Report on Evaluation of Safety, Efficacy and Quality of

CoronaVac COVID-19 Vaccine (Vero Cell) Inactivated



BACKGROUND

In view of the pandemic of COVID-19, the Government strives to provide
sufficient supplies of vaccines for the Hong Kong population as early as possible. To
expedite and allow early use of the vaccines, the Government published the Prevention and
Control of Disease (Use of Vaccines) Regulation (“the Regulation™), Cap. 599K, Laws of
Hong Kong, in the Gazette on 23 December 2020. The Regulation provides the
legal framework under the present state of public health emergency to bring in COVID-19
vaccines which satisfy the criteria of safety, efficacy and quality for emergency use in
Hong Kong.

2. The Regulation empowers the Secretary for Food and Health to authorize and
allow the specified use of a COVID-19 vaccine in Hong Kong under the emergency
situation, which is basically for vaccination programmes conducted by the Government,
having regard to the submitted clinical data of the COVID-19 vaccine (including Phase 3
clinical research data), the expert advice of an independent advisory panel and the approval
given by a regulatory authority in a place outside Hong Kong that performs the function of
approving pharmaceutical products (including emergency use).

3. The Advisory Panel on COVID-19 Vaccines (“the Advisory Panel”), as appointed
by the Chief Executive, was established to provide assessment and expert advice to the
Secretary for Food and Health in relation to the safety, efficacy, and quality of a COVID-
19 vaccine under application for authorization under the Regulation. The Advisory Panel
is also responsible for advising the Secretary for Food and Health on the conditions to be
attached to an authorization and revocation of an authorization.

APPLICATION FOR AUTHROIZATION

4. On 25 January 2021, an application for authorization under the Regulation,
namely CoronaVac COVID-19 Vaccine (Vero Cell), Inactivated (“CoronaVac”) was
received by the Secretary for Food and Health. The applicant provided further
supplementary information, including Phase 3 clinical study data between 1 February 2021
and 15 February 2021 in accordance with the requirement specified under the “Guidance
for Applications of Authorization of Vaccine under the Prevention and Control of disease
(Use of Vaccines) Regulation (Cap. 599)”. Details of the vaccine under application are
summarized below:
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Name of Vaccine:

CoronaVac COVID-19 Vaccine (Vero Cell), Inactivated
e B AR K A e AP 2 R S 9 e (Veero 4HTAED)

Name and Address of
Applicant:

Sinovac Biotech (Hong Kong Limited)

Room 1906 19 Floor, Lucky Commercial Building, 103 Dex
Voeux Road West, Hong Kong

Name and Address of
Manufacturer:

Sinovac Life Sciences Co., Ltd.

No. 21, Tianfu Street, Daxing Biomedicine Industrial Base of
Zhongguancun Science Park, Daxing District, Beijing, China

Composition:

Each vial contains 1 dose (0.5ml) of 600 SU of inactivated
SARS-CoV-2 virus as antigen.

The product is manufactured by inoculation of SARS-CoV-2
virus (CZ02 Strain) into African green Monkey Kidney Cell
(Vero Cell), then the virus is incubated, harvested, inactivated,
concentrated, purified and adsorbed by aluminum hydroxide.

The vaccine is a milky-white suspension. Stratified precipitate
may form which can be dispersed by shaking.

The vaccine also contains the following excipients:

Aluminum hydroxide (as adjuvant), disodium hydrogen
phosphate dodecahydrate, sodium dihydrogen phosphate
monohydrate, sodium chloride and water for injection. This
product contains no preservatives.

Usage and Object of
Vaccination:

The vaccine is indicated for active immunization against
disease caused by SARS-CoV-2 virus.

The target group for vaccination is susceptible people aged 18
and above.

In Phase 3 clinical trial in Brazil, only 5.10% participants
enrolled were 60 years and above, hence the efficacy evidence
of people aged 60 and above is insufficient due to limited
sample size. The subsequent clinical trials will be carried out
for further evaluation of efficacy in this population. Data from
conducted clinical trials showed that neutralizing antibodies
would be induced after vaccination. When use CoronaVac
among people aged 60 and above by relevant institutions, the
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health status and exposure risk of people aged 60 and above
shall be considered.

Immunization Two doses should be administered for primary immunization.
Schedule and Dosage: | The second dose is preferably given 28 days after the first
dose. Each dose is 0.5ml.

