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It is my privilege to present you the Medical Writing special issue garnering
the current Trends in the Medical Writing sphere. With the perpetual
amendments in the pharmaceutical industry and the ever-evolving
approaches in operating and disseminating biomedical research, we are
witnessing a matching progression in medical writing. Be it battling the
rampant free-flowing medical misinformation in this post-truth world, or
public disclosure of clinical trials, or the drifts in manoeuvring artificial
intelligence and digital health, medical writers are prudently setting trends.
We have assembled these anecdotes, in the form of thirteen feature articles,
which are gaining attention by diversifying the already-colourful medical
writing arena.

In the opening piece, Raquel Billiones discusses the latest development
in biomedical exploration (biohacking, combination products, vaccine
hesitancy, and many more aspects), which could eventually dictate the
medical writers to modulate our stance. Maria Carolina Rojido enlightens
us about lifestyle medicine: its importance in tackling non-communicable
diseases, and the promising opportunities for the medical writers in this
incubating field. Martin Delahunty walks us through the advancement in
artificial intelligence-based tools fitted to support the scientific and medical
publishing in his insightful account “Will we be replaced by robots?”

Content is king — we medical writers are aware of that. Nevertheless, a
one-size-fits-all tactic will not help us achieve our goals. Then, how should
we efficiently plan-develop-disseminate accurate and useful content for a
diverse readership under different state of affairs? The following four articles
unravel the solutions:

Science communication offers researchers with an invincible power of
story-telling their discoveries to a broad array of population. Melvin Sanicas
urges scientists to engage more with the public by protecting them from the
malady of misinformation.

In this era of big data, keeping pace with the stockpiling scientific and
medical data is a painstaking task. As a resolution, the content curators come
into play, where they amass pertinent contents on a specific topic from a wide
range of sources and serve it in a systematised fashion to respective clients.
Laura C. Collada Alj, Jackie L. Johnson, and Amy Whereat shed light on
the role of medical writers in content curation. Equipped with a blend of
analytical and writing skills, medical writers could act as content curators

@ www.emwa.org
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presenting trustworthy information to clinicians or patients. The trio expands
the discussion by providing tailored strategies designed for specific audiences.

The American Medical Writers Association (AMWA), European Medical
Writers Association (EMWA), and International Society for Medical
Publication Professionals (ISMPP) have recently released a Joint Position
Statement on Predatory Publishing ! educating us about this malign practice.
We are republishing it in this issue. On a similar note, Andrea Bucceri, Peter
Hornung and Thomas M. Schindler delve deeper into this topic making us
aware of the severe consequences of publishing in these pseudo-journals.
Moreover, they propose several recommendations to evade being knuckled
down by the predatory publishers.

Taking the proceedings forward, Diana Ribeiro and

Mathew Wong talk about the responsibility of
& P 7 Be it battling

medical writers in creating a precise content
the rampant free-

strategy to crack the vicious puzzle of

medical misinformation in this age of ﬂowing medical

fake news” and “viral pseudoscience” misinformation in this
As a successful trendsetter and

inspiration for the freelance medical post-truth world, or

writers, Brian Bass highlights his public disclosure of
precious experience about building clinical trials, or the drifts
medical writing business via the in manoeuvring artificial
subcontracting/outsourcing path. He . . L
explains the pros and cons of the lntelhgence and dlgltal
subcontracting practice, guidance that health, medical writers
could be an asset for the future sub- are prudenﬂy
contractors. setting trends.
In the next two articles, patients are at the

cynosure. Lisa Chamberlain James and Trishna

Bharadia cover the practical details of writing a lay summary,

especially emphasising the challenges associated with the process and
guidance for the medical writers to nurture the science-public alliance.
Vivien Fagan shares her fascinating journey from regulatory writing to be in
the field of clinical trial disclosure. She elucidates the actions she has taken
along the transition, being under the umbrella of a clinical research

organisation.
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It is challenging to stay abreast of the up-to-date regulatory practices in
the dynamic setting of pharmacovigilance legislation. To make your job easy,
Sushma Materla put forward a comprehensive approach to write a risk
management plan. Surayya Taranum illuminates the latest trends in
regulatory writing, guiding us around the developments in EU regulations
for medical devices, data protection (General Data Protection Regulation
and EMA policy 0070), and the influence of artificial intelligence in the global
medical writing market. Finally, Clare Chang explains the transforming
regulatory medical writing scene in China, particularly upon China’s inclusion
as a member of the International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use. Moreover, she talks about
the striking growth at the Chinese popular science writing turf — a steady
stride boosting societal science awareness.

Before summing up, I would like to thank all authors for their esteemed
contributions. I thoroughly enjoyed reading their edifying accounts. Big
thanks go to Evguenia Alechine and Victoria White for their relentless help
and support to put this issue together. I hope you find this issue of Medical
Writing interesting and enlightening, inspiring the trend-setting medical
writer within you!

