonline.com/doi/epdf/10.2217/fon-2022-1211?needAccess=true
https://www.tandfonline.com/doi/epdf/10.2217/fon-2022-1211?needAccess=true
https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en&EUCT=2023-508734-34-00
https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en&EUCT=2023-508734-34-00
https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en&EUCT=2023-508734-34-00
https://www.isrctn.com/ISRCTN24760606
https://www.isrctn.com/ISRCTN24760606
https://www.isrctn.com/ISRCTN24760606
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“PLSs sometimes fail to achieve optimal
readability, which may be a result of authors
lacking the necessary skills to write in plain

E language or to produce visuals with the right
level of information for a non-expert reader.”




Challenges in plain language
summary authoring
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Despite the widely recognised importance all (Table 2).%8 For those that do request
@ of PLSs in increasing health literacy a PLS, there is a lack of standardised
READING TIME: among non-experts, the implementation terminology, and inconsistencies in
10-15 minutes of PLSs remains inconsistent."*® None of guidelines for authors, including the
the top 20 high-impact-factor medical absence of a defined target audience.*®
journals request the submission of a PLS This can lead to variations in reading levels,
alongside the main manuscript, with lengths, and content, potentially limiting
only a few mentioning plain language at their accessibility and effectiveness™®
Table 2.

PLS requirements and guidance from the top 20 medical journals*

Impact PLS
factor* Journal Preparation guidance from website mandated?
521.6 CA: Cancer Journal for Clinicians n/a °
98.4 The Lancet n/a °
96.3 New England Journal of Medicine n/a °
93.7 British Medical Journal n/a °
811 Nature Reviews Clinical Oncology Recommends using plain language generally to explain concepts °
79.0 Nature Reviews Disease Primers Recommends using plain language generally to explain concepts °
72.5 Nature Reviews Cancer Recommends using plain language generally to explain concepts °
67.7 Nature Reviews Immunology Recommends using plain language generally to explain concepts °
63.5 Journal of the American Medical Association n/a °
587 Nature Medicine n/a °
56.7 Annals of Oncology Can be included as supplementary files for online publication only °
48.8 Cancer Cell n/a °
421 Journal of Clinical Oncology n/a °
41.7 Nature Reviews Cardiology Recommends using plain language generally to explain concepts °
41.6 The Lancet Oncology n/a °
38.7 Lancet Respiratory Medicine n/a °
381 European Heart Journal n/a °
36.4 LancetInfectious Diseases n/a °
35.6 Circulation n/a °
30.6 Cancer Discovery n/a °

*According to the Clarivate 2023 Journal Citation Reports.
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INCONSISTENCIES IN

AUTHOR GUIDELINES

A surprisingly low proportion of journals
provide written PLS instructions. A
scoping review by Gainey et a/.38 found
that only 5.1% of 534 journals provided
written instructions for PLSs, with
significant variations in recommended
word count, structure, and content detail.
Where guidelines for PLSs are provided
by health journals and publishers, they
lack consistency, as evidenced in

Table 3. Most guidelines emphasise
avoiding jargon, and some journals provide
more specific recommendations, such
as using active voice, person-centred
language, and defining any unavoidable
technical terms.*® However, specific
guidance on target audience, handling
acronyms, utilising readability tools,
and involving readers in the writing or
review process is scarce and varied.*®

PLAIN LANGUAGE SUMMARIES

Another key inconsistency in guidance is
reading age. The European Union and the
UK’s National Institute of Health and Care
Research state that PLSs should have a
reading age of 12 years.>3° While this may
appear to be alow reading age, this aligns
with the average reading age in the UK of
1N-14 years.® Guidelines often recommend
aligning with the average reading level

of the general population or writing to

a ‘broad audience’, which is unhelpfully
neither directive nor quantitative. This

is evident in research from Carvalho et

al, who found that less than 2% of the
PLSs they analysed, encompassing
randomised controlled trials, systematic
reviews, and clinical practice guidelines,
were written at a suitable reading level.“°

A lack of standardised guidelines for PLS
development leads to variations in quality
and accessibility' and can leave authors
uncertain about best practices for creating
clear and accessible summaries, potentially
hindering the effective communication of
research findings to non-expert audiences.

OGILVY HEALTH



Table 3.

Guidance for writing plain language summaries by selected publishers

Target
audience

Target
reading level

Length

Readability
tips

Elements for
inclusion and
suggested
order

*For a text PLS.
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EU regulation 536/20143

General public

Low to average
level of literacy

As short as possible

— Auvoid jargon,
technical, medical or
scientific language

— Use active voice

— Avoid long and
complex sentences

— Use whole numbers
rather than decimals

— Present absolute
numbers or
percentages, rather
than odds ratios etc.