The vaccine should be administered by intramuscular
injection in the deltoid region of the upper arm. Shake well
before use.

It has not been determined whether this product requires
booster immunization.

Contraindication: 1. People with allergic history reaction to any component
(active or inactive ingredients, or any material used in
process) of the vaccine or similar vaccines;

2. Previous severe allergic reactions to the vaccine (e.g. acute
anaphylaxis, angioedema, dyspnea, etc.);

3. People with severe neurological conditions (e.g. transverse
myelitis, Guilllain-Barre syndrome, demyelinating
diseases, etc.);

4. Uncontrolled patients with severe chronic diseases;

5. Pregnant and lactating women.

Precautions: 1. Due to the insufficient data of protection persistence,
necessary protective measures should be taken in line with
the COVID-19 pandemic.

2. Due to the insufficient data of efficacy in people aged 60
and above, when use CoronaVac among people aged 60
and above by relevant institutions, the health status and
exposure risk of people aged 60 and above shall be
considered.

3. This vaccine is strictly prohibited for intravenous injection.
There is no safety and efficacy data of subcutaneous or
intradermal injection.

4. Before use, check whether the packaging container, label,
appearance and validity period meet the requirements or
not. Do not use if there are cracks in the glass needle tube,
spots, stains and scratches on the outer surface of the glass
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needle tube, label is not clear or more than the expiration
date and abnormal appearance.

5. Avoid expose CoronaVac to the disinfectant during use.

6. This product should be stored at place out of reach of
children.

7. Adequate treatment provisions, including epinephrine
injection and emergency treatment, should be available for
immediate use. Individuals should be observed for at least
30 minutes on site after vaccination.

8. Do not mix with other vaccines in the same syringe.

9. Do not freeze. It shall be administered immediately after
open.

10.Patients with acute diseases, acute exacerbation of chronic
diseases, severe chronic diseases, allergies and fever
should be wused with caution; if necessary, delay
vaccination after doctor’s evaluation.

11.Patients with diabetes and convulsions, epilepsy,
encephalopathy or mental illness history or family history
should be used with caution.

12.Patients with thrombocytopenia or hemorrhagic diseases,
intramuscular injection of this product may cause bleeding,
so it should be used with caution.

13.The safety and efficacy data of this product on people with
impaired immune function (such as malignant tumor,
nephrotic syndrome, AIDS patients) have not been
obtained, and the vaccination of this product should be
based on individual considerations.

14.The injection of human immunoglobulin should be given
at least one month interval to avoid affecting the immune
effect.

15.No clinical study has been carried out on the evaluation of
immune response with other vaccines on the
immunogenicity at the same time (before, after or at the
same time). Professionals should be consulted when
concomitant use.




-5-

16.Do not use if there is any adverse reaction of nervous
system after inoculation.

17.Like other vaccines, the protective effect may not reach
100% for all recipients.

Use in Special
Population:

Women of childbearing age: the data collected of women with
unexpected pregnancy after vaccination from clinical trials are
very limited, which is not enough to decide the risk of adverse
pregnancy outcomes after vaccination.

Pregnant or lactating women: the clinical data of pregnant and
lactating women are not available at present.

People aged 60 and above: the immunogenicity and safety
data from conducted clinical trials have been obtained, while
the efficacy data from phase 3 clinical trial is insufficient.

Drug Interactions:

Concomitant use with other vaccines: no clinical study has
been carried out on the evaluation of immune response with
other vaccines on the immunogenicity at the same time
(before, after or at the same time).

Concomitant use with other drugs: immunosuppressive drugs,
such as immunosuppressive drugs, chemotherapy drugs,
antimetabolic drugs, alkylating agents, cytotoxic drugs,
corticosteroid drugs, etc., may reduce the immune response to
this product.

Patients undergoing treatment: for patients undergoing
treatment, please consult the professional doctors before use
CoronaVac to avoid possible drug interactions.

