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=4 P NES| R
B 544 JANSSEN COVID-19 VACCINE JCOVDEN suspension for injection
HKERAEH H 202142 H27H (Emergency Use Authorization) 20214£3H11H (Conditional Marketing Authorisation)

Janssen COVID-19 vaccine is authorized for use | JCOVDEN is indicated for active immunisation
under an Emergency Use Authorization (EUA) | to prevent COVID-19 caused by SARS-CoV-2 in
for active immunization to prevent coronavirus | individuals 18 years of age and older.
disease 2019 (COVID-19) caused by severe acute | The use of this vaccine should be in accordance
respiratory syndrome coronavirus 2 (SARS- | with official recommendations.

S BE I CoV-2) in individuals 18 year§ of age and older
for whom other FDA-authorized or approved
COVID-19 vaccines are not accessible or clinically
appropriate, and in individuals 18 years of age and
older who elect to receive the Janssen COVID-19
Vaccine because they would otherwise not receive
a COVID-19 vaccine.
Primary Vaccination Primary Vaccination
The primary vaccination regimen for the Janssen | JCOVDEN is administered as a single—dose of 0.5
COVID-19 Vaccine is a single—dose (0.5 mL). mL by intramuscular injection only.
Booster Dose Booster Dose
A single Janssen COVID-19 Vaccine booster | A booster dose (second dose) of 0.5 mL of
dose (0.5 mL) may be administered at least 2 | JCOVDEN may be administered intramuscularly
months after primary vaccination with the Janssen | at least 2 months after the primary vaccination in

FTE OV i COYID*19 Vaccine. individuals 18 years of age and older.
A single booster dose of the Janssen COVID-19 | A booster dose of JCOVDEN (0.5 mL) may be
Vaccine (0.5 mL) may be administered as a | administered as a heterologous booster dose
heterologous booster dose following completion | following completion of primary vaccination with an
of primary vaccination with another authorized or | approved mRNA COVID-19 vaccine. The dosing
approved COVID-19 vaccine. The dosing interval | interval for the heterologous booster dose is the
for the heterologous booster dose is the same as | same as that authorised for a booster dose of the
that authorized for a booster dose of the vaccine | vaccine used for primary vaccination.
used for primary vaccination.
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11.1 Pregnancy
Pregnancy Exposure Registry

There is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed to Janssen
COVID-19 Vaccine during pregnancy. Women who are vaccinated with Janssen COVID-19 Vaccine during
pregnancy are encouraged to enroll in the registry by visiting https://c—viper.pregistry.com.

Risk Summary

All Pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the U.S. general population, the
estimated background risk of major birth defects and miscarriage in clinically recognized pregnancies is 2% to 4%
and 15% to 20%, respectively.

>K[E | Available data on Janssen COVID-19 Vaccine administered to pregnant women are insufficient to inform
vaccine—associated risks in pregnancy.
In a reproductive developmental toxicity study female rabbits were administered 1 mL of the Janssen COVID-19
Vaccine (a single human dose is 0.5 mL) by intramuscular injection 7 days prior to mating and on Gestation Days
6 and 20 (i.e., one vaccination during early and late gestation, respectively). No vaccine related adverse effects
on female fertility, embryo—fetal or postnatal development up to Postnatal Day 28 were observed.
11.2 Lactation
Risk Summary
Data are not available to assess the effects of Janssen COVID-19 Vaccine on the breastfed infant or on milk
production/excretion.
Pregnancy
There is limited experience with the use of JCOVDEN in pregnant women. Animal studies with JCOVDEN do
not indicate direct or indirect harmful effects with respect to pregnancy, embryo/foetal development, parturition
or postnatal development (see section 5.3).
Administration of JCOVDEN in pregnancy should only be considered when the potential benefits outweigh any
XM | potential risks to the mother and foetus.

Breast—feeding

It is unknown whether JCOVDEN is excreted in human milk.

Fertility

Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity (see
section 5.3).

(2022429 H )

A —ARZU 7 D43 ¥ (An Australian categorisation of risk of drug use in pregnancy)

B1:Drugs which have been taken by only a limited number of pregnant women and women of childbearing age,

without an increase in the frequency of malformation or other direct or indirect harmful effects on the human

fetus having been observed.

Studies in animals have not shown evidence of an increased occurrence of fetal damage.

(202249 H )
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11.3 Pediatric Use
>K[E | Emergency Use Authorization of the Janssen COVID-19 Vaccine does not include use in individuals younger

than 18 years of age.

Paediatric population
BRI | The safety and efficacy of JCOVDEN in children and adolescents (less than 18 years of age) have not yet been

established. No data are available.

(2022429 H )
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