References
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Corrections to articles published 'L'
in June 2019 Medical Writing

Senerics ang biosimilars

Because of a production error that occurred after -
the authors’ final review of the proofs, an incorrect
symbol was displayed on p. 28 of the June 2019 issue of Medical Writing
(Volume 28, Number 2), in the article titled “Statistical principles in
biosimilar development”.

The error was not present in the print version of the journal but was
online for some time before being corrected.

The null hypothesis is stated correctly below, with the symbol before
1.25 correctly displayed as greater than or equal to.

Ho: *T/y, < 0.800r 7/, =125

Hy:0.80 < #T/, <125

On p. 70, in the article titled “International Committee of Medical Journal
Editors’ requirements for sharing individual participant data from
interventional clinical trials”, the text incorrectly indicated that clinical
trial sponsors must pay fees for participating in all data-sharing platforms
discussed. The platform Project Data Sphere does not charge fees.

The corrected paragraph appears below and has been updated online.

Clinical trial sponsors pay a fee for participating in some of these
platforms, which provide most of the services relevant to assessing
and processing the data sharing requests for IPD. These platforms
help clinical trial sponsors meet the ethical obligations for sharing of
deidentified/ anonymised IPD. Some current data-sharing platforms
include the ClinicalStudyDataRequest consortium,*! the YODA
Project,#2 Vivli,#3 Project Data Sphere (does not charge any fees),*
and DataCelerate.4S Furthermore, several other clinical data-sharing
platforms concentrate their efforts at a national or institutional level
(e.g., US National Institutes of Health), or at a disease-specific level
(e.g., Alzheimer’s Disease Neuroimaging Initiative).46
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President’s Message

Dear EMWA Members

I was asked if the time between conferences is a

quiet time. Having been in post just over 2

months at the time of preparing this report, I can

most definitely state - NO! New initiatives are

regularly proposed and I am often reminded of

how active our EMWA members are, with their

great breadth of experience and knowledge,

boundless energy, and enthusiasm!
To note just a few recent actions and

initiatives:

® Members of the Ambassadors Group have
attended several career events and partici-
pated in a video for medics considering a
move to medical writing; check out the video,
which you can access through EMWA News
on the website.

® Also on the website, EMWA’s Resources for
Medical Writers are a considerable plus for its
members. Have you seen the recent addition?
Under General resources, the CCJ Checklist
for authors writing scientific manuscripts
provides lots of useful reminders.

® A Hebrew version of the Joint Position
Statement (JPS) on the Role of Professional
Medical Writers has been added to the
collection of different language translations,
bringing the total to 12. Perhaps you can add
to this? We are looking for someone to
translate the statement into Arabic; if you can
help, please email me.

® A second JPS has just been finalised on the
hot topic of predatory publishing, which was
the subject of a very interesting session at the
Vienna conference in May. EMWA repre-
sentatives worked closely with the American
Medical Writers Association and the Inter-
national Society for Medical Publication
Professionals to produce the JPS. Hopefully,
it will also be translated into several languages,
so helping to widen its impact.

® The CORE Reference development team has
published in Research Integrity and Peer Review:
Critical Review of the TransCelerate Tem-
plate for Clinical Study Reports (CSRs) and
Publication of Version 2 of the CORE Ref-
erence (Clarity and Openness in Reporting:
E3-based) Terminology Table, available at
http://dx.doi.org/10.1186/s41073-019-
0075-S.

® Webinars are now an established part of the
offering to EMWA members. Grab a mug of
coffee (or your lunch depending on the time

@ www.emwa.org

zone!) and join in. With a wide variety of
topics in both the current programme and in
the library of past webinars, something is sure
to be of interest. Many thanks to the Webinar
Team, and thanks, of course, also to the
presenters.

Education Committee (EPDC) members
have worked with EMWA Head Office to
plan a diverse offering of workshops for the
November conference in Malmdo, Sweden.
The EPDC also actively supports people
developing new workshops. To help, they
have developed a new workshop proposal
form and timelines for developing a work-
shop, so that a potential workshop leader
knows exactly what is needed and when! If
you are considering giving a workshop, have
alook at the website.

Several new workshops will be run in Malmo
including one in the increasingly important
area of Medical Devices, which will comple-
ment the work of the Special Interest Group
for Medical Devices (MD SIG). We now have
five SIGs: Pharmacovigilance, Regulatory
Public Disclosure, Medical Communication

and Veterinary Medical Writing (newly
formed at the May conference), as well as the
MD SIG; these greatly contribute to planning
the Expert Seminar Series and Symposium
held at each May conference.

® If you would like to be more involved with
EMWA and can spare a little time, we are
always looking for more volunteers. Keep an
eye on EMWA News on the website and the
monthly Newsblast email for updates and
opportunities. All are welcomed.

