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INFECTIOUS DISEASE
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Introduction. The language of medicine is constantly evolving,
typically to better describe a new understanding of disease, adjust
to changing social sensibilities, or simply to reflect a new drug
class or category. We address the need for an updated language
around monoclonal antibodies, or “mAbs” — a widely used medi-
cal term, but one which is now too general to accurately reflect
the range of mAb pharmaceuticals, their effects, and the intended
patients.

Methods. The question of “what should we call a monoclonal
antibody immunisation against respiratory syncytial virus (RSV)
to ensure accurate understanding of the product?” was the basis
for a virtual advisory panel in May 2022. The panel was convened
by Sanofi with the intention of reviewing appropriate language in
terminology in the context of mAb-based prophylaxis for RSV. The

Introduction

The language of medicine, and of science in general,
is constantly evolving. This is necessary to reflect the
ongoing “march of science” where our knowledge
and understanding of biology and pharmacologic
interventions increases every year [1], and changes in the
social fabric within which medicine is practised [2, 3].
For the former, we have examples like “bipolar
disorder”, which replaced “manic depression” to more
accurately convey the nature of the condition (bipolar
patients tend towards primary mania or depression, not
both). In the latter case, we can look to the recent change
of “non-alcoholic fatty liver disease” to “metabolic fatty
liver disease” to remove possible stigma and judgement,
as well as to clarify the role alcohol may (or may not)
play in this disease [4]. While these changes may seem
trivial, we often rethink the language we use if we find
that the current linguistic forms are simply no longer
accurate to a precise degree. It is worth remembering
that if we didn’t change the language we use, we would
still be referring to heart failure as “dropsy”, and people
with cerebral palsy as “spastics”.

In addition, language which

creates unwanted
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panel comprised several global experts on RSV and vaccination,
a trained linguist specialising in doctor-patient interactions and
medical language, and several experts in marketing and commu-
nications.

Results. We suggest the term “Direct Long-acting Antibody”
(DLA) for a specific sub-class of mAbs for use in prevention of
RSV disease in infants. This terminology should differentiate from
other mAbs, which are generally not used as therapies in infants.

Discussion and Conclusions. This change will more accurately
convey the specific mode of action of a mAb in infants, and how it
could impact the prevention of communicable diseases: this class
of mAbs is not an active treatment, but rather will offer direct and
rapid protection lasting at least 5 months.

impressions or is off-putting to an intended audience
may need to be revised, as this type of language can
create real barriers to appropriate medical care [5].
For example, the language around addiction has been
focused on “dependence” for some time, as it is easier to
self-identify as “dependent” rather than “addicted” with
all the social baggage the latter produces. As an almost
ubiquitous and current example, the recent highly
charged discussions around the meaning and proper
reference for the words “women”, “men”, “female”, and
“male” combine both the medical and social aspects of
language change.

Also relevant in this case is the classification of a drug
within a category, and how this may influence how
that drug is perceived. Aspirin (acetylsalicylic acid)
was first observed to have analgesic and antipyretic
qualities, and was subsequently classed as a non-
steroidal anti-inflammatory (NSAID) [6]. However,
numerous potential applications of Aspirin have been
identified when prescribed at different doses — from
anticoagulation and preventing cardiovascular events,
to the treatment of cancers and dementias, as well as in
the field of ophthalmology [6-8] — suggesting its benefits
may reach far beyond those its classification as a simple
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NSAID would initially suggest. Evidently, language
has a clear and defining effect on perceived benefits
and other aspects of drugs or diseases; how we describe
and talk about such interventions could be of paramount
importance from their inception.
In this paper we will discuss just such a proposed
language change for a term which has both medical
(pharmacological) and, to some extent, social foundations.
This language change was discussed by a panel of experts
brought together by Sanofi and reviewed in the context of
a monoclonal antibody-based prophylactic immunisation
against respiratory syncytial virus (RSV) disease for
infants under 1 year of age. The ideas discussed by the
panel and identified in this paper are intended to stimulate
discussion within the scientific community around the
potential limitations of currently used language used to
discuss mAb-based propylaxis in RSV.