1. Clinical trial identification

2. Name and contact
of sponsor

3. General information
about the clinical trial

4. Population of subjects

5. Investigational medical
product used

6. Description of
adverse events and
their frequency

7 Overall results of
the clinical trial

8. Comments on the
outcome of the
clinical trial

9. Indication if follow-up

clinical trials are foreseen

JO. Indication where
additional information
could be found

Cochrane®

Anyone who needs
brief, accurate, easy-
to-read information
to help them make a
healthcare decision

TNyears old for
general UK audience

400-850 words

— Should use
language that
is easy to
understand for
non-experts
and non-native
English speakers

— Use simpler,
conversational
language

— Do notreport
statistical data
such as summary
statistics or
confidence
intervals

1 Title

2. Section that
summarises the
key messages
of the review

3. Brief explanation
of the review
topic and aims

4. Brief description
of the review
methods

5. Summary of the
review results

6. Summary of the
limitations of
the evidence

7/, Statement about
how current the
evidence is

PLAIN LANGUAGE SUMMARIES

Sage®®

Accessible to a
wider network
of readers

Not stated

~300 words

— Do not assume
readers have
prior knowledge
on the topic

— Use whole
numbers
and absolute
numbers or
percentages

— Avoid statistics
or non-essential
numbers

/. Aimsand
purpose of
the research

2 Background of
the research

3. Methods and
research design

4. Results and
importance

OGILVY HEALTH

Taylor & Francis®

A broad audience including
patients and professionals
in nearby disciplines

Not stated

250 words*

— Avoid jargon, complex

grammatical structures,
or abbreviations

Use active voice

Use person-centred
language

Use short, clear
sentences and
phrase sentences in
neutral language

Keep statements factual
and avoid providing
opinions or speculation
on the study’s findings
and significance

Why was the
study done?

. What did the researchers

do and find?

. What do the

results mean?

. What is the objective

influence on the
wider field?



LACK OF STANDARDISED
TERMINOLOGY

Lack of standardisation extends to
terminology, with Griffiths et a/®
identifying 22 different terms used by
pharmaceutical companies for PLSs,
including terms such as ‘lay summary’,
‘clinical trials results summary’, ‘lay readable
summary’, ‘study results summary’,
and ‘lay patient summary’. With several
terms being used interchangeably, it
can be difficult for people to search

for these online and, in some cases,
identify that they are in fact a PLS.

LACK OF EXPERTISE IN PLAIN
LANGUAGE WRITING

PLSs sometimes fail to achieve optimal
readability, which may be a result of authors
lacking the necessary skills to write in plain
language or to produce visuals with the
right level of information for a non-expert
reader. Several studies have shown that
readability of PLSs is no better than the
original article.24%42 For example, PLSs
published in one medical journal were less
readable than the accompanying scientific
abstracts, demanding university-level
reading comprehension.? Rein-Smith
showed that, out of 18 articles published

in cardiology journals, the mean numbers
of complex words, passive sentences, and
words per sentence were the same for both
the original article abstracts and the PLSs.*?

PLAIN LANGUAGE SUMMARIES

Besides language, figures, charts and
schematic diagrams should also be
adapted from the original to enable people
to see the take-home message easily. A
systematic review revealed that individuals
often gravitate towards more visually
appealing and user-friendly formats like
blogs, newspaper articles and infographics
over PLSs.' However, this preference
didn’t necessarily translate into enhanced
knowledge acquisition, and the perceived
credibility of these alternative formats
compared to PLSs wasn’t measured. The
review further identified eight studies that
evaluated the effectiveness of PLSs across
various parameters, including accessibility,
knowledge acquisition, understanding,
communication of research findings,

and patient empowerment.! The authors
point out a significant limitation in the
existing research: the participants in most
studies were not representative of the
general public or the average reader, often
consisting of highly educated patients,
students, researchers, or healthcare
managers and policymakers. This lack

of representation raises concerns about
the generalisability of these findings to

a broader patient population, which we
suspect weakens the effectiveness of
PLSs for patients, families, and caregivers.

OGILVY HEALTH
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Best practices for creating effective
plain language summaries

VT4

Addressing the inconsistencies described
above is essential for maximising the
impact of PLSs,*? and teams who write

and prepare PLSs must evolve beyond
their traditional skill set. While technical
expertise and accurate data interpretation
remain crucial, authoring teams need to

be flexible and develop capabilities that

are outside of the traditional ways of
scientific writing and data visualisation.*°
Experts advocate for collaborative efforts
between researchers, publishers, regulatory
bodies, and patients to establish consistent
terminology, standardised guidelines, and
best practices for PLS.5%3 Below are key,
evidence-based recommendations for
creating effective and consistent PLSs.