I am looking forward to seeing many of you in
Malmo at our 49th EMWA conference:
November 7-9, 2019. Registration is open — go
book! If you haven’t yet made up your mind
about coming, check out the August webinar,
which can be accessed by both EMWA and non-
EMWA members.

And ifyou cannot come to Malmé, remember
to save the dates of our special S0th conference
in Prague next year: May 5-9, 2020.

Barbara Grossman
president@emwa.org
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AMWA-EMWA-ISMPP Joint Position Statement on Predatory Publishing released

On July 29, EMWA, together with the
American Medical Writers Association
(AMWA) and the International Society for
Medical Publication Professionals (ISMPP),
issued a joint position statement on the
dangers of predatory publishing (see p. 34 of
this issue). Predatory publishers and journals
exist purely for profit. They undermine the

New translations of the AMWA-EMWA-ISMPP Joint Position Statement
on the Role of Professional Medical Writers

EMWA is also currently involved in translating another AMWA-EMWA-
ISMPP joint position statement on the role of professional medical writers.
Issued in 2017, this position statement sets out ethical standards for medical
writers who help to develop scientific and medical publications. We are now

spreading the word among non-native English speakers in Europe and

publishing process by failing to perform
rigorous peer review and show little apparent
regard for the ethical principles detailed in
guidelines such as the International
Committee of Medical Journal Editor
Recommendations for the Conduct,
Reporting, Editing, and Publication of
Scholarly Work in Medical Journals. The

4 | September 2019 Medical Writing | Volume 28 Number 3

AMWA-EMWA-ISMPP position statement
outlines the damage predatory journals do to
authors and to the scientific community as a
whole and provides practical tips for spotting
such journals. It also underlines the
responsibility we medical writers have for
ensuring that the manuscripts we work on are

not submitted to predatory journals.

beyond. The position statement was recently translated into Hebrew by
EMWA member Sharon Furman-Assaf. Originally published in English,
the statement s now available from the EMWA website (https: //www.
emwa.org/ joint-position-statement) in French, German, Italian, Spanish,
Romanian, Portuguese, Hungarian, Ukrainian, Russian, Farsi, and Greek.



EMWA Ambassadors
participate in webinar on
careers in medical writing

As part of continuing efforts by the
EMWA Ambassador’s Programme to
reach out to new audiences in order to
promote medical writing and EMWA,
John Dixon and Abe Shevack took part in
a webinar organised by Medic
Footprints, an organisation focussed on
the various career opportunities available
to medical doctors. The target audience
was medics interested in exploring
careers outside of medical practice. Abe
spoke about what regulatory medical
writers do and the documents they write
to support clinical development in the
pharmaceutical industry. John talked
about transitioning from being a
practising surgeon to med comms
medical writing and about the spectrum
of careers in this area. Another speaker,
practising physician Vidhya
Kumaranayakam, spoke about how she
became, among many other things, a
book author and publisher. At the start of
the webinar, a short survey showed that
most of the attendees knew almost
nothing about medical writing. However,
after the presentations and a subsequent
Q&A session many of them indicated
that they were interested in finding out
more.

A recording of the webinar is available
on YouTube:
https://youtu.be/vS]SYWH-yOY.

@ www.emwa.org

MedComm Special Interest Group gets down to business

As mentioned in the last issue of Medical
Writing, the MedComm Special Interest Group
(SIG) was established at the spring conference
in Vienna to support publication activities of
EMWA members. The first activity of Med-
Comm SIG members was to participate in
development and review of the joint position
statement on predatory publishing. The Med-
Comm SIG has also supported wide dis-
semination of the joint position statement.
MedComm SIG committee member Andrea
Bucceri has liaised with Taylor & Francis to
enlarge statement advise to all librarians
subscribing to Current Medical Research &
Opinion (where the statement was first pub-
lished) and through Taylor & Francis social
media platforms. Other MedComm SIG mem-
bers have shared the joint position statement
through their private contacts. Other EMWA

members are encouraged to do the same.

We believe that sharing the joint position
statement with academia is crucial, because the
main victims of predatory journals are
university researchers who must publish to
develop their career or even keep their job but
may not always be fully aware of predatory
publishers’ practices. The MedComm SIG is
actively looking for the best way to share the
joint position statement with academia and
welcomes suggestions from EMWA members.

The joint position statement will be presented
during a lunchtime symposium at the Malmé
conference in November 2019 and information
regarding its impact and, possibly, evolution will
be shared at the Prague conference in May 2020.
Stay tuned for further details!

Andrea Rossi and
Slavka Baronikova

Volume 28 Number 3 | Medical Writing September 2019 | S



Omics in silico and other trends in
biomedical research: Impact on

how and what we write

Raquel Billiones
Takeda Pharmaceuticals, Zurich, Switzerland

Correspondence to:
Ragquel Billiones
medical.writing@billiones.biz

Abstract

Medical writers and communicators write
about biomedical research. It follows that the
latest trends in this field translate to new
trends in medical writing. This article
provides a peek into the latest breakthroughs
and developments in biomedical research that
can impact what and how we write.

