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: lastyear. As for effectiveness,

: WHO has aminimum criterion of

' 50 per cent before a vaccine would
¢ beconsidered for EUL approval.

: Notably, this criterion was

¢ established in the first half of last

: year, even before there was any

¢ clinical trial data for vaccine

: candidates.

Back then, thiswas deemed to be

: the minimum protection offered
: byavaccine forits benefits to

: outweigh anyuncertainties or

: foreseeablerisks duringa global
: publichealth emergency.

Note that the key word here is
“global”.
The lens that WHO uses to

: decide on EULvaccineapprovalis
: aglobal one, as it has to weigh the
: needsofthe world - including

: those of resource-poor countries

: and their ability to secure and

¢ distribute vaccines — indeciding

: the overall strategy to vaccinate

A : theworld’s population.

changes to national policies on Covid-19 vaccines, in order to build public confidence towards vaccines, says the writer. ST PHOTO: ONG WEE JIN

Covid-19: Making sense of
changes in vaccine policies

Public health policies evolve as new data
becomes available. Safety and effectiveness
are essential guides whether the decision
concerns the choice of vaccines or the pool of
people eligible for vaccination.

Teo Yik Ying

For The Straits Times

Last week saw a flurry of
announcements on Singapore’s
Covid-19 vaccination strategies,
beginning with Prime Minister Lee
Hsien Loong sharing an
accelerated vaccination schedule
for the country.

This s the result of successful
negotiations for faster vaccine
deliveries, allowing those above 60
to turnup at any vaccination
centres for their inoculation
without prior appointments,and
prioritising students aged 12 and
above for their inoculations from
Junel. The announcements were
soon followed byadvisory changes
from the Ministry of Health
(MOH) that pregnant and

i breastfeeding women, patients
: receiving cancer therapies, or

i anyone with a history of severe

: cutaneous adverse reactions can
i now be vaccinated.

Of the changes last week, two

: received the most attention - the

¢ provision for private healthcare

: providers to offer vaccines

: approvedunder the World Health

¢ Organisation’s (WHO) Emergency
¢ Use Listing (EUL), aswell as to

: allowpeople with a history of

. allergies toreceive the

: Pfizer-BioNTechand Moderna

: vaccines.

OTHER VACCINE APPROVAL

¢ While Singapore has announced
: itsintention tobringin

: non-mRNA vaccines to

i supplement the current mRNA
¢ choicesof Pfizer and Moderna,

¢ thisisultimatelyaprocess that

. takes time forregulatory review
¢ andlarge-scale procurement.

Inthe meantime, the first

: change means that healthcare

: providersare now able to offer the
¢ EULvaccines toanyone in

: Singapore for a fee, thus quickly

¢ opening up choices to beyond the

: mRNAvaccines currently offered

¢ under the national vaccination

{ programme.

Other than Pfizer and Moderna,

i thereare currently four additional
¢ vaccinesapprovedunder the

{ WHO EUL - AstraZeneca, Johnson
¢ &Johnson, Sinopharm and

¢ Sinovac,

However, attention has focused

i primarily on Sinovac, as it was one
¢ of three vaccine candidates

¢ Singapore had made advance

: purchase agreements for, and it

: hadalreadyreceivedashipmentof :
¢ 200,000 doses since late March
: thisyear.

Traditional and socialmedia

: were abuzz with questions on why
¢ Sinovac has beenapproved by

: WHOunder the EUL, butis stillnot :
¢ approved by Singapore’s

: regulatory body, the Health

¢ Sciences Authority (HSA), for
: nationalroll-out.

To clarify matters, it would help

: toknowwhat the WHO’s

: considerations ingranting the

¢ EULapprovalare,and how the

: HSAdecides whichvaccines are
: suitable for Singapore’s Covid-19
: vaccination programme.

: HOW DOES EUL WORK?

: First, the EULisactually notafull
: approvalbutratheran emergency
: onegranted to vaccines thatare

¢ deemedto confer some degree of
: protectionina public health

: emergency, suchas the current

: Covid-19 pandemic.

The simplest way to think about

¢ this is to weigh the benefits of

: taking the vaccine against not

: takingitatall, thatis, being

: completelyunprotected. Ifa

: vaccineisproventobesafeand

: effective enough to save lives, then

the emergency use is justified.
The crux of the matter is that

approvals hinge on two key
: concepts: safety and effectiveness.

