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Disclaimer

* The views expressed in this Webinar are those of the presenters, and are
not an official position statement by MAPS or their employer, nor do

they necessarily represent the views of the MAPS organization or its
members.

* This presentation is for informational purposes only and is not intended
as legal or regulatory advice.

Medical Affairs Professional Society (MAPS) | 2023



* Brief introduction of the speakers

* Perspectives and experiences sharing on plain language summaries

* Q&A
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Educational Objectives

This session will provide a learning opportunity for our audience by
understanding:

1: Why plain language summaries (PLS) are complex
2 : Current challenges in harmonizing and developing global guidelines

3 : Future implications
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Why is it challenging

Plain Language Lil
Summary

Strong communication skills — simplify technical concepts

N
/ > Clarity and brevity
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&3 Lack of consensus on best practices: different approaches and
recommendations

S Variation in audience needs and preferences: one-size-fits-all guidance for
@, 0 . .
w’*m@ plain language summaries

=J Complexity of scientific research: difficult to develop guidance that is
é applicable to all types of scientific research

i Limited resources: availability of significant time and resources at
~%Z organization level or individuals

Griffiths et al. Medical Writing, 2022;31(4)
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PLS and GPP: Academic
perspective

Lisa DeToraq,
Associate Professor,
Hofstra University, USA
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Good Publication Practice

* Originated at the turn of the 215t century to address key issues in
company-sponsored research:

— Transparency
— Authorship Annals of Internal Medicine’ sewensoune

LATEST ISSUES INTHECLINIC JOURNALCLUB MULTIMEDIA CME/MOC AUTHORS/SUBMIT

— Publication process

Research and Reporting Methods | September 2022

Good Publication Practice (GPP) Guidelines for

° GPP 2022 iS the fOU rth iteration ﬁ:r:azaen:ljponsored Biomedical Research: 2022

P LS re C O m m e n d e d Lisa M. DeTora, PhD, MS @, Dikran Toroser, PhD @, Angela Sykes, MA, MPhil @, .. View all authors +

Author, Article, and Disclosure Information

() F R E E t O a C C e S S https://doi.org/10.7326/M22-1460
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GPP 2022 Overview

GPP 2022 reflects the changing role of the publication professional & strengthens core values such as ethics, transparency, inclusivity,
accountability and responsibility

\ 4 \ 4 \ 4

Updated guidance on the types of

Improved and detailed guidance on author

studies that should be published (e.g., Information added on the role of patients . . Guidance on working with alliance
. agreements, including the removal of the
HEOR, RWE, translational and as authors . 2 partners
. . recommendation to limit author numbers
biomarker studies)
Advice on the role of social media in Guidance on enhanced content and Clarity of the timing of data sharing to

publication planning PLSs for publications improve transparency

A detailed supplement includes practical help on various topics

Publication types Puloligeier professmnal ol Steering committees Publication plans
and professional development
. . Authorship and . .
' Publication working groups ' el e detarinsfe ' Publication process ' Documentation

GPP, Good Publication Practice; HEOR, health economics and outcomes research; ISMPP, International Society for Medical Publication Professionals; PLS, plain language summary; RWE, real-world
evidence. https://www.acpjournals.org/doi/full/10.7326/M22-1460
Please note: Slides adapted from materials courtesy of Nucleus Global, An Inizio Company prepared for ISMPP U Medical Affairs Professional SocieTy (I\/\APS) | 2023



https://www.acpjournals.org/doi/full/10.7326/M22-1460

Major GPP principles

Publish all biomedical research in a
balanced, accurate, complete, and

Follow laws and guidelines . . . Avoid commercial interests Promote transparency
timely manner in a peer reviewed
journal
Support authot accountability by Plan before data ar.e.a.v.alla.ble; q§tall Disclose financial and other interests
sharing data roles and responsibilities in writing

¥ \ 4 ¥

Include patient voices in planning and Support communication to lay Support inclusivity and consider Use enhanced content to reach lay
authoring as appropriate audiences marginalized groups and other audiences

Reflect all regions in which research is
conducted (authorship, planning,
steering committees)

Use open and free to access options
whenever possible

Exhibit leadership via training
activities, policy development

GPP, Good Publication Practice; HEOR, health economics and outcomes research; ISMPP, International Society for Medical Publication Professionals; PLS, plain language summary; RWE, real-world
evidence. https://www.acpjournals.org/doi/full/10.7326/M22-1460