Introduction
As medical and scientific communicators, we
write about breakthroughs and innovations in
biomedical research. The latest trends in these
fields translate to new trends in how we
communicate. We have to continuously hone our
skills, broaden our vocabulary,
and expand our knowledge base.
In this article, I share a collection
of my favourite trends. Terms
written in bold italics are defined
in the glossary in Table 1.

The brave new world
of omics
In the era of omics (genomics,
transcriptomics, proteomics, metabolomics)! the
term biotechnology seems inane and inadequate
when applied to what is currently going on in
biomedical research. Biology has come a long,
long way since the start of the human genome
project. Last year, an infant with a rare disease
was admitted, diagnosed, treated, and discharged
within 36 hours - after his whole genome was
sequenced in record time of 19.5 hours.2

Let’s take a look at some of the cutting-edge
research coming out of the omic realm, topics
that some of us may already be writing about.

To keep up with new
trends, we have to
continuously hone
our skills, broaden

our vocabulary, and
expand our

knowledge base.

Synthetic biology

Systems biology, move over to give space for
synthetic biology.3 A recent feature in The
Economist states “life runs not on software and
hardware but in all-ware... [making] it highly
resistant to human reprogramming”# But it can
be hacked. By combining biology and enginee-
ring, synthetic biology enables us to hack,
redesign, even create life. With the development
of the CRISPR/Cas9 technology, gene editing
has never been easier, cheaper, and faster.

Medicine is benefiting from synthetic biology,
starting with finding cures for genetic diseases to
regrowing or repairing damaged tissues and
organs using 3D printers.

On an industrial scale, synthetic biology
requires a high amount of resources that go
beyond test tubes. This is where biology meets
artificial intelligence. Biological experiments can
now be automated, as gene editing becomes a
digital rather than laboratory activity. This year,
Swiss scientists created the first computer-
generated genome of an organism,® a bacterium
created in silico.

Do-it-yourself biology

Another side of the omics revo-
lution is do-it-yourself biology
(DIYbio).! The DIYbio move-
ment literally originated like start
up tech companies, in biological
laboratories set up in garages
and kitchens of biohackers and
bio-innovators. Activities range
from home micro-breweries to
“CRISPRing” marijuana, to culturing fluorescent
bacteria for artistic purposes, to the more
ominous threats of bioterrorism. Naturally, there
are also concerns about the lack of checks and
balances and ethical considerations.!

Vaccines and viral
misinformation

Vaccines are not new. Till a few years ago, it was
such alow-profile therapeutic area as the burden
of many infectious diseases have declined to the
brink of eradication. In recent months however,

6 | September 2019 Medical Writing | Volume 28 Number 3

vaccines have
become the focus
of controversy and
hype in all forms of
media and thus
deserve mention here.

Viral misinformation
What used to be a trend towards
vaccine hesitancy has become an
all-out anti-vaccination (anti-vax)
movement.

Anti-vax is likened to a digitally spread
disease. This type of “viral misinformation”
is the biggest pandemic risk we are facing
today, according to a Nature article, and it
is spread by a “digitally-enabled emotional
contagion.”6 It is sad that this misinfor-
mation overshadowed recent achievements
in vaccine development, such as the first
malaria vaccine made available this year.”

Health agencies are trying their best to
reverse this trend. But the battle is being
fought mainly on social media. I would like

to pay tribute to advocacy groups fighting
the good fight, trying different public
outreach strategies to counteract anti-vax
thinking. Children’s book writer Andrew Murray
(“Buddy & Elvis”) uses cartoons and animations
to increase awareness.8 One of his characters, my
friend and colleague Melvin Sanicas, calls
scientists to action in his article on p. 22.

Medical entomology

Because of the recent outbreaks of mosquito-
bourne diseases such as dengue, malaria, Zika,
and chikungunya infections, the field of medical
entomology has reemerged.® Here, too, is
synthetic biology active, with gene-editing
techniques being explored to control, even wipe
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out disease-carrying species of mosquito without
harming the benign types.3

The recently released book How Mosquitoes
Changed Everything by Brooke Jarvis describes
how mosquito-bourne diseases changed the
course of human history.

