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HSA GRANTS INTERIM AUTHORISATION FOR EVUSHELD FOR
PRE-EXPOSURE PREVENTION OF COVID-19 IN ADULTS WHO ARE
MEDICALLY UNSUITABLE FOR VACCINATION

The Health Sciences Authority (HSA), in consultation with its Medicines
Advisory Committee, has, on 1 August 2022, granted an interim authorisation under
the Pandemic Special Access Route (PSAR) for AstraZeneca’s antiviral monoclonal
antibody, Evusheld. Evusheld comprises two monoclonal antibodies, namely
tixagevimab co-packaged with cilgavimab, and is administered by intramuscular
injection. It is authorised to be used for the prevention of COVID-19 in adults who have
not had a known recent exposure to an individual with COVID-19 infection (pre-

exposure prophylaxis) and:

e are unlikely to mount an adequate immune response to COVID-19
vaccination due to their moderate to severe immunocompromised state from
a medical condition or receipt of immunosuppressive medications or
treatments?; or,

e for whom COVID-19 vaccination is not recommended.

2 Pre-exposure prophylaxis with Evusheld is not a substitute for vaccination in
individuals for whom COVID-19 vaccination is recommended. The treatment must be
prescribed by a doctor and the suitability of use on the individual patient will require a

careful clinical assessment by the prescribing doctor.

! Medical conditions or treatments that may result in moderate to severe immune compromised state and an
inadequate immune response to COVID-19 vaccination may include but are not limited to the following:
immunocompromised state from solid organ transplants, blood, or bone marrow transplants, immune
deficiencies, Human immunodeficiency virus (HIV) infections, use of corticosteroids, or use of other
immunosuppressive medicines.



EFFICACY AND SAFETY

3 The efficacy data was based on an ongoing Phase Il study in over 5,000
participants aged 18 to 99 years, who had not received COVID-19 vaccination and
had risk factors for an inadequate COVID-19 vaccination response or increased risk
for COVID-19 infection. The results showed that there was a relative risk reduction of
symptomatic COVID-19 iliness by 77% with Evusheld compared to placebo, with a
duration of protection of approximately 6 months for non-Omicron SARS-CoV-2
variants. At the time the clinical study was conducted, the circulating variants of

concern included Alpha, Beta, Gamma, and Delta.

4 Recent in-vitro data has shown that certain Omicron subvariants are less
susceptible to Evusheld. Hence the duration of protection against the Omicron

subvariants is currently unknown.

5 The safety data showed that Evusheld was well-tolerated, and the incidence of
adverse events reported in the clinical study were generally low. The common adverse
events reported were mild to moderate in severity, such as headache, throat pain,
runny nose, nasal congestion and muscle pain (myalgia). While the study reported a
higher incidence of cardiovascular adverse events with Evusheld, the causal
relationship has not been established based on current available data. HSA will
continue to closely monitor for any further cardiovascular safety signal, as part of

routine pharmacovigilance.

6 The available clinical evidence preliminarily demonstrated that Evusheld has a
favourable benefit-risk profile for the prevention of COVID-19 in individuals who are
unlikely to mount an adequate immune response to COVID-19 vaccination, or for
whom COVID-19 vaccination is not recommended. Emerging data on Evusheld’s
effectiveness against the currently circulating Omicron variant will be required to
further determine its continued benefits. As there was no clinical data in pregnant
women, breastfeeding mothers and children, no recommendation could be made in

these groups.



ACTIVE MONITORING AND CONTINUOUS REVIEW OF DATA

7 As a condition for the interim authorisation under PSAR, AstraZeneca is
required to collect and submit the relevant safety data from ongoing clinical studies to
ensure the continued safety and efficacy of Evusheld, including its efficacy against
prevailing variants. HSA will actively review the evolving effectiveness and safety data
to ensure that the benefits of Evusheld continue to outweigh the known risks. PSAR
interim authorisation may be terminated if new data suggests that the benefits no
longer outweigh the risks. To obtain full registration for Evusheld, AstraZeneca will

need to submit the complete dataset based on prevailing international standards?.
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About the Health Sciences Authority (HSA)

The Health Sciences Authority (HSA) applies medical, pharmaceutical and scientific
expertise through its three professional groups, Health Products Regulation, Blood
Services and Applied Sciences, to protect and advance national health and safety.
HSA is a multidisciplinary authority. It serves as the national regulator for health
products, ensuring they are wisely regulated to meet standards of safety, quality and
efficacy. As the national blood service, it is responsible for providing a safe and
adequate blood supply. It also applies specialised scientific, forensic, investigative and
analytical capabilities in serving the administration of justice. For more details, visit

http://www.hsa.gov.sq/.

For more updates on public health and safety matters, follow us on Twitter at

www.twitter.com/HSASsQ.

About HSA’s Health Products Regulation Group
The Health Products Regulation Group (HPRG) of HSA ensures that medicines,
innovative therapeutics, medical devices and health-related products are wisely

regulated and meet appropriate safety, quality and efficacy standards. It contributes

2 HSA’s current requirements are based on the scientific standards set out by the International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH).


http://www.hsa.gov.sg/
http://www.twitter.com/HSAsg

to the development of biomedical sciences in Singapore by administering a robust,

scientific and responsive regulatory framework.



