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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



[ At the end of this session, participants should be able to:

Understand the top ldentify the opportunities for Consider how future
10 key questions to be accelerating the uptake of PLS guidance about PLS
addressed relating to of publications, as identified by may be relevant to you and
PLS of publications 6 key stakeholder groups your organization

Imormatimnal
Saciety

Tar Hedical
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Frolessienals®
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People outside of the
medical community are
interested in the

latest scientific research



Scientific journal articles ranked
3" most important source of information

General

internet 6 1%

search

Patient-

specific 57 O/O

websites

Specific

47%

articles

Pushparajah DS et al. Ther Innov Regul Sci 2018;52:474-481
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Coronavirus disease 2019 (COVID-19): current status and future

perspectives

s

Heng Li*!, Shang-Ming Liu®', Xiao-Hua Yu®™', Shi-Lin Tang®*, Chao-Ke Tang**

*institute of Coviovasaular Diseose Key Loboratony for Anterinscierology of Hunan Province. Deparsment of Inensive Care Unit the Frst Afiliated Hospital
of Universiy of Souh China. Meiico Researdh Ewslmsl Center, Hunm Provinge Cooperative innovation Center for Moleculor Torges New Drug Sy,

lengyang College Universiy of South Hunn 421001, Ching
“imsitute of Qinical Medicne. The Secmd .mmn unsp 27H|zmw| Medicl Universiy, Hokow, Hamm 460106, Ching

ARTICLE INFO ABSTRACT

Aetide bistory:
Hecsived 6 March 2020
Acezpied 18 March 2020

Coronavirus disease 2019 (COVID- 19) originated in the city of Wuhan, Hubei Province, Cenral China, and
has spread quickly m 72 countries o date. COVID-19 & caused by a novel coronavirus, named severe
arute respiratory syndrome coronavirus 2 (SARS-CaV-2) [previously provisionally known as 2019 novel

coronavirus (2019-nCcV)]. At present, the newly idemified SARS-CoV-2 has caused a Large number of

Editoe- Jean-Mare Rolzin

deaths with tens of thousands of confirmed cases worldwide, posing a serious threar o public health.

However, there are no chinically approved vaccines or specific therapeutic drugs available for COVID-19,

e Intensive research on the newly emerged SARS-CoV-2 is urgemtly needed m clucidate the pathogenic
s mechanisms and epidemiclogical characteristics and 1o idensify poremial drug rgers. which will con-
015 ¥ wibute 1 the development of effective prevention and treatment strategies, Hence, this review will focus
Comomserinas on recent progress regarding the structure of SARS-CoV-2 and the characteristics of COVID-19, such as
Fneumania he aeticlogy, pathogenesis and epidemiclogical characieristics.

© 2020 Flsevier EV. and Internarsonal Socery of Chemotherapy. All rights ressrved.

1. Inroduction

Coronaviruses (CoVs) belong to the subfamily Orthocoronaviri-
nae in the family Coronaviridae, Order Nidovirales, There are four
genera within the subfamily Orthacoronavirinae, namely Alpha-
coronavirus (a-CoV), {B-CaV), G irus
(y-CoV) and Deltacoronavirus (3-CoV) [1,2]. The CoV genome is an
enveloped, positive-sense, single-stranded RNA with a size vary-
ing between 26 kb and 32 kb, the largest genome of known RNA
viruses, Both or- and -CoV’ genera are known to infect mammals,
whilst 8- and y-CoVs infect birds. Two recent outbreaks of viral
pneumonia caused by f-CoVs are severe acute respiratory syn-
drome (SARS) and Middle East respiratory syndrome (MERS. In
2002, an outbreak of SARS was first reported in China and then
spread quickly worldwide, resulting in hundreds of deaths with an
11% mortality rate |3.4], In 2012, MERS first emerged in Saudi Ara-

+ Comresponding authors. Present addresses: Institute of Cardiovascular Disease,
University of South China, Hengyang. Hunan 421001, China.
** Department of Intensae Care: Usit, the First Afiliated Hospital of University of
South China, Hengyang, Hunan 421001, China.
Eomail addresses: 1867568 08g.com (5L Tang), tangek (3

Tamg)
* These theee authers contributed equally o this work.

it i argf 101016

cag 2020105951

bia and subsequently spread to ather countries, with a fatality rate
of 37% [5-7]. In both of these epidemics, the viruses likely orig-
inated from bats and then infected humans through other inter-
mediate animal hosts, e.g. the civet (Faguma larvata) for SARS-CoV
and the camel for MERS-CoV [8-10],

Beginning in December 2019, 2 number of patients with pneu-
monia of unknown aetiology emerged in Wuhan City, Hubei
Province, Central China. Genome sequencing has demonstrated
that this preumonia, named coronavirus disease 2019 (COVID-
19), is caused by 3 novel CoV, namely severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2), previously known as 2019
novel coronavirus (2019-nCoV) [11-13]. Like SARS-CoV and MERS-
CaV, this newly emerged SARS-CoV-2 virus belongs to the B lin-
eage of the f-CoVs.