Adverse Reactions:

Very common (>=10%), Common (1% ~ 10%, 1% was
inclusive), Uncommon (0.1% ~ 1%, 0.1% was inclusive),
Rare (0.01% ~ 0.1%, 0.01% was inclusive), Very rare
(<0.01%):

Adverse reactions at injection site:

Very common: pain
Common: swelling, pruritus, erythema, induration
Uncommon: burn at injection site

Systemic reactions:
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Very common: headache, fatigue

Common: myalgia, nausea, diarrhea, arthralgia, cough, chills,
pruritus, loss of appetite, rhinorrhea, sore throat, nasal
congestion, abdominal pain

Uncommon: vomit, hypersensitivity, abnormal skin and
mucosa, fever, tremor, flushing, edema, dizziness, drowsiness

Rare: muscle spasms, eyelid edema, nasal congestion,
abdominal distension, constipation, hyposmia, ocular
congestion, hot flashes, hiccup, conjunctival congestion

Vaccine Platform and
Mechanism of action:

Inactivated whole virion vaccine with aluminum hydroxide as
the adjuvant.

Shelf Life and Special | Store and transport between +2°C and +8°C and protect from
Precautions for light. Do not freeze.
Storage: The expiry date of the vaccine is tentatively scheduled as 12
months.
Packaging 40 vials per box
Information:
5. CoronaVac is currently approved by the following regulatory authorities:

o Indonesian National Agency for Drug and Food Control (NADFC, Badan
Pengawas Obat dan Makanan Indonesia), Emergency Use Authorization granted
on 11 January 2021;

o Turkish Medicines and Medical Devices Agency (TMMDA), Emergency Use
Approval granted on 13 January 2021;

o Brazilian National Health Surveillance Agency (ANVISA), temporary
authorization for emergency use granted on 17 January 2021; and

o The Institute of Public Health of Chile (ISP), emergency use authorization
granted on 20 January 2021; and

o National Medical Products Administration (NMPA) of China, Conditional
Authorization granted on 5 February 2021.
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SAFETY, EFFICACY AND QUALITY OF CORONAVAC

6.

The Advisory Panel conducted its meetings on 10 February 2021 and 16 February

2021 to review the safety, efficacy and quality of CoronaVac by taking into consideration
of the submission from the applicant, published information, approval or authorization
details and /or assessment results of overseas drug regulatory authorities, and post-
marketing information. The Advisory Panel reviewed the following:

Vaccine Details

CoronaVac is an inactivated vaccine to be administered intramuscularly as a
course of 2 doses (each dose of 0.5ml contains 600SU inactivated SARS-CoV-2
virus as antigen) at an interval of 28 days for routine immunization. It is used for
preventing COVID-19 caused by SARS-CoV-2 infection and suitable for people
aged 18 years and over for immunization;

the vaccine contains SARS-CoV-2 virus (CZ02 strain) inoculated into African
green monkey kidney cell (Vero cell) which is inactivated and adsorbed by
aluminum hydroxide. The vaccine is a milky-white suspension and contains the
following excipients: aluminum hydroxide (as adjuvant), disodium hydrogen
phosphate dodecahydrate, sodium dihydrogen phosphate monohydrate, sodium
chloride and water for injection. The vaccine contains no preservatives;

Efficacy

the two Phase 1/ 2 clinical studies conducted in Mainland China and the Phase 3
clinical study conducted in Brazil formed the basis for critical evaluation of
efficacy of CoronaVac;

two Phase 1/ 2 clinical studies were conducted in Mainland China to evaluate the
safety and immunogenicity of CoronaVac in adults of 18 to 59 years of age
(around 700 subjects) and 60 years of age or above (around 400 subjects)
respectively and the results were published in the Lancet Infectious Diseases in
November 2020 and February 2021 respectively as well;

both Phase 1/ 2 clinical studies concluded a high seroconversion rate of
neutralizing antibodies of CoronaVac when compared to those not vaccinated.
The seroconversion rate of CoronaVac for either 0,14 days schedule and 0,28 days
schedule in adults aged 18 to 59 years, and 0, 28 days schedule in adults of 60
years or above were demonstrated to be well above 90% after completion of the



-8-

two dose regimen, while the 0,28 days schedule demonstrated a relatively better
immunogenicity profile;

a Phase 3 placebo-controlled study was conducted in Brazil involving around
12 000 subjects who were healthcare professionals, with the data cut-off date of
16 December 2020 and demonstrating that CoronaVac was effective at preventing
COVID-19 in adults of 18 years or above (including elderly subjects of 60 years
or above) with a 0, 14 days vaccination schedule;