STANDARDISING STRUCTURE

AND TERMINOLOGY

The inconsistencies observed in PLSs
can be avoided using a standard structure
and standard terminology. Publications
of clinical trials are written with reporting
checklists, such as CONSORT,*4
whereby particular elements of the
study design, statistical methodology,
and results must be included in the
manuscript. To our knowledge, no such
reporting checklist exists for PLSs.

DEFINING TARGET AUDIENCE
A common challenge for development of

PLAIN LANGUAGE SUMMARIES

a PLS is defining, and writing to, the target
audience.! Some PLS guidelines suggest
that incorporating medical terms within
parentheses alongside their simplified
explanations could cater to a wider range
of scientific expertise. This strategy
allows people unfamiliar with medical
terminology to grasp the core message,
while providing an opportunity for readers
who are interested to familiarise themselves
with technical language.® In addition to
this, we advocate for one overall style

for healthcare professionals and one for
adult patients or caregivers, to ensure that
each audience’s needs are properly met.

We define healthcare
professionals as people who:

— have a scientific background
— may be used to reading medical literature

— are specialists in the field
but are time-poor; or

— are non-specialists in the field and are
not familiar with the disease or clinical
assessments and are also time-poor.

Our overall goal for healthcare professionals
is to address their lack of time available

to fully read and digest scientific

literature, by prioritising brevity and
simplicity in language over reading age.
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We define adult patients or
caregivers as people who:

— do not have a scientific background

— are not necessarily used to
reading medical literature

— want to find out more about their disease
and potential future treatment options.

Our overall goal for patients and their
caregivers is to facilitate conversations
with healthcare professionals for shared
decision-making, by aiming for a Flesch-
Kincaid reading score of 60, equivalent
to areading age of 12 years, to align with
that of the general population in the

UK, and providing pronunciation and
definitions of key terms. PLSs written

for adult patients or caregivers will also
assume that the reader is less familiar with
scientific terms used in clinical trials such
as ‘placebo’, randomised’, or ‘statistical
significance’. These terms are more likely
to be familiar to a healthcare professional
and will not necessarily need explaining.

PLSs could also be helpful for children, who
need information explained differently. For
example, using analogies that children can
relate to can help explain a difficult topic.
This is something we at Ogilvy Health

are actively exploring, recognising the
potential of PLSs to improve understanding
and communication across a range of
audiences, including younger populations.

OPTIMUM READABILITY
Storytelling, by using a framework such

PLAIN LANGUAGE SUMMARIES

as Freytag’s pyramid, is one way to help
effectively convey complex information
to a diverse audience with varying levels
of medical knowledge.*> Cognitive
psychology and literary theory suggest
that audiences better understand and
remember narrative writing conveyed
through related events, rather than formal,
explanatory writing that states a series

of facts with little context.“® Hillier et al.
analysed 732 scientific abstracts of journal
articles reporting data on climate change
and found that those using storytelling

or narrative writing styles were cited

more often than those that did not.*®

Length is another factor that can help or
hinder readability. A study showed that,
even with a 300-character limit, PLSs in
one medical journal were harder to read
than the abstracts. Abstracts were written
to a first-year university level (around 18
years of age), while PLSs were at a final-
year university level (around 22 years of
age), showing that PLSs were less readable
than their corresponding abstract.?

This discrepancy likely stems from the
restrictive word limit, forcing authors to
condense information at the cost of clarity.
Therefore, we advocate that limits on word
or character counts should not be enforced.

DATA COMPREHENSION

AND VISUAL ELEMENTS

Research suggests that graphical formats
enhance understanding and can be recalled
better than numerical formats. 284748

They can also significantly improve both
perceived and actual comprehension.?®
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Visualisations are particularly beneficial
for individuals with low numeracy or
visual literacy.2>4° However, many
people, including highly trained
healthcare professionals and motivated
patients, lack the skills to accurately
evaluate risks without assistance.?

We have long advocated for prioritising
comprehension over aesthetics in data
visualisation, a principle we term Data
Comprehension Design, or DCODE™.
While aesthetics can play an important
role in specific circumstances, the primary
goal of visualising data, particularly in
health contexts, is to facilitate clear

and accurate understanding. This
necessitates integrating fundamental
cognitive psychology principles with the
specialised skills of information design.

Cognitive psychology provides insights
into how people perceive, process, and
remember information, informing the
design of visualisations that align with
these cognitive processes. For example,
understanding principles of visual attention
and working memory can guide the
selection of appropriate chart types,
colour palettes, and layout strategies.