Combination health products:
ingestible and wearable
devices

The delineation between drugs and medical
devices are becoming blurred, again, as biology
and technology merge to develop products that

@ www.emwa.org
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combine the best of both worlds. The EMA,
which traditionally only deals with medicinal
products, recently released a draft guideline on
the quality requirements for drug-device
combination products.10 The term combination
products brings to mind pre-filled syringes and
anti-histamine pens. But the trend is towards
more complex and ingenuous combinations and
delivery systems, some examples of which are
described below. We writers need to step away
from our comfort zone to deal with new
terminologies that may come from engineering,
informatics, and material science.
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A digital pill

This product comprises a pill with an embedded
silicon chip, a wearable sensor, and an App. The
chip, once in the stomach, is released and sends
a signal captured by sensor and recorded in the
App. This way, treatment adherence to the
antipsychotic drug aripiprazole can be moni-
tored. It was approved by the FDA in 2018.11

Ingestible delivery system

Insulin without injections? This may become
possible with a self-orienting mm scale applicator
(SOMA) whose needle is made of insulin and its

Volume 28 Number 3 | Medical Writing September 2019 | 7
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“plunger” controlled by a sugar disc. This latest
breakthrough in oral insulin replacement therapy
for diabetes is currently in testing. Insulin is
delivered by ingesting the SOMA, which then
delivers insulin directly into the peritoneal wall.12

Wearable medications

The next generation of wearables might resemble
a shirt rather than a watch. Swiss scientists are
developing smart medical fibres and drug-
releasing textiles. The technology has a wide
range of potential applications, from wound care
to glucose monitoring.13

Ethics and political correctness
Let’s have a look at trends in ethical questions
and political correctness that can affect the way

we write.

Political (over)correctness?

Gender parity and the “me too” movement were
big topics in 2018 that have impacted our
behaviours. It follows that sensitivity to these
issues is also expected in scientific commu-
nication. Yet, we do not have clear guidelines on
political correctness and cultural sensitivity.

A recent manuscript analysed long forgotten
medical research projects that are suddenly
rediscovered, like “sleeping beauties” awakened
by a prince. The paper was rejected by a top US
journal on the grounds of sexualisation by using
a politically incorrect analogy. Alternative
suggested terms are “hibernators” and “awake-
ners”14 Do you agree?

Mind your sources

Even if you mind your metaphors, what about
scientifically valid yet ethically questionable
sources? During an operation, a surgeon had to
refer to the Pernkopf Topographic Anatomy of
Man to finish a rather tricky emergency pro-
cedure. Apparently, no other medical source,
paper or digital, can match the accuracy and
spectacularly detailed illustrations of human
anatomy in this =80-year old volume. It was
compiled in an Austrian medical school during
the Nazi era, and was based largely on the bodies
of the victims of those dark times.15 Is it ethically
correct to use the material? Is it allowable to cite
such materials in scientific papers? Does the end

justify the means?

8| September 2019 Medical Writing | Volume 28 Number 3

‘Watch your language
Though not necessarily unethical or politically
incorrect, some terms we use in day-to-day
clinical research may be inappropriate for use in
medical publications. An ISMPP paper lists
examples of common industry jargon that do not
belong in a manuscript, mainly because they are
too colloquial or even commercial. Two
examples on the list that I have encountered
frequently are “key opinion leader” (suggestive
of influence and bias, use “external medical
expert” or “subject matter expert” instead) and
“key messages” (messaging is a commercial term,
consider “scientific communication points”
instead).16

The 11th edition of the AMA Manual of Style
is planned for release this year and will include
guidance on terminologies. Here are a few terms:
use of “low income” instead of “poor”; addition
of LGBTQ as an abbreviation; removal of “CD-
ROM” and “fax” from the glossary, but inclusion
of “cloud” and “IP address”. Furthermore,
“sequence variation” and “allelic variant” are
preferred over “mutation” and “polymorphism”,
respectively, according to the recommendations
of the Human Genome Variation Society.17



All things planetary
Ever heard of the term “planetary medicine” or
“planetary health”?18 Previously viewed with
scepticism, it is now scientifically recognised,
even considered vogue. Check out the call for
medical practitioners to act for planetary health
and sustainable healthcare in the Lancet.19

In fact, with climate change coming to the
forefront, several subdisciplines of planetary
health have
paediatrics,20 planetary epidemiology,”

arisen, including planetary

' and
planetary preventive medicine.22 Here too,
synthetic biology is being harnessed to address

environmental issues.3

What about digital health?

We cannot discuss healthcare trends without
mentioning digital health and there is lots of
ground to cover, including artificial intelligence
and health data from “prewomb to tomb”.24
As seen in the trends already discussed above,
biology, healthcare, and technology are all
interlinked.

I will not focus on this topic here but will
instead let the next issues of Medical Writing — for
December 2019 on digital health, followed by
the issue on Data Economy in 2020 - do justice
to these highly important trends. For now, check
out and enjoy Eric Topol’s Deep Medicine: How
Artificial Can Make Medicine More Humane.24
It's medical communication at its best.

