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8.1 Pregnancy

Risk Summary
All pregnancies have a background 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 2-4% and 15-
20%, respectively.

Available human data from clinical trials of PNEUMOVAX 23 in pregnancy have
not established the presence or absence of a vaccine-associated risk.

Developmental toxicity studies have not been conducted with PNEUMOVAX23 in
animals.

F—ANZ VT OHLE B2 (2024 4 8 A Kf5)

(An Australian categorisation of risk of drug use in pregnancy)

A —A ~Z U7 D44 . (An Australian categorisation of risk of drug use in pregnancy)

B2 : 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 are inadequate or may be lacking, but

available data show no evidence of an increased occurrence of fetal damage.

(2) MNRFIZEHT SR

i RL A
8.4 Pediatric Use
PNEUMOVAX 23 is not approved for use in children less than 2 years of age.
S O b S Children in this age group dp not develop an effc?ctive immune response to the
(2024 47 8 F 1) capsular types contained in this polysaccharide vaccine.
et The ACIP has recommendations for use of Pneumovax23 in children 2 years of age
or older, who have previously received pneumococcal vaccines, and who are at
increased risk for pneumococcal disease.
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