Information design, in turn, provides
the practical tools and techniques for
translating these cognitive principles
into effective visual representations.
This specialisation encompasses a
broad range of considerations, all
applicable to the creation of patient-
facing visualisations, including:
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— Layout and organisation: structuring
the visualisation clearly and logically,
including the placement of titles,
labels, legends, and annotations

— Contextualisation: providing sufficient
context for the data, including clear
explanations of what the data represents
and how they should be interpreted

— Chart selection: choosing the
most appropriate chart type to
represent the data effectively

— Visual encoding: careful consideration
of elements like colour, shape, size,
and position, which significantly
impact comprehension

— Accessibility: designing visualisations
accessible to a wide range of users,
including those with visual impairments
or cognitive differences. There is still
much progress to be made in this area

— Interactivity: incorporating
interactive elements that enable
users to explore the data in more
detail, such as zooming, filtering and
highlighting, which can enhance
engagement and understanding.

Data comprehension design offers
substantial opportunities to improve how
clinicians understand and communicate
health data. Moreover, the potential of
DCODE™ is even greater when it comes to
empowering patients. By providing patients
with accessible and understandable
visualisations of health data in PLSs, we
can equip them to take a more active role
in managing their health, making informed
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Figure 2.
PLS Chart interpretation methods introduced by Ogilvy Health
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decisions, and communicating effectively COLLABORATION WITH

with their healthcare providers. This can
lead to improved health outcomes, greater
satisfaction with care, and a stronger sense
of ownership over their health journey.

Graph literacy can be a barrier, however, and
we are actively exploring methods in PLSs
to explain the interpretation of each chart
format, mitigating the challenges posed by
varying levels of graph literacy (Figure 2).
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NON-EXPERTS

There is increasing recognition of

patient and public partners in knowledge
translation,*>°%% with the importance of
patient and public partner involvement

in all stages of PLS preparation
emphasised.*® For example, creating a
standard approach for the development
of PLSs in collaboration with patients and
the public may provide a solid starting
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point. This initial input can be leveraged
to standardise PLSs in the future.

GPP says that PLSs should undergo peer
review, although it does not specify by
whom, simply stating that ‘review by a lay
person or patient may also be helpful’.°
We believe that, where possible, PLSs
should be reviewed by the non-expert
target audience to ensure that the target
writing style has been met. PLSs aimed at
patients and caregivers should ideally be
reviewed by a patient or caregiver, while
PLSs aimed at non-specialist healthcare
professionals should be reviewed by a
non-specialist healthcare professional.
The intention is not for these reviewers to
replace the usual peer-review process or
reviews by other stakeholders, who should

PLAIN LANGUAGE SUMMARIES

also review to ensure scientific accuracy,
but simply to encourage a collaborative
process and knowledge-sharing among
all stakeholders and audiences.

EMBRACING TECHNOLOGY

The digital age demands concise, modular
content, available on demand across
various platforms. This shift represents a
transition from a ‘push’ to a ‘pull’ model,
where healthcare professionals can choose
their preferred information format and
delivery.3° PLS authors should remember
this and consider different formats for
maximum reach. At Ogilvy Health, we're
actively pursuing additional formats

like video, podcasts, and ‘mobile first’
content to meet this evolving need.

OGILVY HEALTH
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The future of plain
language summaries

VT4

We strongly advocate for developing

and adopting standardised frameworks
for creating PLSs of clinical trials. These
frameworks should be tailored to the
specific target audience, recognising that
patients and non-specialist healthcare
professionals have different needs and
comprehension levels. A patient-focused
framework, for instance, would prioritise
clear, accessible language and emphasise
the practical implications of the research
findings. A framework for healthcare
professionals, who are constantly
inundated with data and information,
would prioritise conciseness and clarity
to facilitate efficient comprehension.

These tailored frameworks would provide
guidance on several key elements:

— Structure and content: a clear
structure for the PLS, outlining
the essential information and its
order of presentation. This could
include sections on study purpose,
methods, results, and implications

— Phrasing: recommended phrasing
and sentence structures to maximise
comprehension and minimise ambiguity,
including guidelines on active versus
passive voice, sentence length, and
the use of clear, concise language
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— Terminology: a consistent vocabulary
for complex medical terms and
concepts, ensuring clarity and avoiding
jargon. This might involve using
preferred terms from established
resources like MedDRA, providing
definitions and explanations as needed

— Reading level: target reading
levels appropriate for the intended
audience, using validated readability
assessment tools to ensure
accessibility for individuals with
varying levels of health literacy

— Visualisation: standards for visual
representations of outcomes (e.g.
tables, graphs and schematics)
to enhance understanding and
engagement, along with guidelines for
their appropriate use (see Afterword).

