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Convalescent plasma, political narrative, and public health ethics in the

Covid-19 pandemic
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Abstract

Convalescent plasma therapy emerged as an early
experimental therapy for the treatment of Covid-19. However,
despite limited data regarding its safety and efficacy, the
therapy was extensively publicised by multiple politicians as a
cure. We analyse the impact of this political narrative around
medical therapeutics on the pandemic using the coherentist
model of public health ethics. The clinical benefits of the
therapy are evaluated in terms of reduction in mortality and
disease progression as compared to the potential transfusion-
related adverse events. Political advocacy of therapeutics might
hamper the autonomy and decision-making of individuals and
institutions. Marketing and monetisation of convalescent
plasma might cause inequitable distribution and unregulated
use. It also creates an economic burden on the government and
healthcare which should be justified by the additional cost/
effectiveness ratio of the therapy. This article exemplifies the
inadvertent effects and ethical challenges following political
narratives about medical therapeutics and the importance of
involving ethics in designing policies concerning public
healthcare.
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On the evening of May 15,2020, | (SA) enrolled the first two
patients, GJ and PR, at our institution in the PLACID trial, a
randomised controlled trial on the efficacy of convalescent
plasma (CP) in Covid-19 (1). They were randomised into the
treatment arm (standard Covid-19 care + Convalescent
plasma therapy) and the control arm (Standard Covid-19
care only), respectively.

At 1 am, in a ward full of patients fighting for each breath
and the monitors creating a cacophony, | put my hopes in
the bag of CP to fight the deadly virus. While GJ's condition
did not improve, to our surprise PR who had not received
the new treatment, recovered. We subsequently enrolled 27
patients at our institution, 14 of whom received the plasma.
However, there was no obvious evidence to suggest that the
therapy had in any way improved the clinical outcome.
Moreover, on completion of the enrollment of 464 patients
across the 39 trial sites, there was no benefit of CP in the
reduction of mortality or disease progression from
moderate to severe disease.

While the trial was still in its early phase in May, helping us
convert clinical equipoise into tangible data, a narrative
rooted in populism and appeasement was being
propagated by politicians in the popular media, based on
anecdotal evidence about the ability of CP to fight Covid-19
(2). Such publicising of medical therapeutics by political
leaders may allow for early authorisation and expeditious
provision of life-saving drugs, but can also result in a
dilemma for health professionals that needs to be analysed
through the lens of public health ethics.

We look to the coherentist model of public health ethics to
analyse this ethical dilemma (3). It describes a
methodological approach to the ethical practice of public
health and provides five normative criteria which are:
expected benefit; expected harm; impact on public
autonomy; impact on equity; and expected efficiency. We
have added the impact on informed consent along with
autonomy, in relevance to the CP therapy.

Expected benefit of convalescent plasma

The benefit of CP can be measured in terms of reduced
mortality, prevention of disease progression, negative
conversion to SARS-CoV-2 viral RNA, decreased duration of
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hospital stay, and symptomatic relief. A randomised clinical
trial with 103 patients conducted in China presented an
increased negative conversion rate of the Covid-19 RT-PCR
but there was no mortality benefit with CP (4). Similar results
were reported by the PLACID trial in terms of mortality and
negative viral RNA conversion. In early January, 2021, the
New England Journal of Medicine (NEJM) published a study
favouring the use of high titre CP in the early course of
Covid-19 (5). While this advancement provides further
insight into the role of CP, there was no significant evidence
to support its use in June 2020, when CP found its way into
the clinical management protocol of Covid-19.

Potential harm of convalescent plasma

Although it was historically considered a safe modality, CP
transfusion can cause adverse events ranging from a mild
rash to life-threatening lung injuries like Transfusion Related
Acute Lung Injury (TRALI) and Transfusion Associated
Circulatory Overload (TACO) (6). Covid-19 causes various
pulmonary pathologies including thrombosis, embolism,
and pneumonia. This pulmonary thrombosis may be
worsened by the pro-thrombotic effects of plasma.
Moreover, it is difficult to distinguish TRALI and TACO from
the worsening pulmonary pathology due to Covid-19 and
may lead to under-reporting of adverse events associated
with CP (7).

The political statements on medical therapeutics and
subsequent emergency authorisations are probably the
results of a compelling “need to act” in a public health
emergency (8). Nonetheless, they may impede the larger
interests of public health by compromising the ability to
recruit participants in clinical trials essential to determine
the safety and efficacy of the therapy (9). While screening
patients for the PLACID trial, we observed that patients
would routinely opt for the off-label plasma therapy but
were reluctant to consent to enrolment in the clinical trial as
they feared they may not get the desired treatment.

Impact on informed consent and autonomy

The information shared by various leaders on news and
social media, highlighting only the expected advantages of
CP may cause a positive bias in the minds of the population,
obstructing their ability to make a well-informed, voluntary
decision (10).

While the effect on individual patients is obvious, a more
insidious effect is seen on the policymakers. CP made its way
into the clinical management protocol of Covid-19 issued by
the Ministry of Health, Government of India, as early as mid-
June 2020 (11) and was authorised for emergency use by the
US-FDA in August 2020 (12). Furthermore, the advisory
remained unaltered even after two months of publication of
trial data (1). While the Indian Council of Medical Research
had put out a revised advisory, that is unlikely to check the
unscrupulous use of CP (13).

[227]

Indian Journal of Medical Ethics Vol VI No 3 July-Sept 2021

Marketing and monetisation: in

accessibility and equity

disparity

The financial burden of CP therapy should be considered for
ensuring equity in distribution. There was a sudden upsurge
in the demand for CP due to the hype. This facilitated a
flourishing black market for the sale of CP in India. Stories of
patient families spending exorbitant amounts to buy CP
from potential donors were reported (14). Despite the laws
against monetary compensation for blood and blood
products, there were reports of compensation for plasma
donation from both the private and public sectors in India
(15).

Cost-effectiveness analysis

In a resource-limited setting, it is imperative to allocate funds
after analysing the effectiveness of the modality in
comparison to other preventive and curative interventions.
The process of plasma collection using apheresis, antibody
testing, storage, and transfusion of CP is time-consuming,
expensive, and requires a special setting and machinery (16).
The pandemic has created a heavy burden on the healthcare
system in the form of a shortage of hospital beds, human
resources, and healthcare facilities for patients with and
without Covid-19. There is an increased demand for the
essential protective equipment for healthcare workers,
sanitation, and infection control amenities along with the
other overheads of the pandemic. Thus, it is crucial to use
resources and services cautiously in a well-planned manner
(17,18).

Marckmann et al (3) describe the conditions for fair decision-
making in public health. This includes transparency,
consistency, justification, participation, managing conflict of
interest, openness for revision, and regulation.
Announcements made during election campaigns, political
speeches may not be conducive to a fair decision-making
process as outlined above and thus overlook public health
ethics.

This is just one example of political influence on the use of
CP from India during this pandemic.This is not unique.There
have been similar narratives creating public health dilemmas
around Hydroxychloroquine and now Covid-19 vaccine (19)
not only in India and the USA, but in many other countries.

Political leaders design policies and guide their governance
when put into practice. In the setting of a pandemic, these
roles demanded that they take the help of experts in health,
finance, governance, implementation, and other allied
departments. In democracies, they are elected by the people
and thus have an additional responsibility to keep the
people informed and engage with them for decentralised
decision making. We make a case for including principles of
public health ethics in their decision making and dialogue
with the community.

This also places the onus on our institutions guided by
public health professionals, healthcare professionals,
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government officials, and other policymakers to design
systems, policies, and protocols rooted in ethics and not in
political influence.
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