To date, COVID-19 has spread rapidly in 72 countries. causing
=00 000 confirmed cases and over 2045 deaths as of 3 March
2020, Considering the global threat, the World Health Organization
(WHO) has declared COVID-19 a public health emergency of inter-
national concern (PHEIC). However, there are no vactines against
SARS-CoV-2 or specific therapeutic drugs for this communicable
disease. Thus, a better understanding of SARS-CoV-2 is essential
for exploring effective vaccines and drugs. In this review, we sum-

0504 BST9)0 020 Elsevier BV. and International Scciety of Chemothesapy. Al rights mserved.

The impact of the COVID-19 pandemic on cancer

care

The COVID-19 pandemic has disrupted the spectrum of cancer care, including delaying diagnoses and treatment
and halting clinical trials. In response, healthcare systems are rapidly reorganizing cancer services to ensure that
patients continue to receive essential care while minimizing exposure to SARS-CoV-2 infection.

Mike Richards, Michael Anderson, Paul Carter, Benjamin L. Ebert and Elias Mossialos

evere acute respiratory syndrome

coronavirus 2 (SARS-CoV-2),

the causative virus of coronavirus
disease 2019 (COVID-19), continues to
spread globally at an alarming rate. The
unprecedented burden of COVID-19 an
‘health systems worldwide has important
implications for cancer care. First, although
the data remain limuted, patents with cancer
appear to be more vulnerable to worse
outcomes from the infecuon, including
greater need for ventilator support* and
elevated mortality rates™. Second, diagnosis
‘may he delayed as screening programs and
diagnostic services have been decreased or
suspended 1n many countries, and patients,
wary of exposing themselves to the nisk
of nfection, have been more reluctant
o present to healthcare services. Third,
treatment pathways have heen altered to
minimize potential of patients with
Cancer 1 AARS.CoV. 3 and to e the sk
during surgery or radiation therapy. Fourth,
certain aspects of ongoing care have been
depriorittzed to enable health systems to
respond to the COVID-19 pandemic, which
has resulted in patients’ recetving suboptimal
or delayed care. Fifth, many clinical trials
‘have been suspended, which has reduced
current therapy options fu!'rments whn

the Welsh government (https//phw.nhs.
wales/news/novel-coronavirus-covd- 19
temporarily-pauses-some-of-the-screening-
programmes-in-wales/) and the Scottish
government {(hitps://www. govscot/ news/
‘health-screening-programmes- paused/)
suspended screening programs for breast,
cervical and bowel cancer. In April, the
Morthern Ireland government followed
(https:/ wwwhealth-n1gov uk.'ntw;."
temporary- pame FOULIE-SCIEeTiny
programmes), with England yet to fclmallv
announce they are suspending screening.

In the USA, the Centers for Medicare &
Medicaid Services have classified screening
as a low-priority service and supgested
healthcare organizations consider
postponing screenings'. In addition, many
jpatients have been fearful of exposure

0 SARS-CoV-2 or of overburdening
healthcare services and thas have been
less likely to present to healthcare services
for cancer screening and diagnosis. As an
example, emergency-department visits

in England dropped by nearly a third in
March 2030 compared with the same month
the previous year (hitps://www.england.
nhs uk/statistics/statistical-work-areas/
ae-walting-times-and-activity/). As
appmmmmzlv one in five cancers are

might have

lomger-term memﬁy dzw\.opmem_ In (htps:s ‘w’ww;mcudala nhs.uk/
response, healthcare s and . this 15 likely to
‘managers in mnnyooumnzs have acted e responsible for oons!dzmhly delayed
quickly to mitigate the repercussions of diagnoses. In addition, the intertm Chief
COVID-19 on the provision of cancer care Medical Officer for Scotland reported
by reorgantzing cancer servicesand updating  that urgent referrals of patients with
guidance fnr mcdlal mﬂ'andpnu.cm.s Hmz «cancer by primary-care physicians had
we consider reduced by over 70% by mid-April
the patient pathway, fmm diagnosts to compared with the weekly average over
treatment and ongoing care. the past 3 years (https://www.bbc.co.uk/
news/uk-scolland-52353657). Stmilar
Implications for diagnosis reductions have been reported in England”.
The necessity to divert healthcare staff By assuming urgent cancer referrals have a
and resources to address the pandemic conversion rate of 7%, Cancer Research UK

has resulted in the suspenston of cancer
screening programs for asymptomatic
patients in many countries. In March 2020,

has estimated that this reduction in referrals
could mean around 2,000 fewer cancers are
being diagnosed per week®.