Adopting these standardised, audience-
centric frameworks will ensure consistency,
clarity, and accessibility across PLSs,
ultimately improving the dissemination and
understanding of vital health information.

Furthermore, technology and Al will play an
increasingly important role in expanding the
reach and accessibility of PLSs. Al models
can generate text from existing documents,
adapt content to different reading levels
and audiences, and translate into various
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languages. While human oversight remains
essential, Al can provide a valuable starting
point and save authors (both writers and
information designers) considerable time.

We are actively exploring Al’'s potential

to create non-English PLSs and versions
tailored for healthcare professionals,
prioritising conciseness and clarity

without increasing writing time. We are
also pursuing Al and other technologies to
develop alternative formats like mobile-first
content, podcasts, and incisive videos,
maximising the accessibility of clinical

trial outcomes. While our review primarily
focuses on PLSs for clinical trial data,
these principles apply to other publication
types, including real-world epidemiological
studies, meta-analyses and systematic
reviews. Developing a plain language
lexicon for MedDRA preferred terms
would further enhance consistency and
simplify complex medical terminology.

THE IMPORTANCE OF
STANDARDISATION

British road signs, with their distinctive
shapes and colours, are a prime example
of standardisation in graphic design. A
red circle signifies a prohibition (e.g. no
entry), a blue circle gives a mandatory
instruction (e.g. turn left), and a triangle
warns of potential hazards (e.g. sharp
bend). This consistent visual language
allows drivers to quickly interpret signs
without needing to read detailed text,
critical for safe and efficient navigation.
Even the specific typeface used, Transport,
is standardised for optimal legibility.
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This principle of standardised visual
communication can be powerfully applied
to other areas, including healthcare.

In the creation of PLSs of clinical

trial results, standardisation through
design templates and structured

body copy offers significant benefits

for both patients and clinicians:

— For patients, consistent use of headings,
clear typography, and simple language
within a standardised template makes
complex medical information more
accessible and understandable. Just
as a red triangle consistently signals a
hazard on the road, a clearly defined
section on ‘potential side effects’
in a PLS can quickly alert patients
to important safety information

— Clinicians, often pressed for time,
also benefit from standardised PLS
templates. A bespoke template designed
specifically for healthcare professionals,
using concise language and prioritising
key data points, can facilitate quick
comprehension of trial results. Similarly
to how drivers instantly recognise
and react to road signs, clinicians can
efficiently extract crucial information
from a standardised PLS, enabling them
to make informed decisions faster. This
streamlined approach allows them to
focus on patient care without wading
through dense technical language.

Therefore, standardised design and content
in PLSs, mirroring the effectiveness of
road signage, can significantly improve
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communication and understanding of
clinical trial results for all stakeholders.

Effective shared decision-making requires
accessible information for everyone,®*
and giving patients the information they
need empowers them to make better
decisions. Transforming healthcare
communication in this way benefits
everyone. We’d love for all interested
parties — patient advocates, clinicians,

PLAIN LANGUAGE SUMMARIES

researchers, and industry professionals
—to join us in developing a consensus

on detailed guidelines for creating

plain language summaries. By working
together, we can establish standardised
frameworks that ensure PLSs effectively
bridge the communication gap between
complex research and the people who
need it most, ultimately empowering both
patients and clinicians to make informed
decisions about every patient’s health.
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Afterword

VT4

This review has highlighted the urgent
need for accessible medical information,
especially the critical role of PLSs.

The inconsistencies and challenges
surrounding these summaries underscore
the pressing need to empower both
patients and healthcare professionals to
navigate complex medical research.

This is the second in a series exploring
clinician and patient interaction with
health information, and we will further
investigate the multifaceted aspects

of health communication, focusing on
how we can achieve consensus on plain

language summary creation and utilisation.

Our goal is to combine these insights
with collaborative, humanistic primary
research, engaging directly with the
healthcare community to understand the

PLAIN LANGUAGE SUMMARIES

daily challenges faced in clinical settings,
particularly regarding access to and
comprehension of key research findings.
Through this, we can co-create a clear
consensus on best practices for PLSs,
developing guidelines informed by patient
and clinician needs and behaviours.

We invite all stakeholders — patient
advocates, clinicians, researchers,
industry representatives, academics,
and policymakers — to join us in driving
this crucial change in healthcare
communication. By working together,
we can ensure consistent, high-quality
PLSs bridge the communication gap,
providing everyone with access to clear,
concise, and actionable health information,
ultimately benefiting both patients

and the clinicians who treat them.

OGILVY HEALTH



REFERENCES
|



Y 7 ¥ 4

35

References

10.

A

2

13.