Disclaimers

The opinions expressed in this article are the
author’s own and not necessarily shared by her
employers or EMWA.
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Table 1. Glossary of terms

Term

Omics

Synthetic biology

CRISPR/Cas9

in silico

DIYbio

Vaccine hesitancy

Drug-device
combination products

Medical entomology

Planetary medicine
or planetary health

Definition

a neologism for the constellation of an organism’s “omic” information,
which includes the genome itself (genomic), transcription products
(transcriptomic), protein products (proteomic) and metabolic products
(metabolomic).1

an interdisciplinary branch of biology and engineering that combines

various disciplines from within these domains, such as biotechnology,
evolutionary biology, molecular biology, systems biology, biophysics,

computer engineering, and genetic engineering. (Wikipedia)

stands for ‘Clustered Regularly Interspaced Short Palindromic Repeats’
and it is part of the defence mechanism found in the immune system of
bacteria against viruses. After its discovery, it was used as part of the
CRISP/Cas9 genome editing technology, which allows scientists to edit,
cut, or replace DNA at precise locations. This technology can be applied to
permanently modify genes in living cells and organisms with the aim to
correct mutations and treat disease.!

an expression used to mean “performed on computer or via computer
simulation”. The phrase was coined in 1989 as an allusion to the Latin
phrases in vivo, in vitro, and in situ, which are commonly used in biology
and refer to experiments done in living organisms, outside of living
organisms, and where they are found in nature, respectively (Wikipedia).

Do-It-Yourself Biology, a citizen science driven movement that aims to
find innovative solutions by studying life sciences related topics in non-
traditional academic and industrial settings, namely in self-made
laboratories (e.g. assembled in kitchens and garages) that are not ruled by
the policies of a research or academic institution.1

refers to delay in acceptance or refusal of vaccines despite availability of
vaccination services; currently a complex global problem that requires
ongoing monitoring (WHO)

therapeutic and diagnostic products that combine drugs, devices, and/or
biological products (US FDA)

also known as public health entomology, is focused upon insects and
arthropods that affect human health as disease vectors (Wikipedia)

body of research that investigates the links between Earth’s natural systems
and human well-being, looking at how climate change and resource
depletion cause problems like infectious disease and malnutrition;16.

not to be confused with the term “environmental medicine”, a field that is
dealing with environmental excitants in the surroundings, and not
recognised as a legitimate specialty but rather more of a quackery.23
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New recommendations released:
Good Practice for Conference Abstracts
and Presentations

Research that has been sponsored by pharm-
aceutical, medical device, and biotechnology
companies is often presented at scientific and
medical conferences. Although there is an
industry standard to guide the development of
full publications (Good Publication Practice for
Industry Sponsored Research, GPP3),! this only
touches on conference presentations. Until now,
no specific guidelines or recommendations have
been available to adequately describe best
practice for conference presentations.

The Good Practice for Conference Abstracts
and Presentations (GPCAP) recommenda-
tions? address the specific challenges of
developing abstracts and presentations for
academic conferences. The authors are all
experienced publication professionals, having
worked for either medical communications
agencies or pharmaceutical companies, who
have encountered the practical challenges
associated with conference presentations.
Having drafted an initial framework, the draft
recommendations were published as a preprint
at PeerJ3 for public review and comment to
gain broader feedback, which enabled

the authors to refine the recommendations

@ www.emwa.org

further, before submitting for publication.

The recommendations cover the following:

® authorship and contributorship

® transparency

® development, review, and approval of
abstracts and presentations

® guidance on re-presentation of data (encore
abstracts)

® copyright considerations

® appropriate citation of conference presentations

While developed with pharmaceutical industry
sponsored research in mind, we believe that these
recommendations are applicable to all research
submitted to conferences, and we encourage
readers from other fields to offer suggestions for
further
(http://gpcap.org).

By following GPCAP recommendations,

development via our website

industry professionals, authors, and conference
organisers will improve consistency, trans-
parency, and integrity of publications submitted
to conferences worldwide.

Cate Foster
cate.foster@gpcap.org
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Abstract

Non-communicable diseases (degenerative
chronic diseases) are wreaking havoc on
human health, causing 70% of deaths world-
wide, but lifestyle medicine is ready to tackle
them by helping people change the habits
behind them. A new medical specialty,
lifestyle medicine can help relieve strained
healthcare systems globally and is backed by

a solid body of evidence. Moreover, there are

T—
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massive research, educational, and medical
communication needs for all audiences, from
laypersons to experts. Interested medical
writers may have abundant opportunities to
work on this rising medical specialty in the
near future.

Fertile ground for a new trend
Modern medicine and the reductionist
approach

Medicine is complex and is continuously
evolving. Through history it has gone through
several paradigms that have dominated the way
healers thought about diseases and how to cure
them. At present, modern medicine follows a
mostly reductionist paradigm. This ‘divide and
conquer’ approach, where processes are reduced
into simpler units to understand them, has
allowed for amazing advances in diagnosing,
treating, and preventing diseases. It is possible to
explore biological processes underlying a disease
at the molecular level, but sometimes the

12 | September 2019 Medical Writing | Volume 28 Number 3

complex interactions between these processes
result in effects different from those that might
be expected. In other words, the whole is greater
than the sum of its parts.!

