AFTER decades of work, the World
Health Organization (WHO)
endorsed the first-ever malaria
vaccine last year — a historic mile-
stone that promised to drive back a
disease that kills a child every min-
ute.

In reality, efforts are falling well
short of that, with a lack of funding
and commercial potential thwart-
ing GSK Plc’s capacity to produce as
many doses of its shot as needed,
according to interviews with about
a dozen WHO officials, GSK staff,
scientists and non-profit groups.

The British drugmaker commit-
ted to produce up to 15 million
doses every year through 2028, fol-
lowing 2019 pilot programmes —
considerably less than the WHO
says is needed. It is currently

-unlikely to make more than a few
million annually before 2026,
according to a source close to the
vaccine rollout.

A GSK spokesperson told Reuters -

that it could not make enough of its

vaccine Mosquirix to meet the vast

demand without more funds from
international donors, without giv-
ing details on the numbers of doses
it expected to produce annually in
the first years of the roll-out.

“Demand over the next five to 10
years will probably outstrip the
current forecasts on supply,” said
Thomas Breuer, GSK’s chief global
health officer.

The vaccine’s effectiveness at
preventing severe cases of malaria
in children is relatively low, at
around 30% in a large-scale clinical
trial.

Some officials and donors are
hoping that a second shot being
tested by Oxford University may
prove better, cheaper and easier to
produce in bulk.

Yet the world’s inability to fund
more Mosquirix shots dismays

With drug resistance towards malarial treatments growing, the medical community is increasingly looking
towards vaccines to halt the spread of this mosquito-borne disease. — AFP

GSK’s Breuer expects the deal
with Bharat to accelerate produc-
tion though the Indian company
has yet to outline its manufactur-
ing plans.

The British drugmaker will con-
tinue to produce the adjuvant —
immune-hoosting portion — of the
vaccine, and recently committed to

Not enough malaria vaccines

The world's first malaria shots may not reach mllllons of children who need it.

than half of the estimated need, the
WHO said, for tools such as treat-
ments, bed nets and insecticides.

Adding malaria vaccines could
cost between USD$325mil
(RM1.44bil)and more than
USD$600mil (RM2.67hil) annually,
depending on how widely they are
used, according to a study by global
health researchers published in
The Lancet journal in 2019.

The WHO estimates that the GSK
vaccine will cost around USD$5
(RM22.20) per dose.

Two of the biggest funders
behind the development and pilot
programmes for Moscuirix, the Bill
and Melinda Gates Foundation and
the Global Fund to Fight AIDS,
Tuberculosis and Malaria, said
they were committing almost no
additional financing to deploy the
vaccine.

“It’s not a silver bullet, and it’s
relatively expensive compared to
other interventions used for malar-
ia,” said Peter Sands, head of the
Global Fund.

“The fundamental issue with
malaria ism’'t actually about tools.
It’s-about the fact that we spend far
too little money on it.”

The Gates Foundation said it
would continue to back research
into how to best use the “historic”
vaccine, but “concerns about the
relatively low efficacy, short dura-
tion, and constrained supply chal-
lenges” meant it would not fund
deployment.

Gavi is currently the only 31gmf1
cant source of funding for a wider




many in Africa as children on the
continent account for the vast
majority of the roughly 600,000
global malaria deaths every year.

“Mosquirix has the potential to
save a lot of precious lives before
another new vaccine arrives,” said
Kwame Amponsa-Achiano, a public
health specialist leading a pilot vac-
cination programme in Ghana.

“The more we wait, the more
children die needlessly.”

Preventing deaths

Rebecca Adhiambo Kwanya in
the Kenyan city of Kisumu needs
no convincing: her four-year-old
child Betrun has suffered numer-
ous malaria houts since birth, yet
her 18-month-old Bradley - vacci-
nated in the pilot programme —
hasn’t caught it.

“My elder one was not vaccinat-
ed and he was sick on and off,” she
said. “But the smaller one, he got

_the vaceine and he was not even
sick.”

The limited international appe-

. tite to produce and distribute more
Mosquirix stands in stark contrast
to the record speed and funds with
which wealthy countries secured
vaccines for Covid-19, a disease
that poses relatively little risk to
children. i3

Unlike many pharmaceutical
products, there is no major market
for a malaria vaccine in the devel-
oped world, where drug companies
typically make the large profits
that they say allows them to make
their products available at far
lower prices in poorer countries.

“This is a disease of the poor, so
it’s not been that appealing in
terms of the market,” said Corine
Karema, chief executive of the non-
profit RBM Partnership to End
Malaria, which is working with
governments in Africa to eliminate
the disease.

“But one kid dies of malaria
every minute — that'’s unaccept-
-.able.”