To qualify for EUL status,

vaccine manufacturers must

submit their clinical trial data

: transparently for independent
i assessment. Safetyisa variable
: thatis never compromised, as

¢ witnessed from the global

: attention to the adverse effects

: observedinseveral clinical trials

Importantly, technical expert

: committees thatadvise WHO on

: Covid-19 vaccines have always

¢ expressed caution over the

: availabilityand completeness of

: data for some of the EUL vaccines,
: buttherisk-benefit assessment

¢ skewsin favour of emergency use
¢ inaglobalhealth crisis.

REGULATORY CHECKS

: Sowhydo countries need an

¢ additional regulatory step to

: reviewvaccines that have already
- > : beenapproved by WHO? What do
People at a vaccination centre at Senja-Cashew Community Club in March. Transparent and adequate communications with the public remain key when there are :

: consider?

national regulatory agencies

Itisimportant to stressthat
these agencieswould never
: compromise on safety, especially
: whenit comes to knownand
avoidable harm.

However, countries may adopt
different positionsin trying to

¢ balance effectivenessand cost,

¢ andacomparison of the national

: essential drug listings between

: countries willreveal that this has

: alwaysbeen the case indeciding

: which therapeutics, vaccines and

- medical devices fallunder national
: procurement.

When there is ambiguity in

: either the safety or effectiveness
: data, itis normal for a regulatory
i agency to request clarification or
: additional data to clear the

: ambiguity.

National regulatory agencies

: cannot compromise their

: standardsin deciding what

¢ product toroll out, especially

¢ whenitwill potentially be

: administered to millions of people.

This is why although the

: AstraZenecavaccine hasbeen

: approved foruse in Europe and

: otherjurisdictions, it has yet to be
: approved in the United States

: pending further data submission.

This is similarly the case for

¢ Sinovacin Singapore, where the

: HSAhasrequestedadditional

: inputs and clarifications from the
: manufacturer.,

UNDERSTANDING EFFICACY

: Crucially, Sinovac’s efficacy data

: exhibited considerable variation

: across trials in different countries,
¢ from 91.25 per cent in Turkey, to :
: 65.3per centin Indonesiaand50.4 :
¢ percentinBrazil. Incomparison,
: datafrom clinical trials for Pfizer
: and Moderna consistently

: registered efficacy in excess of 90
: percent.

Understanding the reason for

¢ suchvariability requires

¢ clarification in trial designs and

: outcome definitions beforea

i responsible regulatory body can
¢ conclusively decide on Sinovac’s
¢ roleinanational vaccination

: programme.

Inthe meantime, lam glad that

. the Sinovacvaccine willbe made

i available under the Special Access
: Route that permits access to any of
: the EUL vaccines, and private

¢ medical centres will be allowed to

i draw down the available doses for

: free, charging only a service fee for
: theinoculation.

Furthermore, this service fee

¢ willbe reimbursed in full if any of

¢ the 34,000 individuals who were

i rejected fromreceiving the mRNA
: vaccines opt for Sinovac’s

: inactivatedvirus vaccine.

Thisis clearly a concrete stepin

: openingup more avenues for
: people to getvaccinated.

In fact, the majority of the

: 34,000 people willnow be eligible
: formRNAvaccinations, the

¢ subject matter of the second key

: change.

ENSURING PUBLIC CONFIDENCE

i Making policy decisions duringa

i global public health crisisisnever
i easy, especially when datais

¢ scarce in the beginning and

i policymakersare forced torely on
: anoverabundance of caution

: rather than jeopardise public

¢ confidence and safety.

However, when sufficient data

: fromlocal and international

: sources has beenaccruedand

: reviewed, new decisions may be
i needed thatappear to contradict
: previousstances.

This was the case in initially

! rejecting, then later allowing

i individuals with a history of

: medicine or food allergies to get
i the mRNA vaccine.

With more local and

. international data on people likely
. toexperience asevere

: anaphylactic event, the expert

¢ committee advising MOH was able
: torevise the original cautious

: stance.

Atthe same time, regulatory

¢ bodies locallyand worldwide

i continue to monitor the global

: vaccine roll-out for new

i discoveries in vaccine safety and

. efficacy. For example, recent data
i from the United Kingdom

. reassuringly showed that the

i Pfizervaccine remained

. efficacious against the more

i contagious Alphaand Delta

: variants, albeit with aslight dropin
: effectivenessto 93 per centand 88
. percentrespectively.

Asapublic health professional, I

¢ know first-hand how fragile public
i confidence towards vaccines is,

: and how important it is to build

i confidence inthe community that
: thevaccinesare not only effective
i butalsonot harmfulto people

: receiving them.

And thisisprecisely why

! transparentandadequate

: communications with the public
: remain keywhenthereare

: changes tonational policies on

¢ Covid-19 vaccines.
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