VT4

Stoll M, et al. Plain language summaries: a systematic review of theory,
guidelines and empirical research. PLoS One. 2022;17(6):e0268789.

Wen J, Lan Y. Comparing lay summaries to scientific abstracts for readability
and jargon use: a case report. Scientometrics. 2023;128:5791-5800.

European Union. Summaries of clinical trial results for laypersons. https:/
health.ec.europa.eu/system/files/2020-02/2017 01 26 summaries
of _ct_results_for_laypersons_0.pdf. Accessed November 2024.

Barnes A, Patrick S. Lay summaries of clinical study results: an
overview. Pharmaceut Med. 2019;33(4):261-268.

Taylor & Francis Group. Plain language summaries: author guidelines for
development, submission & publication. https:/authorservices.taylorandfrancis.
com/wp-content/uploads/2022/03/TF-PLS-Guidelines-for-Authors-
UPDATE-10-Mar-22-FINAL.pdf. Accessed November 2024.

Griffiths S, et a/ Landscaping the terminology of accessible language
document types. Medical Writing. 2022;31(4):24-30.

Yeoman G, et a/. Defining patient centricity with patients for patients and
caregivers: a collaborative endeavour. BMJ Innov. 2017;3(2):76-83.

Riganti P, McKinnon AM. Plain language summaries: enhancing patient-centred care and
improving accessibility of health research. BMJ Evid Based Med. 2023;28(5):299-302.

Chamberlain James L. Plain language summaries of clinical trial results: what is their
role, and should patients and Al be involved? Med Writing. 2024;33(3):34-37.

DeTora LM, et al. Good Publication Practice (GPP) guidelines for company-sponsored
biomedical research: 2022 update. Ann Intern Med. 2022;175(9):1298-1304.

European Medicines Agency. Clinical trial regulation. https:/www.ema.europa.
eu/en/human-regulatory-overview/research-development/clinical-trials-
human-medicines/clinical-trials-regulation. Accessed November 2024.

US Food & Drug Administration. Press announcements. https:/www.fda.gov/news-
events/press-announcements/fda-commissioner-scott-gottlieb-md-new-steps-
fda-taking-enhance-transparency-clinical-trial. Accessed November 2024.

National Institute of Health. Information about NIH clinical trial
stewardship. https:/grants.nih.gov/policy-and-compliance/policy-
topics/clinical-trials/why-changes. Accessed November 2024.

PLAIN LANGUAGE SUMMARIES OGILVY HEALTH


https://health.ec.europa.eu/system/files/2020-02/2017_01_26_summaries_of_ct_results_for_laypersons_0.pdf
https://health.ec.europa.eu/system/files/2020-02/2017_01_26_summaries_of_ct_results_for_laypersons_0.pdf
https://health.ec.europa.eu/system/files/2020-02/2017_01_26_summaries_of_ct_results_for_laypersons_0.pdf
https://authorservices.taylorandfrancis.com/wp-content/uploads/2022/03/TF-PLS-Guidelines-for-Authors-UPDATE-10-Mar-22-FINAL.pdf
https://authorservices.taylorandfrancis.com/wp-content/uploads/2022/03/TF-PLS-Guidelines-for-Authors-UPDATE-10-Mar-22-FINAL.pdf
https://authorservices.taylorandfrancis.com/wp-content/uploads/2022/03/TF-PLS-Guidelines-for-Authors-UPDATE-10-Mar-22-FINAL.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-regulation
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-regulation
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-regulation
https://www.fda.gov/news-events/press-announcements/fda-commissioner-scott-gottlieb-md-new-steps-fda-taking-enhance-transparency-clinical-trial
https://www.fda.gov/news-events/press-announcements/fda-commissioner-scott-gottlieb-md-new-steps-fda-taking-enhance-transparency-clinical-trial
https://www.fda.gov/news-events/press-announcements/fda-commissioner-scott-gottlieb-md-new-steps-fda-taking-enhance-transparency-clinical-trial
https://grants.nih.gov/policy-and-compliance/policy-topics/clinical-trials/why-changes
https://grants.nih.gov/policy-and-compliance/policy-topics/clinical-trials/why-changes

36

14. Congress.gov. H.R.946 - Plain Writing Act of 2010. https:/www.congress.
gov/bill/TMth-congress/house-bill/946. Accessed November 2024.
75. Federal Register. Clinical trials registration and results information submission.

https:/www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-
reqgistration-and-results-information-submission. Accessed November 2024.

76. Center for Information & Study on Clinical Research Participation. Perceptions
and insights study participation experience. https://www.ciscrp.org/
wp-content/uploads/2019/06/2017-CISCRP-Perceptions-and-Insights-
Study-Participation-Experience.pdf. Accessed November 2024.