Please note: Slides adapted from materials courtesy of Nucleus Global, An Inizio Company prepared for ISMPP U Medical Affairs Professional Society (MAPS) | 2023



https://www.acpjournals.org/doi/full/10.7326/M22-1460

GPP 2022 Enhanced Content an " mmendations

* Enhanced content and PLS are encouraged

— At least abstract-length text PLS for all clinical trial data publications that
follow CONSORT format (randomized, controlled trials)

* Does not preclude additional enhanced content
— Standalone PLS permissible for other data types
* Plan for PLS and enhanced content at all stages
— Publication plan
— Publication process
— Include appropriate reviewers
— Consider audiences
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PLS audiences

Medical and healthcare Patients and patient :
. Caregivers Healthcare workers
professions students advocates
Payors and policymakers Ol (51 Clinicians

speakers/readers

GPP, Good Publication Practice; HEOR, health economics and outcomes research; ISMPP, International Society for Medical Publication Professionals; PLS, plain language summary; RWE, real-world
evidence. https://www.acpjournals.org/doi/full/10.7326/M22-1460
Please note: Slide format adapted from materials courtesy of Nucleus Global, An Inizio Company prepared for ISMPP U
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* Main Manuscript

— Principles to Promote Transparency
e Supplement
— Section A: Definitions
— Section E: Publication Plans (Table 2)
— Section F: Publication Working Groups
— Section H: Publication Process (Table 6, Standalone Section)
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PLS: Industry perspective

Avishek Pal

Global Medical Director, Cell & Gene Therapies,
Novartis, Switzerland
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PLS can be crucial in |mprov

Improving health literacy can improve patient empowerment leading to more
effective shared decision-making

Office of Disease Prevention
and Health Promotion

U.S. Department of Health
and Human Services

PLAIN LANGUAGE: A PROMISING STRATEGY FOR
CLEARLY COMMUNICATING HEALTH INFORMATION
AND IMPROVING HEALTH LITERACY

Purpose statement

This 1ssue brief describes why plain language 1s a promising strategy for
clearly communicating health information and improving health literacy.
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Interest in PLS is high in the ns community

Evolution of coverage at ISMPP
over the years

Evolution of themes since 2019

14
12
10
8
Questions around Experience sharin Practical
6 feasibility, process P ElEing g recommendations
optimization, ublisher;) (pt orgs),
4 compliance P innovative formats
2
0

2019 2020 2021 2022

m Posters Orals/Plenary
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5-year Google tfrends however’/

Ambiguity still exists in nomenclature when general public search for info

100
75
50
25 — 7
/VJ
R T —— e p— e == et e
1Jan 2017 1 Feb 2019 1 Mar 2021

@ plain language summary @ Lay summary @ Patient summary
@ Trial summary

https://trends.google.com/trends/explore?date=2017-01-01%202022-12-21&qg=plain%20language%20summary,Lay%20summary,Patient%20summary,Trial%20summary
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https://trends.google.com/trends/explore?date=2017-01-01%202022-12-21&q=plain%20language%20summary,Lay%20summary,Patient%20summary,Trial%20summary

5-year Google tfrends howe

Search is still concentrated in specific regions which mirror medcomms presence

Canada

plain language summary 0%

Lay summary 11%
Patient summary 19%
Trial summary 70%
United States

plain language summary 1%
Lay summary 12%
Patient summary 29%
Trial summary 58%

O

United Kingdom

plain language summary 0%

Lay summary 23%
Patient summary 31%
Trial summary 46%
l‘ ;’{
'C

\

India

plain language summary 0%

Lay summary 9%
Patient summary 32%
Trial summary 59%
Australia

plain language summary 0%

Lay summary 0%
Patient summary 0%
Trial summary 100%

France, Germany, Sweden, Nigeria, South Africa searched only for trial summaries

@ plain language summary @ Lay summary @ Patient summary

@ Trial summary

https://trends.google.com/trends/explore?date=2017-01-01%202022-12-21&qg=plain%20language%20summary,Lay%20summary,Patient%20summary,Trial%20summary
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https://trends.google.com/trends/explore?date=2017-01-01%202022-12-21&q=plain%20language%20summary,Lay%20summary,Patient%20summary,Trial%20summary

Diversity in guidelines could

The Patient - Patient-Centered Outcomes Research
https://doi.org/10.1007/540271-022-00606-7
e Cochrane psi//dol.org

