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Comirnaty is indicated for active immunisation to prevent COVID-19 caused by SARS-CoV-2
virus, in individuals 12 years of age and older.
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COVID-19 mRNA Vaccine 0.5MG/ML
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Concentrate for dispersion for injection
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4. CLINICAL PARTICULARS
4.6  Fertility, pregnancy and lactation

Pregnancy

W : women. A large amount of
observational data from preqnant women vaccmated with Com|rnatv during the second and third
trimester have not shown an increase in adverse pregnancy outcomes. While data on pregnancy
outcomes following vaccination during the first trimester are presently limited, no increased risk
for miscarriage has been seen. Animal studies do not indicate direct or indirect harmful effects

with respect to pregnancy, embryo/foetal development partuntron or post natal development

eutwe+ghﬁny—petermamsks—fer—themethepand—feetu& Comlrnatv can be used dunnq pregnancy.

Breast-feeding

No effects on the breast-fed newborn/infant are anticipated since the systemic exposure of
breast-feeding woman to Comirnaty is negligible. Observational data from women who were
breast-feeding after vaccination have not shown a risk for adverse effects in breast-fed
newborns/infants. Comirnaty can be used during breast-feeding.

.4...8 Undesirable effects

Adolescents 12 to 15 years of age — after 2 doses

In an analysis of long-term safety follow-up in Study 2, based-on-data-up-to-the-cut-off date-of
13-Mareh-202%; 2,260 adolescents (1,131 Comirnaty and 1,129 placebo) were 12 to 15 years of
age.

Of these, 4,308 559 adolescents (666786 Comirnaty and 648773 placebo) have been followed for
atleast 2> 4 months after the second dose of Comirnaty. The safety evaluation in Study 2 is
ongoing.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Efficacy and immunogenicity in adolescents 12 to 15 years of age — after 2 doses

In an initial analysis of Study 2 in adolescents 12 to 15 years of age (representing a median
follow-up duration of >2 months after Dose 2) without evidence of prior infection, there were no
cases in 1,005 participants who received the vaccine and 16 cases out of 978 who received
placebo. The point estimate for efficacy is 100% (95% confidence interval 75.3, 100.0). In
participants with or without evidence of prior infection there were 0 cases in the 1,119 who




received vaccine and 18 cases in 1,110 participants who received placebo. This also indicates
the point estimate for efficacy is 100% (95% confidence interval 78.1, 100.0).

Updated efficacy analyses were performed with additional confirmed COVID-19 cases accrued
during blinded placebo-controlled follow-up, representing up to 6 months after Dose 2 in the
efficacy population.

In the updated efficacy analysis of Study 2 in adolescents 12 to 15 years of age without evidence
of prior infection, there were no cases in 1,057 participants who received the vaccine and 28
cases out of 1,030 who received placebo. The point estimate for efficacy is 100% (95%
confidence interval 86.8, 100.0). In participants with or without evidence of prior infection there
were 0 cases in the 1,119 who received vaccine and 30 cases in 1,109 participants who received
placebo. This also indicates the point estimate for efficacy is 100% (95% confidence interval 87.5,

100.0).

6. PHARMACEUTICAL PARTICULARS

6.3 Shelf life

Unopened vial

Frozen vial

912 months when stored at -90 °C to -60 °C

Within the 912-month shelf-life unopened vials may be stored and transported at -25 °C to -15 °C
for a single period of up to 2 weeks and can be returned to -90 °C to -60 °C.

Thawed vial

1 month at 2 °C to 8 °C within the 912-month shelf life.

Within the 1-month shelf-life at 2 °C to 8 °C, up to 12 hours may be used for transportation.
Prior to use, the unopened vial can be stored for up to 2 hours at temperatures up to 30 °C.
Thawed vials can be handled in room light conditions.
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