MATURE CANCER | VOL 1] JUNE 2020 | 565-567 | wwwnatura.com/nstcancer

Maost forms of endoscopy, but
particularly upper procedures, are classified
as aerosol generating, which increases
the risk of SARS-CoV-2 transmission, as
also noted in the gwdance of the Briush
Soclety of Gastroenterology (hitp:
www.bsg.org.uk/covid- 19-advice/
end.nsco'py activity- and covid-

19 Jag-g o). O
arealsn mk prone, r]ue to prolonged fecal
shedding of the virus®. Thus, there has been
consensus among the American College of
Gastroenterobogy (hitps://gLorg/ 2020003715/
Joint-gi-soctety-message-on-covid-19/],

the Eumpean Soctety of Gastrointestinal

downloads/ pdfs‘ g:m:ral. ESGE.
Position_Staternent gaslmlnmsunal
endoscopy_COVID_19_pandemicpdf),
and the Astan Pacific Soctety for Digestive
Endoscopy that elective endoscopies
should he suspended”. Asa result, delvery
of endoscopy services has been markedly
decreased. For example, in the UK, the
number of endoscoples undertaken
were reduced by over 30% in April 2020
compared with the first 3 moml;s of 2020,
basednndma[mm the UK National
Database (https://ned jets.nh:
uk/KPIF, ) Tt should be noted that as different
countries pass their peak of COVID-19
cases, aun:{?:swmmgdmms are being
reconsidered. In the meantime, demand for
non-invasive Imaging, such as computed
lmnosm}:'h  has increased, as it carriesa
lower infection risk. To limit the need for
prolonged deep cleaning of equipment
after scanning of patients with COVID-19
and to decrease the risk of exposing other
pattents to infectton. many hospitals are
using separate COVID-19-exposed and
non-exposed scanners. Moving forward,
the continuatton of diagnostic services,
induding endoscopy, may be facilitated by
the setting up of diagnostic hubs that are
kept as free as possthle from SARS-CoV-2
exposure by being located in desgnated
sites with extensive capacity for COVID-19

ENA_

s&s
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during surgery or radiation therapy. Fourth,
certain aspects of ongoing care have been
deprioritized to enable health systems 1o
respand to the COVID-19 pandemic, which
has resulted 1n patients’ recetving suboptimal
or delayed care. Fifth, many clintcal trials
have been suspended, which has reduced
current therapy options for patients who
might have participated and has jeopardized
longer-term therapy development. In such recommendations are being
response, healthcare professtonals and " reconsidered. In the meantime, demand for
managers In many countries have acted non-tnvasive Imaging, such as computed
quickly to mitigate the repercussions of tomography, has increased, as it carriesa
COVID-19 on the provision of cancer care lower Infection risk. To imit the need for
by reorganizing cancer services and updating probonged deep cleaning of equipment
puidance for medical staff and pattents. Here after scanning of pattents with COVID-19

number of eny dxﬁctﬁl(‘s undertaken

were reduced by over 30% in April 2020
compared with the first 3 months of 2020,
based an data from the UK

t should be noted that as different
55 thetr peak of COVID-19

we consider these developments throughout ol and to decrease the risk of exposing other
the patient pathway, from diagnosts to pattents to infection. many hospitals are
treatment and ongoing care. using separate OOVIL

non- -exposed scanners. Moving forward,
e continuatton of diagnostic serv
n uding endoscopy, may be factlitated by

Implications for diagnosis

The necessity to divert healthcare staff
and resources to address the pandemic
has resulted tn the suspenston of cancer
screening programs for asymptomatic -
patients in many countries. In March 2020, sed per week”.
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3- 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

Clinical trial PLS, also
know as clinical trial summaries
(CTS), to inform patients about
trial results

This is the focus of our current project This is NOT the focus

of our project

Publication PLS associated with a journal
article, abstract, or congress presentation

Imormatimnal
Saciety

Tar Hedical
PubBentil
Frolessienals®

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




Publication
PLS gallery

To provide you with
some examples-
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Eurapean Meeting ® | FY 2021 European Meeting Agenda % | [ Structured benefit-risk evakiatic % | & Therapeutic Advanc
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Bictchnaingy infarmaton

PLS FOR THIS POSTER VJ

Simple summaries of medical research should
i be easier for patients to find

Structured benefit-risk evaluation for medicinal BMC pufion
products: review of quantitative benefit-risk
assessment findings in the literature

It seems hard to find the shor, easytoread
‘plainlanguage summaries’ [PLS) of medical
research. PLS are meant fo be helpful to

S0 patients, but they will not help if patients can't
find them.