° CISCRP SCOPING REVIEW

Independent

What Author Instructions Do Health Journals Provide for Writing Plain
e PFMD Language Summaries? A Scoping Review

orgZitiizZ:itons (Del phl)
e EUPATI

Karen M. Gainey'® . Jenna Smith'® . Kirsten J. McCaffery'® . Sharon Clifford?® . Danielle M. Muscat'®

Grouped

e We found variation between journals in the content and
by origin . FSG detail of instructions provided, for example the word
count/PLS length, content, structure and recommenda-

* T&F tions regarding the use of jargon in the author instruc-
* Annals Oncol tions for PLS.
e ISMPP PLS could be improved with consistent instructions
Parma et (Delphi) developed with the assistance of consumers.
* Open Pharma Reminder: LESS IS MORE!

Gainey et al, 2022. Journal instructions variability https://link.springer.com/article/10.1007/s40271-022-00606-7
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Pfizer experience!

We approach the key stakeholders
involved at each stage:

+ Internal company + Plain langu:
colleagues: medical, experts: medical
clinical, corporate affairs, writers, editors, and
compliance, legal. graphic designers.

+ Patlent partners. + Congress organizers.

Z We consider the target audience
for APLS at congresses

Patlents and carers All congress attendees
ey, + wader healthcare
+ Patient C
are powerful drivers . -
of Information.* :Sgnﬂges- fist medical

We engage all relevant stakeholders

Internal company Lead authors of the
colleagues sclentinc abstract
« Include asset-specific, + Given the opportunity
subject-matter experts. to review.
Medlcal writers Patient partners
+ Ateamtrained in + Patients who review the
the use of plain Initial drafts bring their
language Indudes experience of health
editors and graphic conditions, and are able
designers. o user-test APLS.

7/ Key considerations

We use a standard Weusea
template standardized
«+ Developed using process
approved company + To ensure conslstency
guidelines and available across APLS.
Industry plain language
principles.s

Reaching the target audience

+ Each APLS can be accessad at conferences via QR codes
on the sdentlfic presentations.

« Information sheets, including APLS QR codes, are
provided upon request.

O We liaise with lead authors

+ To secure agreement to develop APLS of the
sclentific abstracts.

~ We secure approval from
congress organizers

+ To Indlude access to APLS via QR codes on
presentations.

+ To share APLS reactively via QR codes on
Information sheets.

We proactively share timelines
+ To Inform all stakeholders of the process.

We ensure that APLS reflect original
content of the scientific abstract

+ The abstract Is used as the data source as it is
the enduring, publicly availlable record.

We undertake regular plain
language training sessions
« ForInternal and external stakeholders.

' _ We use plain language and

numeracy principles throughout
S\nplc- visuals to enhance IJ'\CE'SL?TC\I’E
Avold \3'5:‘! Use short, simple sentences

Artive volce Open-ended
e questions as headers
Bullets, not plain text Use whole numbers

Use natural frequencles, such as
*1In 10 people” to represent 10%

= APLS are posted on a microsite until 60 days
after the congress, enabling broader audience
access to the APLS.

= APLS have been mentioned In 2 company press
release for one congress (ESM0) and posted on
the company media page for four congresses In
2019 (ESMO, ESMO Asla, SABCS and ASH).

Novartis experience?

Global Oncology Patient Insights Panel (GOPIP)

Figure 1. Total Comments Received (N=102) for All PL Pieces
(n=10)?

Improvement in understanding and clarity 75%
Visual feedback
Relevance/impact

More information needed or knowledge gap

Communication channels/methods

2Some comments were counted in multiple categories, so the total amounts exceed 100%.

1. Chari et al, ISMPP AM 2020; 2. https://www.ipsen.com/our-pledge-summaries-in-plain-language-for-all-journal-publications; 3. Patel et al, ISMPP AM 2021.

Ipsen pledge?

JANUARY 25, 2022

Our pledge: summaries in plain language for all journal

publications

By Will Gattrell

Today, we are broadening our commitment to providing everyone with the
opportunity to read and understand our research. From July 2022, we will publish,
as a minimum, a 250-word plain language summary alongside all company-

sponsored journal publications from human studies.
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Questions that still need answer
=

Questions from 2021

PLS guidelines

How do we ensure a consistent, optimal,
and compliant approach to PLS across
different sponsors and regions?

Transparency

How do we know which publications
to do a PLS for?