In this picture, a Kenyan woman carries her son, whose cerebral malaria
left him blind and unable to sit up. — Los Angeles Times

In the coming weeks, global
health organisations will announce
the next steps to make Mosquirix
widely available, including the first
procurement deal and the WHO’s
recommended allocation to priori-
tise roughly 10 million children at
highest risk, the source familiar
with the rollout plans said.

Long-term, WHO officials say
roughly 100 million doses a year of
the four-dose vaccine will be need-
ed, which would cover around 25
million children.

When the UN agency backed
Mosquirix last October, it said that
even a smaller supply could save
40,000 to 80,000 lives each year,
without specifying the number of
doses required.

GSK’s maximum target of 15 mil-
lion doses could prevent up to
about 20,000 deaths each year.

Yet, even hitting 15 million could
take years, according to several
officials at the WHO and elsewhere
in the malaria effort, who said
wider distribution beyond the pilot
countries was unhkely before early
2024.

GSK also has to upgrade its man-
ufacturing capacity to reach its tar-
get. It said it had set up a funding
deal with international vaccine alli-
ance Gavi to help stockpile a key
ingredient of the shot to ensure
there was no gap in supply during
that process.

“We are on course to complete
the agreed stockpiling volume,”
said a spokesperson.

The drugmaker has invested 700
million pounds (RM3.69bil) in the
vaccine’s development and says it
won't charge more than 5% above
the cost to produce it.

“No company wants to be in a
situation where you build manu-
facturing which oversupplies the
market and vaccines will not be
used,” said Breuer said, referring to
a future split in demand between
Mosquirix and the Oxford vaccme
if approved.

Delayed process

After 2028, India’s Bharat Bmtech
will take over production of
Mosquirix’s key ingredient.

doubling production to 30 million
doses annually, without offering a
timeline.

GSK has donated 10 million
doses to pilot programmes in
Ghana, Kenya and Malawi, and less
than half have been shipped so far.

GSK said a WHO decision to col-
lect additional data on safety and
effectiveness from the pilot pro-
grammes had delayed the launch
process, during which the dedicat-
ed production facility remained

idle.

Mary Hamel, WHO’s agency's
malaria vaccine implementation
head, said Covid-19 vaccines had
shown how quickly things could
move with the political will and -
funding — which malaria had never
had.

Mosquirix has been in develop-
ment since the 1980s, in part
because of the complexity of target-
ing the malaria parasite.

Its regulatory pathway has also
been slow. In 2015, GSK published
results from a large-scale clinical
trial showing vaccine reduced the
risk of severe malaria by about
30%.

The WHO sought more data on

‘the shot’s safety and effectiveness,

gathering information from 2019
during the pilot vaccination pro-
grammes, before endorsing
Mosquirix.

In the past, such real-world data
on a vaccine has often been
tracked after it has been authorised
for use. ‘

“Would we have done it in the
West? I don’t know,” said WHO’s
Hamel, who was not involved in
the decision, referring to holding
up the deployment of shots to col-
lect extra data.

No silver bullet

It is not clear how the shot’s dis-
tribution will be financed long~
term,: -

Funding for malaria tota]led
USD$3.3bil (RM13.5bil) in 2020, less

Mosquirix rollout, and has
approved about USD$155mil
(RM688.5mil) for 2022 through
2025, alongside some funding from
the countries themselves.

Oxford shot in the works

Several global health officials
said future funding from donors
might be better committed to a
new shot from the scientists at
Oxford University who developed
AstraZeneca’s Covid-19 vaccine.

Data from small trials showed
77% efficacy over a 12-month peri-
od, if given to babies shortly before
the peak malaria season.

Results from a much larger clini-
cal trial are expected in the coming
weeks. Some researchers suggest
the GSK vaccine, too, may show
higher effectiveness if given sea-
sonally.

Oxford scientist Adrian Hill said
his team aims to secure a WHO
recommendation for their malaria
shot within a year of submitting
data to the agency.

The Serum Institute of India,
which will manufacture the vac-
cine, said it expects to be able to
make up to 200 million doses annu-
ally by the end of 2024.

In the years ahead, there are also
hopes for a shot being developed
by BioNTech, using the same
mRNA technology as their success-
ful Covid-19 vaccine made with
Pfizer.

BioNTech aims to begin human
trials by the end of 2022.

~ But in the years before either of
those shots might be used, there
will not be enough vaccines even
for those 10 million children the
WHO says are most at risk.

“We should have had this vac-
cine a long time ago,” said Alassane
Dicko, professor of public health at
the University of Science,
Techniques and Technolog'ies of
Bamako in Mali, who has led some
of the Mosquirix trials.

“We have to do more.” — Reuters
v