We found that a range of names is used for
PLS, which could make them hard fo find with
an infernet search. Some names do not make

it clear fo patients that the PLS are for them to
use. Also, PLS are not available for all research,
and when they are available they are shared in
different ways, like on journal websites or via
social media.

G2 DOk 101 177/2042098620976051

Abstract

Overall, we were pleased fo find that PLS are
free to read, but ways of naming and sharing
should be standardized so that PLS are easier
for patients to find.
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Templated text PLS for a published manuscript,
published on the KUDOS platform

Register | Signn | Menu =

P ective observational study in patients with obstructive lung disease: NOVELTY design

Helen K. Reddel, Maria Gerhardsson de Verdier, Alvar Agusti, Gary Anderson, Richard Beasiey, Elisabeth H. Rel, Christer lansan, Barry Make, Richard | Martin, lan
Baword, David Price, Christing <esn, Asparub Gardey, Stephen Rennand, Alecka Seeréos, Arune T, Rarsal, Lance Brannman, Niklas <arlsson, Javier Kueeo, Fredeik Nyberg,

Sirman 5. Young, Jangsn Vesl b

ER) Open Research, February 2019, Eurcpean Respiratory Society (ERS)
DOl 10.7183/23120547 L003E-2018

NOVELTY: a large, global study of patients
with asthma, COPD or both diagnoses

What is it about?

Asthma and chronic abstructive pulmeonary disease (COPD; including emphysema and
<chronic bronchitis) are long-term canditions affecting the lungs. Asthma and COPD are
often considered separate diseases, although they share some symptoms; some types
of asthma have similar underlying causes to some types of COPD. Most research
studies choose patients with either asthma or COPD, and exclude patients with both
diagnoses [(sometimes called asthma-COFD overlap). This means our current
understanding of what causes these lung conditions, and how they relate to each other,
is poor. MOVELTY is a study of arcund 12,000 patients with a diagnosis of asthma,
COFD or both diagnoses, from 19 countries across Morth and South America, Europe
and Asia. Most patients with any of these conditions are eligible for NOVELTY. The
study alms to follow patlents for 3 years, to better understand:

a)  their symptaoms

by  the different types of these lung conditions and the relationships between them

) how these symploms and types lead to better or worse outcaomes for patients over
Lirme,

Why is it important?

Asthma and COPD are amongst the most studied chronic diseases but progress in
finding new, more effective treatments has been slow and disappainting, NOVELTY is a
wery large, global and innovative study that goes beyond the scope of similar, previous
studies to change the way people think about these diseases. It is enhanced by the
wide range of patients from diverse settings, and by the fact that many different types
of information are being collected over time. MOVELTY will provide & unique source of
data that can be wsed o understand the similarities and differences between patients
with asthma, patients with COPD and patients with both diagnoses. The study aims to
identify new underlying causes of these diseases to enable treatments that are driven
by biology, rather than by the broad diagnoses currently used. A greater understanding
may result in more personalized healthcare, with treatments that are better tailored to
each patient based on their specific type of disease.

- cme

In prertrership with:

®ERS

Contributors

@ Helen Reddel
Woaolcock Institute af

Meschical Research

You might also like...

Can your work sMect your kidney s
heam?

20

Can your smanphane detect your
emation?

Capdang Dal et al., Kudos, 2016

Safety aralysls rom 3 prsse 3 iralal
talazepart in patients with germiine
BRCA-mutated advanced braast cancer

Your Malprctice Acisor: Ten Things
Hevar Fowar Tl

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

A survey of people’s
understanding about type 2
diabetes and heart disease

WHY WAS THIS SURVEY DONE?

= This survey was done to find out what adults with type 2 diabetes (T2D) and people close to them
know about the fink between T2D and heart disease
- People close to them included their relatives, friends, partners, or colleagues. They were called
“SweetHearts™™ in this survey

WHO TOOK PART IN THE SURVEY?

W505 @501 + @{P 1004 mm.ng__.©364

US aduls took part {total) Adults with T2D US adults “SweetHearts™

WHAT DID THE SURVEY FIND?

Approximately half of adults with Around 7 in 10 of people with
T2D did not know that patients T2D and their “SweetHearts" did
o with T2D are prone to heart ” not know that heart disease is

disease and related medical the leading cause of death for
problems, like a heart attack people with T2D

MOST PEOPLE WITH T2D WERE MOTIVATED TO ADDRESS THE RISK OF HEART DISEASE

Mearly 9 out of 10 people said
>€ they would change their diet

Around 7 out of 10 people said

o] they would try to lower their
m} risk in order to live longer and
spend more time with family

Around & in 10 people said they

% would talk to their doctor

WHAT WAS THE MAIN CONCLUSION REPORTED BY THE RESEARCHERS?
* These results suggest that for people with T2D and the people close to them, the overall level of
knowledge about T2D and heart disease is low.