the primary efficacy endpoint of vaccine efficacy against symptomatic COVID-
19 cases was evaluated in nearly 10 000 healthcare professionals who worked in
direct contact of people with possible or confirmed COVID-19 cases and had no
history of possible or confirmed cases of COVID-19. The subjects had been
followed up for at least two weeks after completion of two doses of vaccination
at 0, 14 days interval. The vaccine efficacy was 50.65% (95% CI: 35.94 — 61.98),
meaning a 50.65% reduction in the number of symptomatic COVID-19 cases in
subjects who received the vaccine (85 cases out of 4 953 vaccinated subjects of
754.6 exposed person-year got symptomatic COVID-19) compared with subjects
who received the placebo (168 cases out of 4 870 non-vaccinated subjects of 736.5
exposed person-year got symptomatic COVID-19). The data provided shown as
meeting the minimum efficacy criteria for World Health Organization (“WHQO”)
Emergency Use Listing (“EUL”) assessment that the primary efficacy endpoint
point estimate for a placebo-controlled efficacy trial should be at least 50%, and
the statistical success criterion should be that the lower bound of the appropriately
alpha-adjusted confidence interval around the primary efficacy endpoint point
estimate is >30%;

the study also demonstrated a better vaccine efficacy in symptomatic COVID-19
cases of increasing severity. The vaccine efficacy for COVID-19 cases of WHO
COVID-19 Clinical Progression Scale classification Score 3 (mild cases that need
some type of assistance) or above was 83.7% (95% CI: 57.99, 93.67), Score 4
(moderate and severe cases) or above was 100.0% (95% CI: 56.37, 100), and
severe cases was 100.0% (95% CI: 16.93, 100). For the vaccine efficacy against
severe case, the lower bound of 95% CI did not meet the WHO criteria of >30%
and probably due to low number of severe cases during the study;

in a subgroup analysis conducted on different dosing intervals, the vaccine
efficacy was 49.12% (95% CI: 33.01 — 61.36) for a dosing interval of below 21
days, and 62.32% (95% CI: 13.91, 83.51) for a dosing interval of equal to or more
than 21 days. For the vaccine efficacy in dosing interval of 21 days or more, the
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lower bound of 95% CI did not meet the WHO criteria of >30% and further study
with large sample size would be necessary for confirmation. The results indeed
indicated a better vaccine efficacy for a dosing interval of more than 21 days. The
results supported the immunogenicity findings in the Phase 1/ 2 clinical studies
and formed the basis of the Applicant’s recommendation, in response to direct
query by the Advisory Panel, of a dosing interval of 28 days in routine
immunization, with which the Advisory Panel concurred based on the data
available;

in another subgroup analysis conducted in different age groups, the vaccine
efficacy was 50.66% (95% CI: 35.75 — 62.11) in subjects of 18 to 59 years old,
and 51.11% (95% CI: -166.93, 91.04) in subjects of 60 years old or above. The
vaccine efficacy in elderly was not statistically significant due to limited number
of elderly subjects (total 419 elderly subjects). While immunogenicity findings in
elderly subjects in Phase 1/ 2 studies were positive, efficacy was demonstrated in
elderly in Phase 3 study but the sample size was limited. The Advisory Panel
recommended that the appropriateness of using CoronaVac in elderly of 60 years
old or above should be advised by Joint Scientific Committee on Zoonotic and
Emerging Diseases and Scientific Committee on Vaccine Preventable Diseases
under the Centre for Health Protection;

the neutralizing antibody geometric mean titre of the 600SU dose from the Phase
1 /2 trial in China, 28 days after all vaccination was 44.1 (95% CI: 37.2, 52.2) and
the results suggesting the dosage of 600SU in this subsequent Phase 3 study as
well as the current proposed dosage. The immunogenicity data of the Brazilian
Phase 3 study was not available at the moment. The Advisory Panel advised to
request the immunogenicity data for review when available;

the Advisory Panel noted that Phase 3 studies were also conducted in Turkey and
Indonesia. However, due to methodological and sample size issues, the Advisory
Panel was unable to draw informative conclusions based on the data made
available;

there was data to demonstrate cross-neutralizing immunogenicity of CoronaVac
on several SARS-CoV-2 virus strains found in the early stage of pandemic in
China and including D614G mutant strains. There is currently no information
regarding the immunogenicity against the new variant strains including the South
African virus strain but was currently under investigation by Sinovac. The
Advisory Panel advised to request Sinovac to provide the results for review, and
the corresponding timeframe of results availability. In parallel, the Advisory
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Panel also advised the Government should commission local immunogenicity
studies against the prevailing strains and possible mutating strains;

there was also preliminary information showing that the CoronaVac might induce
mixed Th1 (initial) and Th2 (subsequent) type of cell-mediated immune response;