Non-promotional

-
»
Nomenclature “= " Guidelines

How can we ensure that PLS are
accurate, balanced, and neutral?

Trust

If we don’t do PLS, do we risk undermining
trust between patients and industry?

Patient
involvement

Patient and public involvement in PLS

Accessibility

How do we best involve key stakeholders in
co-creation?

Access to PLS

How can we ensure that PLS are easily
accessible for all target audiences?

Global considerations

How do we ensure PLS are appropriate for
different regions and cultures?

Arnstein et al, ISMPP AM 2021.
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PLS and article features: a
publisher’s perspective

Laura Dormer
Co-founder, Becaris Publishing Ltd, UK
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How can we publish PLS?

Three methods have emerged for the publication of PLS:

=

\

I o
— [

Plain Language Summary of Publication as a standalone journal article
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PLS within a journal article

 Similarin
length to a
regular
abstract

 Featured
within an
article
alongside the
main abstract

* Peerreviewed
as part of the
article content
as usual

* Appearon
PubMed

Research Article

For reprint orders, please contact: info@becaris.com

In-hospital mortality in amyloid light chain
amyloidosis: analysis of the Premier

Healthcare Database Journf?l of Con
Effectiveness |

Tiffany P Quock* ', Anita D'Souza??, Michael S Broder*, Katalin Bognar®™®,
Eunice Chang®'” & Marian H Tarbox?"
"Health Economics and Qutcomes Research, Prothena Biosciences Inc, South San Francisco, CA 94080, USA
?Medical College of Wisconsin, Milwaukee, WI 53226, USA

3Real World Evidence, PHAR (Partnership for Health Analytic Research), Beverly Hills, CA 90212, USA
*Author for correspondence: tiffany.quock@prothena.com

Aim: Describe the clinical and economic burden of hospitalizations for amyloid light chain (AL)
amyloidosis. Materials & methods: This retrospective analysis used nationally representative hospital
discharge data (2017-2020) to report discharge status, resource use and costs for hospitalizations among
patients with AL amyloidosis. Results: Of 1341 patients identified, 92% were discharged alive and 8%
experienced in-hospital death. Compared with the average US hospital stay during 2017-2019 (4.7 days,
mean costs of $13,046 and mean charges of $54,496), hospital stays for AL amyloidosis were longer and
costlier (9.7 days, $27,098.61, $111,233.91), especially in patients with in-hospital death (12.2 days, $44,966,

Plain language summary:

What is this article about?: Delayed amyloid light chain (AL) amyloidosis diagnosis is common and
associated with poor prognosis and increased healthcare utilization and costs due to disease progression.
The study objective was to examine mortality, hospitalization and associated costs.

What were the results?: About 8% of patients hospitalized with amyloid light chain (AL) amyloidosis died

in the hospital, of these, 80% had both cardiac and renal involvement versus 54% of patients discharged
alive. Compared with the average US hospital stay, the average AL amyloidosis hospitalization is twice as
costly and for individuals who died in hospital it is three-times as much.

What do the results of the study mean?: Results suggest that there is still a need for increased awareness

L. the disease, which may lead to earlier treatment and reduced costs.

> ) Comp Eff Res, 2022 Dec 7. doi: 10.2217/cer-2022-0185. Online ahead of print. FULL TEXT LINKS
In-hospital mortality in amyloid light chain
amyloidosis: analysis of the Premier Healthcare
Database

¢« Cite

Tiffany P Quock !, Anita D'Souza 2, Michael S Broder 3, Katalin Bognar #, Eunice Chang 3,
Marian H Tarbox 3 m

Affiliations + expand
PMID: 36476016 DOI: 10.2217/cer-2022-0185

Free article o ° @

Abstract

PAGE NAVIGATION
Aim: Describe the clinical and economic burden of hospitalizations for amyloid light chain (AL)
amyloidosis. Materials 8 methods: This retrospective analysis used nationally representative hospital < Title & authors
discharge data (2017-2020) to report discharge status, resource use and costs for hospitalizations
among patients with AL amyloidosis. Results: Of 1341 patients identified, 92% were discharged alive Abstract

and 8% experienced in-hospital death. Compared with the average US hospital stay during 2017-2019