WHERE DO | GO FOR MORE INFORMATION?
* You can find more information about type 2 diabetes and heart disease here:
hitps://KnowDiabetesbyHeart.org/




Text and visuals PLS published as
part of supplementary material

Thi has boon prepered usk Language Summarios Toalkit

How to prepare and use
Patient Experience Surveys in
global clinical stu.

B What did this research project look at?

Key Pol « So far, most research on Patient Experience Surveys has looked only at surveys done:

The purposs of this * A Patie e At the end of a study.
Iai:‘:; o what it o At a few clinical study sites.
P ngu ge * The res « In this research project, researchers prepared and used a Patient Experience Survey:
summary is to help = Show o At the start, during, and at the end of a study.
you understand E":‘*' e In clinical studies at many sites across the world.
anda
recent research o ldenti
about Patient prepe D Who took part in this research project?
Experience Surveys. - gﬁ: Preparing the survey
differe = People who had taken part in clinical

studies, clinical study experts, and survey
experts helped prepare the survey.

What is a Patient Experier
= A Patient Experience Survey is lik

satisfaction survey.

= It helps people tell researchers wl
take part in a clinical study.

Using the survey
+ People taking part in 12 clinical studies (2017-present)
used the surveys.

These clinical studies were done in North America,
Europe, and the Asia Pacific Region.

Survey participation continues with several ongoing
clinical studies.

B Why are Patient Experien:

Researchers do clinical studis

But, over time, these studies
LONGER

D What were the results of this research project?
. at the start, during, and at the
end of a clinical study
Patient Experience Surveys

in global clinical studies
O

~ Researchers made the following suggestions to help other researchers do surveys:

To prepare a survey
@ Q-

0

Researchers found it was
possible to prepare and use - .-

Feedback from people who 1
improve how they do these ¢

@ “1 would actually be

Our outside persp:
4 “\ project like this.” * Identify a survey champion * Fund experts to help you * Include questions that wall
- ] who can mativate s prepare and test the survey. allow you to compare results
teams* and explain the ‘why’ with other surveys.
e T e . ey = Fund translation of the
rrrohve prtionts and survey into other languages.  + Have a plan ta manage
. a 5 3
study teams who will use. * Send the survey on time ::‘(99' forpetting iR
e with other study documents Eauar
« Involve patients and to ethics committees * Share what you learnad from
‘teams from countries * Fund a tool to help you check preparing the survey.
that will take part in the the success of your survey.
global studies.

Infographic PLS published
with a scientific poster

SIRUKUMAB INJECTIONS FOR

RH

EUMATOID ARTHRITIS

What did the researchers conclude?

Siruvkumab is &
arthitis in & dif

nel i1 reciucing the symiponms of rheumstod
-to-traat population ovier one vear

RESULTS:
""" . Patients mproving by 20% or more at Month 4
The study
Durator: 1 year Group 1 Group 2 Group 3
Who was treated? Placebo Lower Dose Higher Dose
Srukumab Sirukurmab
+ 878 patints.
- B 185
+ Dingnosed with meumsiod 40%
arthntis
+ Not mspandng o, or not
talerating, ater thempiss
What were the most side effects over 12 ths?
P 3
8%) i
Group 1 :
Placebo Injecion-sie  Ofpatents | Soicus  OF patients’
rodness =
& Group 2
Lower Dose
GI’OUD 1 Sirukumah Injection-sie  of patients Sarious. of patients*
Placebo radnass. Infection
“Prisumomia =it with sanous nfectiais

Group 1

Why did the researchers do the study?

= T investiale if bio 18 ChBmi the body cafled IL-5 t!
causss nflammation cp S

= Researchers tested a

" /)
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Standalone Plain Language Summary of Publication (PLSP) articles

Plain Language Summary of Publication

ENLIVEN study: pexidartinib for
tenosynovial giant cell tumor (TGCT)

