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Efficacy and Safety of mRNA-1273 SARS-CoV-2 Vaccine

L.R. Baden, etal. DO 10.1056/NEJMoa2035389

CLINICAL PROBLEM

The Covid-19 pandemic continues and expands.
Additional data regarding vaccines to prevent symptom-
aric severe acute respiratory syndrome coronavirus 2
[SARS-CoV-2) infection are needed. The mRNA-1273
vaccine is a lipid-encapsulared mRNA vaccine encoding
the prefusion stabilized spike protein of SARS-CoV-2.

100 pg of
mRNA-1273

CLINICAL TRIAL

A randomized, double-blind trial to evaluate the efficacy
and safety of mRNA-1273.

30,420 participants 218 years old were assigned to re-
ceive either the vaccine or placebo in two intramuscular
injections 28 days apart. Participants were followed for
safety and the development of laboratory-confirmed,
symptomatic Covid-19 over a median of 2 months after
the second dose.

RESULTS

Safety:

Vaccine recipients had higher rates of local reactions
(e.g., pain, erythema, swelling) and systemic reactions
(e.g., headache, fatigue, myalgia) than placebo re-
cipients. Most reactions were mild to moderate and
resolved over 1-3 days.

Efficacy:

The incidence of Covid-19 was lower among vaccine
recipients than among placebo recipients as early as 14
days after the first dose. Protection in the vaccine group
persisted for the period of follow-up.

Injection-Site Adverse Events Systemic Adverse Events
after First Dose after Dose

100- 100+
754 842 754
o H 79.4
E 5\?-| g 504
o
9.8
mRMNA1273  Placebo mRNA-1273  Placebo
N=15,168 N=15,155 N=14,677 N=l14.566
F Incidence Rate
£ 35 e e Placebo
4 i per 1000 persan-yr
- Placsba 798 (70.5-89.9)
Es mRNA-LZTS 56 [4-08)
.E 20
5 15
2o
k]
E 05 ' mRNA-1273
3 oo

0 10 20 30 40 50 60 70 &0 90 100 110 120
Days since Randomization

LIMITATIONS AND REMAINING QUESTIONS
Further study is required to understand the following:

= Safety and efficacy over a longer period of time, in a

mRNA-1273 Vaccine Placebo

M=14,550 M=14,598
Symptomatic Covid-19 11 185
Severe Covid-19 0 30

larger population, and in pregnant women and children.

Whether the vaccine protects against asymptomatic
infection and transmission to unvaccinated persons.

How to care for those who miss the second
vaccine dose.

Links: Full article | NEJM Quick Take | Editorial

Vaccine efficacy of 94.1% (95% CI, 89.3-96.8%; P<0.001)

CONCLUSIONS
Two doses of a SARS-CoV-2 mRNA-based vaccine

were safe and provided 94% efficacy against symp-
tomatic Covid-19 in persons 18 or older.
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