there is currently no information regarding the effectiveness of the vaccine in
certain populations, such as immunocompromised individuals, individuals
previously infected with SARS-CoV-2 and pediatric population; and the
effectiveness on protection against asymptomatic infection, viral transmission,
mortality, or influenced by pandemic change or mutation of virus strains leading
to antigenic change and vaccine resistance;

the duration of protection is not known yet;

as a condition of authorization as proposed in paragraph 8, the applicant is
required to provide updated results from the planned, ongoing or future clinical
studies, including but not limited to the Phase 3 studies in Brazil, Turkey and
Indonesia, as well as cross-neutralizing immunogenicity study against different
mutant strains of the virus, in order to address the unknown information and
further substantiate the efficacy and safety of CoronaVac;

Safety

the adverse reaction profile of CoronaVac as identified in clinical studies was
summarized in the package insert and presented as follows. The very common
(>1=10%) adverse reactions included injection site pain, headache, fatigue;
common (1 to 10%) adverse reactions included injection site swelling, injection
site pruritus, injection site erythema, injection site induration, myalgia, nausea,
diarrhea, arthralgia, cough, chills, pruritus, loss of appetite, rhinorrhea, sore throat,
nasal congestion, and abdominal pain; uncommon (0.1% to 1%) adverse reactions
included burn at injection site, vomit, hypersensitivity, abnormal skin and mucosa,
fever, tremor, flushing, edema, dizziness, drowsiness; rare (0.01% to 0.1%)
adverse reactions included muscle spasms, eyelid edema, nasal congestion,
abdominal distension, constipation, hyposmia, ocular congestion, hot flashes,
hiccup, conjunctival congestion;

overall, the reported adverse event profile from clinical studies was generally in
line with other vaccines. The number of serious adverse events or death cases was
limited and the majority of them were not considered related to the vaccine;
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the current available post-market adverse event data in China (as of 22 January
2021) demonstrated a low incidence of adverse events following immunization
and generally aligned with the safety profile identified from clinical studies;

regarding specific adverse events following immunization, the incidence rates of
facial nerve palsy, Guillain Barre Syndrome (with data up to 2 February 2021) in
vaccinated subjects were lower than the corresponding baseline incidence rate at
the measuring time. Though there was no baseline incidence for generalized
hypersensitivity, the incidence of hypersensitivity following immunization was
about 6.2 per 100 000 that about one third of them have baseline history of allergic
diseases. The Advisory Panel advised to request Sinovac to provide standardized
and annualized event rates for ongoing assessment of the adverse events profile;

by taking into consideration of the totality of scientific evidence and the above
post-market safety information, the emerging safety profile was presently
considered satisfactory. It was acknowledged that long term safety data, safety in
certain populations (e.g. pregnancy, frail subjects, subjects with pre-existing
autoimmune disease, etc.), interaction with other vaccines, and information of
adverse reactions requiring longer follow up for detection was missing at this
stage and ongoing assessment would be required. In this connection, the Advisory
Panel noted that Risk Management Plan would be imposed for on-going
monitoring of post-market safety information;

taking reference to the considerations for evaluation of COVID-19 vaccines by
the WHO, the available clinical safety and efficacy evidences relevant to
CoronaVac were generally considered as satisfying the minimum clinical criteria
for WHO Emergency Use Listing assessment;

Quality

the manufacturer of the vaccine, Sinovac Life Sciences Co., Ltd. in China is
demonstrated to comply with the Pharmaceutical Inspection Co-operation
Scheme Good Manufacturing Practice standards or equivalent standards and the
quality attributes of CoronaVac aligned with those approved and supplied in
China and other countries;

the applicant committed to continue the stability studies and submit the completed
long-term stability data to support the shelf-life of the vaccine;
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Risk Management Plan

- the applicant committed to implement a Hong Kong risk management plan
(“RMP”) as adopted from its global RMP that the current risk profile is
summarized as follows:

o Significant identified risks: None;
o Significant potential risks: None;

o Missing information: Use in people under 18 years old in China, other races
and nationalities, people with immunodeficiency, pregnant and lactating
women, elderly people with chronic diseases, patients with important organ
damage; and study on combined vaccination with other vaccines;