RSV is the most common respiratory pathogen in infants

worldwide [9], infecting around 90% of infants by their

second birthday [10]. The virus emerges, peaks, and
recedes in a seasonal pattern — typically lasting 5 months

from the autumn to spring in temperate climates [11, 12].

Each year, RSV disease places a substantial burden on

healthcare systems globally and represents a leading

cause of hospital admission among infants. It requires
substantial healthcare investment and seasonal planning

to ensure adequate resources are in place [13].

The immunisation being discussed in this paper is

currently classified as a “monoclonal antibody” (mAb)

which, although scientifically accurate, could create
several unnecessary forms of potential confusion among
parents, caregivers and even healthcare professionals,
with a likely impact on usage and uptake. Both the history
of mAbs and the current social environment surrounding
vaccination as a topic for discussion (and misinformed
debate) argue that we should, in fact, increase our
specificity of language in this case. Furthermore, the very
term ‘mAb’ is itself now dated: in 2021, the International

Nonproprietary Names (INN) Programme of the World

Health Organization (WHO) decided to discontinue the

use of the term for new substances, owing to the high

number of drug names already ending in ‘-mab’ [14].

They have instead proposed and adopted a radically

different naming system for future pharmaceutical

substances [14].

The four areas of “communicative precision” that can

be achieved through the use of new linguistic forms that

will more accurately convey the core features of this
particular mAb are:

1. to differentiate this monoclonal antibody from
current class perceptions, which often involve
treatment of severe chronic or acute disease, rather
than prevention of infection in infants;

2. to create a clear understanding of the mechanism of
RSV protection provided by this mAb (specifically
regarding its role as a prophylaxis, not an active
treatment — a departure from most currently approved
mADbDs in other disease areas);

3. to specify the duration of effect of the prophylaxis
provided (a necessary element for this mAb as it is

used as an immunisation in the context of RSV being
a seasonal virus);

4. to clarify how this immunisation provides direct
protection from the point of administration, and why
this differs to active immunisation.

It is our hope and intention that this new language

will provide an easily introduced, easily understood,

and easily applied upgrade to the existing language
surrounding mAbs, and to clarify the nature of this
immunisation. The remainder of this article will outline
the key discussion points from the panel regarding
this new terminology. In an era of heightened vaccine
scrutiny, misinformation, and hesitation, it is important
to find the correct language to facilitate understanding
and uptake of this important new entrant to the field of
RSV prevention.

Methods

Despite the clear impact RSV disease has across
healthcare systems, limited prophylactic options are
currently available [15]. Several approaches to tackle
this unmet need are under development, including
immunisations for pregnant women in their third
trimester, paediatric vaccines, and passive immunisation
with monoclonal antibodies with extended half-
lives — among the monoclonal antibody category,
a new solution called nirsevimab (registered name
Beyfortus®; AstraZeneca Pharmaceuticals LP Frederick
Manufacturing Center, Maryland, US) is included [15],
which was approved in the European Union and UK in
November 2022 [16], and in the USA in July 2023 [17].
The question of “what should we call a monoclonal
antibody immunisation against RSV to ensure accurate
understanding of the product?” was the basis for a
virtual advisory panel, assembled in May 2022 by
Sanofi to discuss the specific issue of language and
communication of mAbs in the context of RSV disease.
The panel was comprised of several global experts
on RSV and vaccination (Prof. Pier Luigi Lopalco,
Prof. Susanna Esposito, Prof. Federico Martinén-Torres,
and Dr. Todd Wolynn), a trained linguist specialising in
doctor-patient interactions and medical language overall
(Dr. Brad Davidson), and several experts in marketing
and communications (including Ms Jacqui Thornton,
Health Journalist). Each of these participants played a
significant role in the discussion, providing a broad and
complementary view of both clinical and communication
practices. No patients or members of the public were
involved in the discussion or outputs of this advisory
panel. As this was a language-focused meeting, the need
for a new method for preventing RSV was beyond the
scope of discussion and will therefore not be further
discussed.