William Tap. for mGem Pubsication
erts In tha trial a were givan a pl
Summary wa-)\..
ST A1 paopls coninued i
mmnm-rrmuhd-qummMunmmm Illllﬁw-&n -
nama, Turahc™, &
mmmmmummummwaumm " sywovm: pi-man e el
willoncdlar syrevitis [PYRS]) wiho am not able to kavs  vikle-nod--lar syn-o-vits paklartnin I
wwmumu:hn.dmmmdmwn-mm
that paxicartinib is effective in tresting pecpls with TGCT becauns it shrunk tha siza of ther tumors and impravad 0 peaple recehed pexidantinit: mﬁmmnmmmmmmmm
thelr Iy e genesl, people treated with e
ety mild TGET wha hive ¥
whicn
TFe theeaeiing, the researchess chosely moritored partkipants’ blood fver Tunction tess bedove, during, and ater
participants in the study ok pesddarinib,
Whe sheuld read this article? il : 4
e riteriain Sobd Turmens for
ind the best treatment for thalr TGCT dagnesis. mpr spoed, stay
iU trentmens.
‘Whi sponsored this study? -
Dallchi sankys, .
caragivars,
What did the ENLIVEN study look at?
 all hese o -3'-
}8 yaoes ar okdar with
izsue- confirmed
histologically
tonfrmed) TECT oy
tiagrioss
Future =3
Medicine = and cancer centers all aver fhe warkd,
! bsurgery 0L 30 PO oy ing Ausstratcs 3, Canada (2], Danmark
{1l Franca |21, Garmany (21, Hungary {1}, Haly
" e 121, the etherlands (2, Poland {11, Spain (2],
IO T T B W © T M Futurs Oncal. (15201 1609, W=7 B 1TRemd wrs o el el

i e ncal (111 16051 [PRS—— |

Jtapart rom these dsclased.

el g ey

um Futum e, 759 7 gy [
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Number

25 -

20 -

15 -

10 -

ISMPP communications involving PLS

M Article (The MAP)

m Podcast (InformED)

H Webinar

1 Parallel session

B Roundtable
Workshop

B Abstract
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European meeting of ISMPP - Jan 2021

Patient Advocacy

Patient Advocacy Patient Advocacy Patient Advocacy Patient Advocacy
How readable are plain Plain language summaries of Is the patient voice being Publishing Plain Language
language summaries? publications: what key heard in peer-reviewed Summaries of Publications as
questions do we need to medical publications? stand-alone journal articles: a
address? publisher’s case study
The public needs to
f 2 @ £35 B0 @ £ @2 @6 £ e @2 understand the scientists;

to do this, scientists need
to understand the public

Patient Advocacy

Are plain language summaries
of health economic
publications needed for
patients and non-expert

N SENSE
about SCIENCE

PLAIN LANGUAGE SUMMARIES:

audiences?
WHERE ARE WE NOW?
Speaker: Laura Dormer
Email: dormer@future-science-group.com
Twitter: @LauraFSG
Linkedin: https./www.linkedin.com/in/lauradormer/
#30 0 @33 Think about what

i

audiences want to know

rather than what we want
to tell them

Imormatimnal
Saciety

Tar Hedical
PubBentil
Frolessienals®
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* Increasing numbers of articles are being
published with a PLS

800 1

53l PubMed oo

600 T

Number 5007 1,247 hits
of articles , -

300 A
200 T
100 A

O_
2010 2011 2012 2013 2014 2015 2016 2017 2018

Year

Havran LM et al. Poster presentation at ISMPP Annual Meeting. March 2019

Imormatimnal
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> Increasing numbers of articles are being
published with a PLS

Updated with our

own search for
2019 and 2020

838

800 7
700 7
600 T

Number 5007 1,247 hits
of articles , -

300 A
200 T
100 A

O -
2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020

Year

Havran LM et al. Poster presentation at ISMPP Annual Meeting. March 2019
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But with little
consistency in approach




28

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:¢0224697; Bl e
2. Chapman SJ et al. BrJ Surg 2019;1611-1616 [online ahead of print]; .'."I':m'l
3. Gardner J et al. Poster presented at ISMPP Annual Meeting 2019 9 Proteasimnals’



Effective communication
can help to avoid
misunderstanding and
misinterpretation




Increasingly,

pharmaceutical industry
sponsors are considering
PLS in their publication plans

30



s Tl !

7 2020
EUROPEAN MEETING of ISMPP

PRECISION COMMUNICATION: ACHIEVING CLARITY, REACH AND VALUE

e Ry " o TN Y

_ 21-22 January, 2020
-

g

Questions remain
regarding how to develop
PLS effectively and in line
with company policies

hrrraiie=ai
ity

‘st il
Falii g
Fris g maln

ismipp.org

! ISMPP

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? B e
ISMPP EU Poster 35 = v
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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:

@ ldentify the @ |dentify key considerations,
/ key questions / highlight opportunities, and

to be addressed acknowledge potential barriers
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Diverse stakeholder groups are involved

29 stakeholders identified based on expertise in their field,
familiarity with PLS, and location

Pharmaceutical industry I XXXY)
Publishers, journal editors, and NIH/NLM 44 # 4 ASIA
PACIFIC
A
‘ >Pub|ication medical education agencies #4441 NORTH
/ g MUERICA EUROPE
6 Patient partners I IIEY)

Health care professionals/clinical researchers # 4 #

(>
@ Media/ISMPP/MRCT (YXXYY) —

Saciety

Tar Hedical
PubBentil
Frolessienals®




Who is involved?

