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Summary of Results from “A Combined Fertility and Developmental Study 
(Including Teratogenicity and Postnatal Investigations) of BNT162b1, BNT162b2 and 
BNT162b3 by Intramuscular Administration in the Wistar Han Rat (20256434)”

BNT162b2 was administered by IM injection at the human clinical dose (30 µg RNA/dosing 
day) to 44 female Wistar Han rats (F0) 21 and 14 days prior to mating with untreated males and 
on Gestation Days (GD) 9 and 20, for a total of 4 dosing days. A separate control group of 
44 F0 females received saline by the same route and regimen. This study also included 
assessment of two other LNP-formulated RNA vaccine candidates (BNT162b1 and BNT162b3)
that did not proceed into Phase 2/3 clinical trials. Here, the study findings from BNT162b2 are 
summarized; findings from the BNT162b1 and BNT162b3 vaccine candidates also tested in this 
study were generally similar.

Following completion of a mating phase with untreated males, 22 rats/group underwent 
caesarean-section on GD 21 and were submitted to routine embryo-fetal development
evaluations. The remaining 22 rats/group were allowed to litter and behaviour of the mothers and 
development of the offspring was observed until Postnatal Day (PND) 21. 

There were no BNT162b2-related deaths during the study. IM administration of BNT162b2 
before and during gestation to female Wistar rats resulted in non-adverse clinical signs and 
macroscopic findings localized to the injection site as well as transient, non-adverse body weight 
and food consumption effects after each dose administration. These maternal findings are all 
consistent with administration of a vaccine and an inflammatory/immune response and with 
those observed in the repeat-dose toxicity study with BNT162b2.

There were no BNT162b2-related effects on any mating or fertility parameters. There were no 
BNT162b2-related effects on any ovarian, uterine, or litter parameters, including embryo-fetal 
survival, growth, or external, visceral, or skeletal malformations, anomalies, or variations. There 
were no effects of BNT162b2 administration on postnatal offspring (F1) development, including 
postnatal growth, physical development (pinna unfolding and eye opening), neurodevelopment 
(pre-weaning auditory and visual function tests), macroscopic observations, and survival.  

All of F0 females administered BNT162b2 developed a SARS-CoV-2 neutralizing antibody 
response and these responses were detectable in all fetuses and pups from the caesarean and 
littering groups, respectively. The animals in the saline control group did not exhibit an immune 
response to BNT162b2.

In conclusion, administration of BNT162b2 to female rats twice before the start of mating and 
twice during gestation at the human clinical dose was associated with non-adverse effects (body 
weight, food consumption and effects localized to the injection site) after each dose 
administration. However, there were no effects of BNT162b2 administration on mating 
performance, fertility, or any ovarian or uterine parameters in the F0 female rats nor on embryo-
fetal or postnatal survival, growth, or development in the F1 offspring. An immune response was 
confirmed in F0 female rats following administration of each vaccine candidate and these 
responses were also detectable in the F1 offspring (fetuses and pups).
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