Given the product’s status as a monoclonal antibody
(a “mAb”) and the fraught public discourse around
immunisations and vaccinations [18, 19], it was
identified that the language used to describe the mAb
needed to be vetted to avoid unnecessary confusion,
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concern, or outright dismissal. The concerns centred

around two areas, both of which were discussed in the

meeting:

1. the impression of mAbs as “serious treatment” of
illness (usually in adults), not appropriate for the
prevention of illness in infants;

2. the overall challenge of introducing and discussing
a new “infant vaccination” or ‘“vaccine-like”
intervention, during a period of heightened vaccine
resistance, discussion, and sensitivity.

For the first area of discussion (the issue of mAbs as a

perceived “strong medicine”), the discussion centred on

the historical and current usages of mAbs, many of which
focus on treating cancers or serious, highly symptomatic
rheumatologic conditions like rheumatoid arthritis and
plaque psoriasis. The concern in this case is that the
term “monoclonal antibody”, while entirely accurate,
is no longer precise enough to cover all of the different
types of mAbs equally well. As Dr. Brad Davidson, the

linguist, phrased it: “mAb has become a class name for a

very large class, like mammal. Mammal is a useful term,

but it describes both tigers and mice. Calling something

a mammal doesn’t tell you how big, fast, or potentially

dangerous it is”. The clinicians in the room agreed that

the term mAb/monoclonal antibody brought forward
associations with strong treatments, and strong adverse
event potential — neither of which are appropriate for
prophylaxis of disease in infants under 1 year of age. In

a unanimous agreement, the participants of the meeting

concluded that mAb as a descriptor was not sufficiently

precise in today’s crowded mAb category to convey
the true nature of the product, despite being medically
accurate.

The second area of discussion (that of the rising tone

and volume of public vaccine discourse) was also

considered at length. It was agreed that nirsevimab is,
indeed, a form of immunisation, and it could be argued
thatitis not an active vaccination as it does not stimulate
the recipient’s immune system. Unlike an active
immunisation, nirsevimab’s  directly-administered
monoclonal antibodies do not rely on a host immune
response to offer rapid protection after administration,
instead, offering rapid passive protection against RSV
lower respiratory tract disease via administration of
direct-acting antibodies [15]. In contrast, an active
immunisation may require time for the host to generate
an immune response, and may require repeated vaccine

administrations to achieve maximal protection [20].

While this distinction may be meaningful within a

research environment, it was also acknowledged that in

common usage the terms vaccination and immunisation
are employed interchangeably. This confusing, and
confused, system of nomenclature is compounded by
the truly enormous number of false statements about
vaccines and immunisations that have proliferated
throughout the COVID-19 pandemic, which have had
demonstrable effects on vaccine uptake [21, 22]. The
participants agreed that while nirsevimab is indeed

“vaccine-like” when evaluated by the broad standards

of the term, it is not “active” in its mechanism of
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protection but “passive”. Clarifying exactly how
nirsevimab works in infants (whose immune systems
are too immature to provoke a robust response to an
active vaccine after one single administration) would
be important to integrate into the language surrounding
nirsevimab.

Results

Providing a solution to the linguistic puzzle was

the primary focus of the discussion and subsequent

communications. The solution that was developed and
agreed upon was that nirsevimab should be referred to as

a “Direct Long-acting Antibody” (DLA), for the reasons

described below:

1. Direct: this is a specific reference to the fact that
nirsevimab does not “provoke a response” from
infant immune systems so that they will produce
antibodies; rather, it is the antibodies which are
directly introduced into the infant’s body at a time
when infants are most vulnerable to the effects of
RSV infection [15], to provide rapid protection
against RSV lower respiratory tract disease. Much
like exogenous insulin, the body is not required to
react to the intervention, nor will it in an immunologic
sense. In essence, what infants lack (i.e., antibodies
which target RSV) is being directly supplied to them.
This also provides contrast to other interventions
either currently used in the RSV category or expected
in the future, for example immunisation for pregnant
women where protective antibodies reach the infant
indirectly, via the mother [23]; and paediatric vaccines
which will require the infant’s immune system
to develop its own immune response (including
antibodies) after administration [15]. Prophylactic
solutions that provide direct and rapid protection
against RSV disease allow for administration to
coincide with the period of highest risk — an infant’s
first RSV season — which is an important benefit
considering that the virus is seasonal.