Non-communicable diseases (NCDs) are
good examples of this. Together, they cause 86%
of all deaths in Europe2 and 70% globally.3 They
include cardiovascular disease, chronic neuro-
logic disorders (e.g., dementia), chronic respi-
ratory diseases, diabetes, cancer, musculoskeletal
diseases, and autoimmune disorders. Their
prevalence and incidence are growing, and most
are not curable or reversible by traditional means.
These NCDs are the result of a combination of
genetic, physiologic, environmental, and be-
havioural factors that are very often shared
between them. Their aetiologies, pathophysio-
logies, and treatments are well known, but they
are still the world’s biggest killers. Why? It may
be because, although we know them well, we do
not understand them completely. We use reduc-
tionism to understand them since they are so
complex, but we underestimate their root causes



and how they interact with each other. Also,

although medicine offers fairly effective treat-
ments for many of them, it does not properly
address their risk factors: the reasons why people
get these diseases in the first place are most often
environmental and behavioural factors which
affect physiological processes and gene expres-
sion, among other things.# Studies showing
dramatically increased rates of cardiovascular
disease and cancers of people migrating from
low-risk to high-risk countries have shown that
environmental/behavioural factors are the
primary determinants of chronic diseases, not
genetic ones.> And other studies, including twin
studies, have shown that only 10 to 30% of
chronic diseases are due to genetic factors.6

It is far easier for healthcare professionals to
prescribe drugs or recommend surgery and for
patients to accept these often expensive and risky
treatments than to change lifelong habits
reinforced by a consumerist society. This is not
helped by the fact that we are cared for by
physicians who do not fully understand nutrition

@ wWww.emwa.org
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and are fed by companies that do not care about
health. The problem starts in medical school,
where education on nutrition, exercise, addictive
substance avoidance, and other lifestyle inter-
ventions is notoriously deficient. As a con-
sequence, physicians who recommend lifestyle
changes as a first line of prevention and disease
management may feel unprepared to provide
counselling in behavioural changes.” To make
matters worse, the companies that sell animal
products and ultra-processed foods (e.g. pack-
aged baked foods, fizzy drinks, sugary cereals,
ready meals, reconstituted meat products) are
more interested in their profits than in the
healthiness of their offerings.!

Human lifestyle changes and diseases

Homo sapiens appeared about 315,000 years ago.8
In the last 10,000 years, our lifestyle habits have
changed considerably. Our diet has seen some of
the biggest changes. The advent of dairy prod-
ucts, refined plant derivatives (cereals, sugars,
vegetable oils), fatty meats, and salt critically and
fundamentally altered the glycaemicload, macro-
nutrient content, fatty acid composition, micro-
nutrient density, acid-base balance, sodium-
potassium ratio, and fibre content of our diet.?
Moreover, recent studies have linked ultra-
processed foods with weight gain and cancer.10,11
This shift, plus other changes like an increasingly
sedentary lifestyle, chronically inadequate sleep,
high stress, and use of addictive sub-

50% of the disease burden in lower-middle
income countries and affecting more younger
people than in wealthier countries.!3 This
negatively impacts the economies of lower-
middle income countries. Meanwhile, NCDs
cause 77% of the disease burden in Europe.2 And
although premature mortality from NCDs has
decreased, there is a significant gap between life
expectancy and healthy life expectancy (the
number of years that a person is expected to live
without an activity limitation or disability),!4
with men spending a fifth of their life in poor
health and women nearly a quarter.1$

The above changes have all happened at an
unprecedented pace that never seems to wane,
as NCDs reach pandemic proportions and
disproportionally affect disadvantaged popu-
lations that do not have proper access to
treatment.13

The “new” trend of lifestyle
medicine
What is it?
Lifestyle changes have been a part of healthcare
recommendations for decades, but they have
traditionally only been considered helpful
measures and are often still considered optional.
First mentioned as a medical discipline in 1999,16
lifestyle medicine is the logical response to our
chronic disease pandemic. The Lifestyle Medicine
Global Alliance (an organisation that unites
national lifestyle medicine professional

stances (tobacco, alcohol, other Non- associations from around the world
drugs), are very recent relative to communicable under a single banner) defines it
our evolutionary history and diseases (NCDS) are as “the evidence-based medical

underlie many of our degen-
erative chronic diseases. Such

good examples of this.

specialty that uses lifestyle
therapeutic approaches, such

diseases are rarer in popula- TogEther) they cause as a predominantly whole food

tions that have not much 86% of all deaths in plant-based diet, regular physical

changed their traditional life- Europe and 70% activity, adequate sleep, stress

styles. The most notable examples management, avoidance of risky
globally.

of these are the inhabitants of the ‘blue
zones’: five places in the world that “not only
have high concentrations of individuals over 100
years old, but also clusters of people who had
grown old without health problems like heart
disease, obesity, cancer, or diabetes”12