17, Kutner M, et al. The health literacy of America’s adults: results from the 2003 national
assessment of adult literacy. Washington, USA: US Department of Education, 2006.

718. NHS England. Health literacy ‘how to’ guide. https:/library.nhs.uk/wp-content/uploads/
sites/4/2020/08/Health-literacy-how-to-gquide.pdf. Accessed November 2024.

79. Shahid R, et a/. Impact of low health literacy on patients’ health outcomes:
a multicenter cohort study. BMC Health Serv Res. 2022;22(1):1148.

20. Alert IMS. Patients with low health literacy make more errors interpreting
instructions and warnings. Acute Care. 2023;28(24):1-3.

21 Agness C, et al. Poor health literacy as a barrier to patient care.
Consult Pharm. 2008;23(5):378-382, 385-376.

22 Vamos S, et a/. Making a case for “education for health literacy”: an
international perspective. Int J Environ Res Public Health. 2020;17(4).

23. Garcia-Retamero R, Cokely ET. Designing visual aids that promote
risk literacy: a systematic review of health research and evidence-
based design heuristics. Hum Factors. 2017;59(4):582-627.

24, Garcia-Retamero R, et al. Using visual aids to improve communication of
risks about health: a review. ScientificWorldJournal. 2012;2012:562637.

25. van Weert JCM, et al. Preference for and understanding of graphs
presenting health risk information. The role of age, health literacy, numeracy
and graph literacy. Patient Educ Couns. 2021;104(1):109-117.

26. Cokely ET, et al. Measuring risk literacy: the Berlin numeracy
test. Judgement Decision Making. 2012;7(1):25-47.

27 Trevena LJ, et al. Presenting quantitative information about decision
outcomes: a risk communication primer for patient decision aid
developers. BMC Med Inform Decis Mak. 2013;13:S7.

28. Gaissmaier W, et al. How do physicians provide statistical information about
antidepressants to hypothetical patients? Med Decis Making. 2014;34(2):206-215.

PLAIN LANGUAGE SUMMARIES OGILVY HEALTH


https://www.congress.gov/bill/111th-congress/house-bill/946
https://www.congress.gov/bill/111th-congress/house-bill/946
https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and-results-information-submission
https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and-results-information-submission
https://www.ciscrp.org/wp-content/uploads/2019/06/2017-CISCRP-Perceptions-and-Insights-Study-Participation-Experience.pdf
https://www.ciscrp.org/wp-content/uploads/2019/06/2017-CISCRP-Perceptions-and-Insights-Study-Participation-Experience.pdf
https://www.ciscrp.org/wp-content/uploads/2019/06/2017-CISCRP-Perceptions-and-Insights-Study-Participation-Experience.pdf
https://library.nhs.uk/wp-content/uploads/sites/4/2020/08/Health-literacy-how-to-guide.pdf
https://library.nhs.uk/wp-content/uploads/sites/4/2020/08/Health-literacy-how-to-guide.pdf

37

29. Windish DM, et a/. Medicine residents’ understanding of the biostatistics
and results in the medical literature. JAMA. 2007:298(9):1010-1022.

30. Power EGM. Considerations for effective communication of
medical information. Pharmaceut Med. 2023;37(2):97-101.

31 AstraZeneca. Our commitment to patients. https:/www.astrazeneca.com/our-
company/our-commitment-to-patients.html. Accessed November 2024.

32. Pfizer. Pfizer’s purpose, core values, and purpose blueprint.
https:/www.pfizer.com/about/purpose. Accessed November 2024.

33. Roche. Roche - Doing now what patients need next.
https:/www.roche.com. Accessed November 2024.

34. Montori VM, et al. Shared decision-making as a method of
care. BMJ Evid Based Med. 2023;28(4):213-217.

35. Sage. Plain language summaries. https:/us.sagepub.com/en-us/
nam/plain-language-summaries. Accessed November 2024.

36. Sage. Plain language summaries (PLS). https:/us.sagepub.com/en-us/
nam/plain-language-summaries-pls. Accessed November 2024.

37 ISRCTN. Definitions - Plain English summary. https:/www.isrctn.com/page/
definitions#plain-english-summary. Accessed November 2024.

38. Gainey KM, et al. What author instructions do health journals provide for writing
plain language summaries? A scoping review. Patient. 2023;16(1):31-42.

39. National Institute of Health and Care Research. Plain language summaries: guidance
for NIHR bioresource applications. https:/bioresource.nihr.ac.uk/media/isgbwuag/
vI-plain-language-guidance-for-daa-applications.pdf. Accessed November 2024.