29 stakeholders identified based on expertise in their field,
familiarity with PLS, and location

Pharmaceutical industry (XXX N

% Publishers, journal editors, and NIH/NLM XXX
EE

Publication/medical education agencies freen

Patient partners fronnm

Health care professionals/clinical researchers # 4 #

(3
O Media/ISMPP/MRCT XXX

Laura Dormer
Editorial Director,
Future Science Group

Dawn Lobban
Global Lead, Patient Partnership,
Envision Pharma Group

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

Alexandra Freeman
Executive Director,
Winton Centre for Risk
& Evidence Communication

35

Imormatimnal
Saciety

Tar Hedical
PubBentil
Frolessienals®




36

B What approach are we taking?

PART 1

Project introduction and PLS landscape

Gain initial feedback from stakeholders
on priority questions to be considered

Interactive discussion of Survey 1
results and PLS landscape

Final feedback from stakeholders
on priority questions to be considered

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

Modified Delphi approach: Survey 1

Webinar results discussion

Modified Delphi approach: Survey 2

Stakeholder perspectives

Perspective collation and presentation

Moderated virtual sessions to discuss priority
topics by stakeholder groups

Ensure stakeholder agreement
on content for publication

Imiormational
ety

Tar Medical
PubBentil
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Who are the target audiences for PLS, and why?
What is needed to ensure PLS are considered to be appropriate vehicles, not med ed or promo materials?

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

What criteria should be met for developing a PLS for an article already published?
What process should be followed to select publications for a PLS to avoid the perception of selection bias?
What conditions must be met for a PLS to be acceptable as a standalone publication?

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

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

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?
Where and how should PLS be published to ensure optimal reach and discoverability?
What would the ideal PLS repository look like?

i
=

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 Response to the survey by group
7%

Pharmaceutical industry :;

Publishers, journal editors, NIH/NLM |I|i

Patient partners I;l_;—l—;.!:j

Health care professionals, clinical researcher (!.ﬂ

Media, ISMPP, MRCT @

. Survey completed

Publication / medical education agencies ||:E||
. Survey not completed

. No response wtormstal
&= rl::l"lul
. Yes . No et
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*This is what the stakeholders thought

0] 5 10 15

Who are the target audiences for PLS, and why?

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?

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

What conditions must be met for a PLS to be acceptable as a standalone publication?
What is/are the optimal format(s) for a PLS?

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

10.
11. Where and how should PLS be published to ensure optimal reach and discoverability?

What would the ideal PLS repository look like?
How can the reach, quality, and value of a PLS be measured?

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




N
©

o

*This is what the stakeholders thought - reordered

Who are the target audiences for PLS, and why?
What information must, and must not, be included in a PLS?

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

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?

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

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

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?

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

What would the ideal PLS repository look like?

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

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

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

40

Weighted average score
5 10 15



" 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 Response to the survey by group

Pharmaceutical industry :;

Publishers, journal editors, NIH/NLM |I|i

Patient partners I;l_;—l—;.!:j

Health care professionals, clinical researcher ‘!.‘

Media, ISMPP, MRCT @

. Survey completed

Publication / medical education agencies |Da|
. Survey not completed

miormatenal
‘ l"’;!l"ml
yes M No e




“ Overall data in survey order

Who are the target audiences for PLS, and why?
What information must, and must not, be included in a PLS?

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

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?

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

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

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?

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

What would the ideal PLS repository look like?

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

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

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

43

Weighted average score
5 10 15




* Overall data in priority order

What information must, and must not, be included in a PLS?
Who are the target audiences for PLS, and why?

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

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?

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

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

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?

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

What would the ideal PLS repository look like?

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

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

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

44

Weighted average score
5 10 15
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R What are the key objectives?

To provide multi-stakeholder perspectives on the key issues relating
to publication PLS of company-sponsored medical research

PART1: &/ PART 2:

@ ldentify the @ |dentify key considerations,
/ key questions / highlight opportunities, and
to be addressed acknowledge potential barriers

Please submit your own queries / comments to the panel whilewe -
go through the following questions for PLS... %

IIIIII
rolessinnals’




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

V)

No more than contained in the article? /| What's known about this therapy to date

Or OK to provide further context and ¥/ Study objective

implications for a broader audience? e Elnetebiacien
v/ Trial design

. . v Trial patient population
Any disclaimers? e
y dRyi g /| Primary/secondary/all endpoints

me X}\{ v/ What the study adds and if/how it is likely to impact on care
v/| Context of other studies/competitor studies
v/ Study limitations
v/ What's being looked at next

CAUTION
v Glossary of terms
Preprints are preliminary reports of work ' Thank you to study participants
that have not been certlfled. by peer review. T T ———
They should not be relied upon to
B .. . B v/ Who wrote the PLS
guide clinical practice or health-related behaviour,
and should not be repor: ted in news media v/ Has the PLS been reviewed and approved by manuscript authors?
as established information v/ Has the PLS has been reviewed by patients and/or the general public?

v Where readers should go for further information
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he Patients The media? Nonspecialist Time-poor
general public? and carers? HCPs? specialist HCPs?