2. Long-acting: the importance of duration of protection
is very specific in this category — protection against
RSV disease needs to last throughout a season, while
the infant’s lung and immune physiology continue
to develop and eventually become mature enough
to cope with an RSV infection. This period of
heightened vulnerability when an infant faces their
first RSV season during their first year of life is often
referred to as their “first season” or “seasonal” risk.
The protection afforded by nirsevimab is at least 5
months [15] — long enough to cover a typical RSV
season in a temperate climate [11, 12], during an
infant’s period of heightened vulnerability in their
first year of life [15]. In this context, “long-acting” is
a reference to the duration of protection nirsevimab
provides, which could cover the period of heightened
vulnerability as infants enter their second year of life
and their immune system gradually becomes robust
enough to either combat the disease or mount an
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immune response to any potential future paediatric
RSV immunisations. In addition, “long-acting”
serves to highlight the difference between existing
short-acting mAb prophylaxis in RSV disease, which
requires monthly injections throughout the season.
3. Antibody: the primary result of most vaccinationsis the
creation of antibodies that are specific to the disease
against which the person is being vaccinated [20].
The result following an administration of nirsevimab
is no different in this regard, although the process
is more direct; as discussed earlier, immunisation
with nirsevimab offers rapid protection against RSV
lower respiratory tract disease via administration of
direct-acting antibodies [15]. This particular element
from the full term “monoclonal antibody” seemed
most important to call out: it is the presence of the
antibodies which supports nirsevimab’s mechanism
of action in providing protection against RSV, and
the monoclonal element could lead to confusion with
treatment for chronic disease. In other words, the
focus here is on “what” nirsevimab is (an antibody),
and not how it was manufactured as this does not
serve any clinically meaningful purpose in this
instance and has the potential to cause confusion.
Based on this information, the advisory panel concluded
that nirsevimab is most accurately defined as a Direct
Long-acting Antibody (DLA) and is a part of the larger
class of mAbs.

Discussion and conclusions

We believe this type of process, where the true nature of a
drug is discussed, is more important today than ever before.
We live in an era of tremendous medical advances, with
new pharmaceuticals being developed and launched at
an astounding rate. With new mechanisms of action there
comes a new need for precise language. In this case, a mAb
is not just a mAb — in the same way that not all “small
molecules” or “large molecules” are the same. Nirsevimab
shares characteristics with, and is properly classified as,
a monoclonal antibody-based passive immunisation.
However, this term does not tell the whole story, and indeed
in current context could be misleading or misunderstood.
Our objective is clarity in communication, and we believe
this terminology achieves that aim.

Our study had several strengths, including the
involvement of leading individuals in the RSV,
paediatrics, infectious disease, and linguistics space;
and the versatility of the approach taken in exploring
medical science linguistics to fill a language gap left
where technology has advanced. Limitations of this
study include a limited number of panellists submitting
their expertise, and limited means of testing our output
at the time of writing.

This challenge of proper naming, and using linguistic
precision to facilitate proper understanding between
provider and patient, can have substantial implications
in preclinical and clinical settings. As such, we call on
stakeholders in health and clinical practice, guideline

and recommending bodies, and those engaged in the
development of new and novel therapies to seriously
consider this linguistic approach to nirsevimab — one
which accurately describes its role as a preventative
option against RSV disease, but emphasises the
distinct characteristics which differentiate it from other
prophylactic offerings such as active vaccination. We
hope the themes discussed in this paper will stimulate
further discussion on the appropriate definition of
individual mAbs from the scientific community.
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