40.Carvalho FA, et al. Are plain-language summaries included in published
reports of evidence about physiotherapy interventions? Analysis of 4421
randomised trials, systematic reviews and guidelines on the Physiotherapy
Evidence Database (PEDro). Physiotherapy. 2019;105(3):354-361.

4]. Cochrane. Template and guidance for writing a Cochrane plain language
summary. https://training.cochrane.org/handbook/current/quidance-writing-
cochrane-plain-language-summary.pdf. Accessed November 2024.

42 Rein-Smith C. The use of plain language summaries in reporting clinical trial results
in cardiology publications. 20th Annual Meeting of ISMPP 2024. Poster 17.

43 Zarshenas S, et al. Recommended characteristics and processes for
writing lay summaries of healthcare evidence: a co-created scoping
review and consultation exercise. Res Involv Engagem. 2023;9(1):121.

44.Schulz KF, et al. CONSORT 2010 statement: updated guidelines for reporting
parallel group randomised trials. J Pharmacol Pharmacother. 2010;1(2):100-107.

PLAIN LANGUAGE SUMMARIES OGILVY HEALTH


https://www.astrazeneca.com/our-company/our-commitment-to-patients.html
https://www.astrazeneca.com/our-company/our-commitment-to-patients.html
https://www.pfizer.com/about/purpose
https://www.roche.com
https://us.sagepub.com/en-us/nam/plain-language-summaries
https://us.sagepub.com/en-us/nam/plain-language-summaries
https://us.sagepub.com/en-us/nam/plain-language-summaries-pls
https://us.sagepub.com/en-us/nam/plain-language-summaries-pls
https://www.isrctn.com/page/definitions#plain-english-summary
https://www.isrctn.com/page/definitions#plain-english-summary
https://bioresource.nihr.ac.uk/media/isgbwuag/v1-plain-language-guidance-for-daa-applications.pdf
https://bioresource.nihr.ac.uk/media/isgbwuag/v1-plain-language-guidance-for-daa-applications.pdf
https://training.cochrane.org/handbook/current/guidance-writing-cochrane-plain-language-summary.pdf
https://training.cochrane.org/handbook/current/guidance-writing-cochrane-plain-language-summary.pdf

38

45, Dykes B. Effective data storytelling. Hoboken, New Jersey, US: Wiley, 2020.
46.Hillier A, et al. Narrative style influences citation frequency in
climate change science. PLoS One. 2016;11(12):e0167983.

4/ Lipkus IM, Hollands JG. The visual communication of risk.
J Natl Cancer Inst Monogr. 1999(25):149-163.

48.Edwards A, et al. Explaining risks: turning numerical data into
meaningful pictures. BMJ. 2002,;324(7341):827-830.

49.Hakone A, et a. PROACT: iterative design of a patient-centered
visualization for effective prostate cancer health risk communication.
IEEE Trans Vis Comput Graph. 2017;23(1):601-610.

50.McVey L, et al. Working together: reflections on how to make public
involvement in research work. Res Involv Engagem. 2023;9(1):14.

571 Pollock D, et al. Moving from consultation to co-creation with knowledge
users in scoping reviews: guidance from the JBI Scoping Review
Methodology Group. JBI Evid Synth. 2022;20(4):969-979.

PLAIN LANGUAGE SUMMARIES OGILVY HEALTH



Odilvy

“We prefer the discipline of
knowledge to the anarchy
of ignorance. We pursue
knowledge the way a
pigpursues truffles.”

David Ogilvy

medpubs@ogilvy.com

https://www.ogilvy.com

| For more information, please contact:
/
/!


mailto:medpubs%40ogilvy.com?subject=
https://www.ogilvy.com

	Figure 1
	Foreword
	Plain language synopsis
	Review route map
	The need for plain language summaries (PLSs)
	Challenges in PLS authoring and current practices
	Best practices and future directions for PLSs


	Why do we care about plain language summaries?
	What are plain language summaries?
	An introduction to health literacy
	The communication gap
	Patient-centricity
	Shared decision-making

	Types of plain language summary
	Plain language abstracts
	Plain language summaries as supplementary information 
	Plain language summaries of publication 
	Regulation plain language summaries of trial results (EU)
	Regulation plain language protocol synopses (UK) 


	Challenges in plain language summary authoring
	Inconsistencies in author guidelines 
	Lack of standardised terminology
	Lack of expertise in plain language writing

	Best practices for creating effective plain language summaries
	Standardising structure and terminology
	Defining target audience
	Optimum readability
	Data comprehension and visual elements
	Collaboration with non-experts
	Embracing technology

	The future of plain language summaries
	The importance of standardisation

	Afterword
	References