Who are the target audiences for PLS, and why?

T

e

The Patients The media? Nonspecialist Time-poor
general public? and carers? HCPs? specialist HCPs?

o
)

Should patients be the default audience for PLS?




Who are the target audiences for PLS, and why?

T

e

The Patients The media? Nonspecialist Time-poor
general public? and carers? HCPs? specialist HCPs?

Should patients be the default audience for PLS?

r

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?
\




Who are the target audiences for PLS, and why?

e

tix
e
The Patients The media? Nonspecialist Time-poor
general public? and carers? HCPs? specialist HCPs?

-

Should patients be the default audience for PLS?

p
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?
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N | /4

The audience? The type of data? Therapy area? Where the PLS is to be
hosted/discovered?

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




What is the optimal PLS development/review/approval
process? (when considering the steps relevant to your stakeholder group)

p
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?

~
.

~
J

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?

~
.

( J
Written by authors of the original publication? ( o _ )
L J | All pharmaceutical industry sponsors have their own
( 1 | publication SOPs, but...
Do all hors n write/review, rove, or j hel ?
L o allauthors needto te/review/approve, or just the lead J » Should there be a requirement for certain publications to carry PLS?

\ J

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

Development (PFMD)
guidance on PLS

Patient Focused Medicines ‘q ) @ ‘@
[ N | ©

Scope and Identify your PLS co-creation PLS Evaluation
prioritisation target audience  and tool selection dissemination

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




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

> 6 O

How important is What are the risks and How could these risks
PLS peer review? barriers that may prevent  and barriers be addressed?
e industry sponsors from e

actively supporting PLS?




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, Sponsoring company site, New repository aimed
PubMed.gov; other platforms Patient organisation site specifically at PLS audiences?
What's the role of social media? ﬂ m L 4 ]




CATEGORY

—

[ EMERGING THEMES

Target end-users highlight unmet need and advocate for PLS

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

PLS stakeholders would benefit from guidance on optimal co-creation

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

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

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




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




Questions

To ask a question, open the Q&A window, type your
qguestion into the Q&A box. Click Send
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.

The key opportunities highlighted provide broad insight into the real and perceived
barriers to PLS identified by diverse stakeholders

s

.

Each emerging theme presents a possible action behind which stakeholders can
mobilize towards the common goal of accelerating PLS uptake

59

Imormatimnal
Saciety

Tar Hedical
PubBentil
Frolessienals®




What’s next?

s

Detalled discussion of each topic to be presented at a future congress
+ manuscript + further communications and lobbying of stakeholders to accelerate
uptake of PLS

4 )

Then... GPP4 to provide us with the guidelines that
G P P 4 we all need to progress PLS for publications with

clarity and confidence

\ J

GPP, Good Publication Practice
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The PLS of Publications Toolkit

Plain Language Summaries
(PLS) of Publications Toolkit

A best-practic for PLS of peer-reviewed
publica

?

www.envisionthepatient.com/plstoolkit

Supported by Patient Focused Medicines
Development, and co-created with patients,
publishers, editors, pharmaceutical industry

Imormatimnal
Saciety

Tar Hedical
PubBentil
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http://www.envisionthepatient.com/plstoolkit

-

February 24": Member Research Spotlight: 2021 EU Meeting

\.

.

/
This spring...
* Managed Care

* Real world evidence/ISPOR

Medical Devices

N
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How Membership
Benefits YOU: §

Knowledge
Community
Professionalism

International
Society

for Medical
Publication
Professionals”

ISMPP

www.ismpp.org




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!

Thank you for attending the Webinar.
Please click Continue to participate in a short survey.

you will be leaving zoom.us to access the external URL below

https:/ www.surveymonkey.com/r/ISMPPU

Are you sure you want to continue?

() i
B | | suciety




Webinar will begin
promptly at:
11 AM ET/ 4 PM GMT

ISMPP University

Plain Language Summaries
(PLS) of publications:
Perspectives that will

shape the future
February 3, 2021

ISMPP

International
Society

for Medical
Puhlication
Professionals™
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