In the last century, there have been gains in
the fight against communicable diseases and
child and maternal mortality, but they are still
major problems in developing countries. At the
same time, rates of NCDs increased by almost
30% between 2000 and 2015, causing more than

substance use, and other non-drug
modalities, to prevent, treat, and, oftentimes,
reverse non-communicable disease, sometimes
referred to as degenerative chronic disease.”17
Lifestyle medicine uses a thoroughly holistic
approach, where whole plant-based foods work
synergistically and, together with exercise, stress
reduction, sleep, harmful substance avoidance,
and social support, help the whole person (body,
mind, and microbiome). Prolonged healthy life
expectancy allows individuals to be more
productive in their professional and personal
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lives. These changes can also help societies thrive
by reducing their overall disease burden and
healthcare costs. Last but not least, they are
aligned with the changes humanity needs to
implement for the sustainability of life on
our planet, including our own as a species
(Figure 1).18

Key elements?

Lifestyle medicine uses lifestyle interventions
involving behavioural, environmental, medical
and motivational principles to prevent, treat, and
sometimes reverse NCDs that share risk factors
and underlying mechanisms. It is complementary
to traditional medicine, acting as an adjuvant to
clinical and surgical interventions.!® It is low cost
and causes few, if any, side effects.

The central element is a whole food plant-
based diet that emphasises the consumption of
minimally processed and nutrient-dense veg-
etables, fruits, whole grains, legumes, nuts, and
seeds. It minimises or eliminates meat, poultry,
fish, eggs, dairy products, and processed foods of
animal (sausages and cured meats) or plant origin
(refined grains, added refined sugars and oils,

Lifestyle Medicine

Stress
Management

Social Harmful
Support Substance
Avoidance

artificial ingredients). It differs from veganism in
its emphasis on whole foods; despite their
deleterious health effects, 10,11 highly processed
plant foods are accepted in veganism. It also
differs in that it encompasses a spectrum of eating
patterns that are predominantly plant-based but
that, like vegetarianism, may include some animal
products. However, its therapeutic effects appear
to be more significant the closer it is to 100%
plant-based.20-23

Together with other lifestyle interventions,
this diet is anti-inflammatory, modifies gene
expression, and changes our microbiome,
thereby helping reverse the chemical processes
behind NCDs.4

The growing body of evidence
The modern Western lifestyle is responsible for
the global increase in NCD burden. Changing
that lifestyle could help prevent, treat, and even
reverse most NCDs: eliminating NCD risk
factors can prevent 75% of heart disease, stroke,
and type 2 diabetes and 40% of cancer.24

The body of evidence supporting lifestyle

interventions is growing. Research studies related

Physical
Activity

Whole Society : Economy

Whole Planet : Sustainability

Figure 1. How lifestyle medicine works, according to the author
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Traditional
Medicine

Whole person: Body, Mind and Microbiome

to lifestyle medicine have greatly increased in
number in the last 30 years. In Clinicaltrials.gov,
studies with the words lifestyle (factors, changes,
interventions), plant-based (diet, dietary, or
food), sleep, exercise (or physical activity), and
stress management under the search field Other
Terms increased on average 25-fold between
1990-1999 and 2000-2009 and 4-fold between
2000-2009 and 2010-2019 (Table 1). By com-
parison, oncology studies increased on average
8-fold between 1990-1999 and 2000-2009 and
2-fold between 2000-2009 and 2010-2019
(Figure 2).

In terms of individual studies, the Nurses’
Health Study (in which 75,521 women aged 38
to 63 years old were followed for 10 years)
concluded that more than 80% of all heart disease
and more than 91% of all diabetes in women
could be eliminated if they were to adopt a cluster
of positive practices (keeping a healthy body
weight, regular physical activity, avoiding tobacco
products, consuming more whole grains, fruit,
and vegetables, and consuming no more than one
alcoholic beverage per day).25 The US Health
Professionals Study26 (in which 42,847 men aged




40 to 75 years old were followed up for 16 years)
found similar results in men. Elsewhere, the
American Institute for Cancer Research and the
International Agency for Research on Cancer
concluded that there is sufficient evidence to link

Rojido — Catching the wave of lifestyle medicine

13 human malignancies to excess body fat.2”
Smaller studies have shown that a whole food
plant-based diet can help treat and reverse
cardiovascular disease and diabetes, and that it
can help treat cancers.20,21,23,28,29,30

In spite of these findings, the well-known
statement “more research is needed” could not be
more relevant than when it comes to studies
looking at the effects of whole food plant-based
nutrition. Most of the research has been done

Table 1. ClinicalTrials.gov search for studies related to lifestyle medicine with start dates from January 1, 1990, to June 25, 2019.

The keywords used under the search field “Other Terms” were:

1. “lifestyle factors OR lifestyle changes OR lifestyle interventions” (plus the synonyms “