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In this observational study, 1006 eligible vaccine recipients were enrolled for safety assessments. To asses the immunogenicity of the vaccine,
760 participants had specific antibody immunoassay and neutralization assay on day 28 after the second dose. When 700 participants are
enrolled, we have 80% power to demonstrate success on the primary efficacy hypothesis that the seroconversion rate of virus specific
antibody being greater than 96%, when assuming the true seroconversion rate is 98%, with a 10% dropout rate based on a one-sided exact
test with significance level (alpha) of 0.025 in PASS13. The sample size of 760 participants is larger than 700, which is sufficient to provide
>80% power.

No data was excluded in this study.

Samples were analyzed in duplication for neutralization assay. All attempts at replication were successful. The averaged results from the
duplication were reported in this study. Samples were tested once for chemiluminescent immunoassay and cytokine measurement.

This is a prospective observational study, where randomization is not relevant to this study.

This is an observational non-randomized study, therefore blinding is not applicable. Samples were detected blinded for neutralization assay.

HEK-293T cells were obtained from ATCC.

The cell lines were not authenticated.

All cell lines were tested negative for mycoplasma.

Not commonly misidentified cell lines were used in the study.

Among 1006 vaccine recipients, 284 were male and 722 were female, with a median age of 35.00 (28.00-43.00) years.

From January 14, 2021 to March 10, 2021, healthcare workers in Shanghai Ruijin Hospital, aged 18-59 years, with negative
serum specific antibodies against SARS-CoV-2 at the time of screening (V1), and willing to receive two doses, 21 days apart of
inactivated SARS-CoV-2 vaccine (BBIBP-CorV, Sinopharm) were eligible participants and were recruited in this study. Blood
samples tested for neutralization assay were taken from the enrolled participants on a voluntary basis without any selection.
Under these conditions, there is no particular bias.

Written informed consent was obtained from all participants before the screening. The protocol and informed consent were
approved by the Ethics Committee of Shanghai Ruijin Hospital (RJHKY2021-12) in accordance with the Declaration of Helsinki
and Good Clinical Practice.




