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no responsibility for the contents of this announcement, make no representation as to its accuracy or 
completeness and expressly disclaim any liability whatsoever for any loss howsoever arising from or in 
reliance upon the whole or any part of the contents of this announcement.
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VOLUNTARY ANNOUNCEMENT

COMPLETION OF A CLINICAL STUDY OF
HETEROLOGOUS BOOSTER IMMUNIZATION OF

SARS-CoV-2 mRNA VACCINE (SYS6006)

This announcement is made by the board of directors (the “Board”) of CSPC Pharmaceutical Group Limited 
(the “Company”, together with its subsidiaries, the “Group”) on a voluntary basis.

The Company is pleased to announce that a clinical study of heterologous booster immunization (the “Study”) 
of the SARS-CoV-2 mRNA vaccine (SYS6006) (the “Product”) developed by the Group was completed, 
with the expectations for safety and immunogenicity met.

The Study is a randomized, open-label and active-controlled clinical study to evaluate the immunogenicity 
and safety of a heterologous booster dose of a SARS-CoV-2 mRNA vaccine (SYS6006) or inactivated vaccine 
(study no.: SYS6006-IIT003) in population aged 18 years and above who have received SARS-CoV-2 
vaccination. The objective is to evaluate the safety, tolerability and immunogenicity of SYS6006 in healthy 
population aged 18 years and above who have received 2 doses of inactivated SARS-CoV-2 vaccine or 3 
doses of recombinant protein SARS-CoV-2 vaccine. The Study was divided into 5 groups: Group I consisted 
of those who received 1 dose of 20µg SYS6006 6 months after 2 previous doses of inactivated SARS-CoV-2 
vaccine (87 cases), Group II consisted of those who received 1 dose of 30µg SYS6006 6 months after 2 
previous doses of inactivated SARS-CoV-2 vaccine (83 cases), Group III consisted of those who received 1 
dose of inactivated SARS-CoV-2 vaccine 6 months after 2 previous doses of inactivated SARS-CoV-2 vaccine 
(35 cases), Group A consisted of those who received 1 dose of 20µg SYS6006 6 months after 3 previous doses 
of recombinant protein SARS-CoV-2 vaccine (116 cases), Group B consisted of those who received 1 dose of 
30µg SYS6006 6 months after 3 previous doses of recombinant protein SARS-CoV-2 vaccine (111 cases).



– 2 –

Study Results:

Safety: SYS6006 has a favourable safety profile with a low incidence of local and systemic adverse events 
(AE), except for a high incidence of pain at injection site. The adverse events were mainly Grade 1. No serious 
adverse events or adverse events of special interest was reported. The incidence and severity of adverse events 
were significantly lower than those reported in the literature for marketed mRNA vaccines, and similar to 
those of inactivated vaccines. In addition, the Study demonstrated that the incidence of adverse events of 
Grade 3 and above for booster immunization of SYS6006 was significantly lower following recombinant 
protein vaccination than following inactivated vaccination.

Immunogenicity: 14 days after booster immunization with 1 dose of SYS6006, the geometric mean titer 
(GMT) of total IgG antibodies in Groups I, II, A and B were 8,825 RU/mL, 9,191 RU/mL, 5,750 RU/mL 
and 5,212 RU/mL (with reference to WHO standard for quantification), respectively, and were 327, 340, 59 
and 56 times of those before the booster immunization (27 RU/mL, 27 RU/mL, 97 RU/mL and 93 RU/mL), 
respectively; 21.6, 22.5, 14.1 and 12.7 times of those of the homologous booster of inactivated vaccine (409 
RU/mL), respectively. Results of BA.2 live virus neutralizing antibodies in selected participants showed 
that the median tissue culture infectious dose (TCID50) 14 days after booster immunization with SYS6006 
following inactivated vaccination were 759 (20µg dose group) and 1,122 (30µg dose group), while the TCID50 
14 days after booster immunization with SYS6006 following recombinant protein vaccination reached 2,454, 
which were 190, 281 and 614 times of those before the booster, respectively.

In conclusion, the results of this heterologous booster immunization study have showed that SYS6006 has 
favourable safety profile, superior immunogenicity and neutralising potency against Omicron BA.2 strain, as 
well as significant advantage as a booster dose against mutant strains.

Based on the positive clinical data obtained, the Group will endeavour to push forward the domestic and 
international multi-center clinical studies of the Product, and strive to launch the Product as soon as possible 
to contribute towards the efforts in tackling the COVID-19 pandemic.
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