(4.7 days, mean costs of $13,046 and mean charges of $54,496), hospital stays for AL amyloidosis Plain language

were longer and costlier (9.7 days, $27,098.61, $111,233.91), especially in patients with in-hospital summary
death (12.2 days, $44,966, $182,338.18). Conclusion: AL amyloidosis is associated with significant
clinical and economic burden. Similar articles

Keyarde-

resources
Plain language summary

What is this article about? Delayed amyloid light chain (AL) amyloidosis diagnosis is common and
associated with poor prognosis and increased healthcare utilization and costs due to disease
progression. The study objective was to examine mortality, hospitalization and associated costs. What
were the results? About 8% of patients hospitalized with amyloid light chain (AL) amyloidosis died in

the hospital, of these, 80% had both cardiac and renal involvement versus 54% of patients discharged
alive. Compared with the average US hospital stay, the average AL amyloidosis hospitalization is twice
as costly and for individuals who died in hospital it is three-times as much. What do the results of the
study mean? Results suggest that there is still a need for increased awareness of the disease, which
ay lead to earlier treatment and reduced costs.
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Supplementary PLS

Q060

e Published within an article’s Atckien dekys oss o cnbuloton and resgvtory deckne b
supplementary materials
* Peer reviewed as part of the article

B Vew Arsck

Long-term effect of ataluren in patients with a specific type

C O n te n t a S u S u a | Supplemental Material of tic mutation leading to Duchenne muscular dystrophy

plain longuage summary.pdf (220 KB)

* Infographic style S

supplementary figure 2.pdf (133 KB Why was this o 2

Duchwnne muscular dystrophy (DMD)] s 2 rars geossc dasave St affects Bie muscies

Mixture of formats: text, graphics, (S RS | S e

NrUr e (s vkt The SO geve cordarn e coe te B el b velke 8 (rer el desmpter Dysing b fen
 rocriont wie = orecing e e o aragrsve demage. Wiofor h e GAD e i 1o 1 o 70 dskoohe
SErg rotk. A IS I rusck acskaex. Over Sre. DVD comes hoexing wesinesa 1 e ©0. 7, g and heant
e P W DD have 0 St e Speciencr P hng 1o 200 s ok VI WA Cueent matee svsfisks

L] L]
VI eo a l l IO REoceThe 3rd dct BT 0obng b Sofey wen 3 et DMD. et 3T FTtvont afabic. ond oroong rTICeRt 3
’ WIS LT NOT BDOL NCT. CIDCTIY MIGITENG POr 09K TR OV 3OS I
TH amatats ncudod parfcomres Wi ol o f WD, CIIEE ressenes retsion DM | weOMEL 4, ~omicrae

A 1) 3 ShORGE 1 B TR B S T okt e on e shoe et 115 compieed. The s g e doey
et wod press. Aot 1817 of Setiorts i DAD howe @ rorseroe mutstion ' e DA gene and e herehys wiovnd
© = vy A,

 Can sometimes be added post-publication S
&, TEEEmEsmmammE

(separate peer review) oy o

Jo# Ay 1x B b f e et vt
Wt e g oM ey 8 ome o e e

oty £ wm ¢ wotretone’ ko el Ot mOLORC SrSturty ho had been baeed Wi sown 8 Crevoss
T G Paekon Ned beer. TG AL L 4 167 e I DRcy (45 MEnr wae e - Saricpens ¢
b - R v, 0 -.‘---ﬁ D) g . Ta iy B o o &8 e, W

e i 71 ot 1] Ot -

The Coopeneve rievetow Nesorsode Deseett Crap Tuctews Nenod Moy Sy IGAND D0
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PLS as standalone articles

e Standalone PLS articles, known as Plain

Language Summary of Publication articles
(PLSPs)

* Infographic style

— Mixture of formats: text, graphics, video,
audio

* Peerreviewed

— Readability and accuracy
* Indexed
e Citable (have their own DOI)

---------

A Glasnary of sorms and P

St oo’ Wi bty o e o &

Semaglutide treatment for obesity in
teenagers: 3 plain language surmary of the  Jourmal of Comparative
STEP TEENS research study Effectiveness Aasearch

Mg S ‘g & Ar,, Sty ot B & 1P AN g

10 Tt g (0 (gt Dt TH et AS O
PORIE W ) e Ba N Tt et (O N

e TEEROT SR L B 850 3t ee0” bern ngieae 3 placebe aE: I b8 1OCSE 13 B0 XoenE [
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Other types of article feature

Graphical Video abstracts Podcasts

abstracts

Infographics
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Thank you
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