- the Hong Kong RMP is considered sufficient in addressing the risks by
conducting related pharmacovigilance measures. The applicant committed to
submit the results of relevant post-authorization study as required by other drug
regulatory authorities that aims to provide long term efficacy and safety data to
address the unknown data gap. The applicant also committed to provide the
periodic safety update report in order to review the post-market safety and to
update the RMP when necessary;

- itis also noted that the Government will put in place a mechanism for monitoring
any adverse events occurred to the recipients associated with the administration
of the vaccines in Hong Kong;

- the applicant had provided a detailed package insert in Chinese (Annex A) and a
bilingual brief edition package insert (Annex B) that summarized the indication,
dosage, precautionary information, adverse events profile and storage condition
of the vaccine. It will be made available for the healthcare professionals and
members of the public. The Advisory Panel noted an English translated version
of the detailed package insert will be available in due course.

ADVICE OF THE ADVISORY PANEL

7. After deliberation, the Advisory Panel considered that, based on the totality of
scientific evidence on safety, efficacy and quality as available and the post-authorization
measures to be taken, the benefits of CoronaVac outweigh its risks for use in Hong Kong
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for active immunisation to prevent COVID-19 caused by SARS-CoV-2 virus, in individuals

18 years of age and older during the current pandemic situation.

CONDITIONS OF AUTHORIZATION

8. The Advisory Panel is of the view that for the purpose to ensure the benefits of
CoronaVac continuously outweigh its risk, the applicant is recommended to comply with
the following conditions if authorization is granted:

(a)

(b)

(c)

the authorization applicant is required to report to the Department of
Health (“DH”) as soon as possible, and in any event no later than 72 hours
after receipt of information, of any actions taken by overseas drug
regulatory authorities on the authorized vaccine as a consequence of any
safety concern of the authorized vaccine. Such overseas actions include
but are not limited to the following actions arising from the safety concern
of the authorized vaccine:

(1) recall, suspension or withdrawal of the authorized vaccine; or

(i1) addition or modification for safety reasons of a contraindication,
warning or precaution statement in the product information;

the authorization applicant is required to submit the final reports of all
planned, on-going or future clinical studies of the authorized vaccine,
which are part of its post-marketing commitments to overseas drug
regulatory authorities of China or Brazil, to the DH for reassessment at
the same time when the said reports are submitted to these overseas drug
regulatory authorities. A summary of the conclusion of the clinical
studies and the proposed follow-up actions have also to be provided. If
there are any regulatory actions taken by these overseas drug regulatory
authorities in view of the results of the clinical studies of the authorized
vaccine, the authorization applicant is required to inform the DH of the
actions as soon as possible, and in any event no later than 72 hours after
the actions have been taken;

the authorization applicant is required to submit periodic safety update
reports, summary safety report, or their equivalents, of the authorized
vaccine to the DH every six months or at an interval as may be notified
by the Secretary for Food and Health;
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(i)

)

(k)

-14 -

the authorization applicant is required to report all serious or unexpected
adverse events following immunization of the authorized vaccine
occurring in Hong Kong to the DH in accordance with available guidance
for COVID-19 vaccines;

the authorization applicant is required to implement the Risk
Management Plan (“RMP”) for the authorized vaccine in Hong Kong as
it has proposed. The authorization applicant is also required to update the
local RMP in accordance with its global RMP when it is modified and
implement accordingly;

the authorization applicant is required to report to the DH any significant
changes or any conditions relating to the manufacturer or to the
manufacture of the vaccine which may affect the quality, safety or
efficacy of the authorized vaccine without undue delay;

upon commencement of recall of the authorized vaccine, the
authorization applicant is required to report the recall and submit
pertinent product information relating to that recall to the DH and to
comply with available guidance for pharmaceutical products, including
the current Pharmaceutical Products Recall Guidelines issued by the Drug
Office of the DH;

the authorization applicant is required to document any defect impacting
the quality of the authorized vaccine released for sale or distribution;

the authorization applicant is required to submit further quality data and
to the DH at the same time when the said quality data or relevant quality
documents reports are submitted to China or Brazil drug regulatory
authorities as part of its post-authorization commitments, and to update
the relevant quality documents of the authorized vaccine, if applicable, in
order to continue to assure the quality of the authorized vaccine;

the authorization applicant must provide the certificate of analysis issued
by the manufacturer for each batch of the vaccine supplied to Hong Kong;

the authorization applicant should provide a lot release certificate issued
by national regulatory authority (“NRA”) or batch release certificate
issued by accredited laboratory authorized by NRA or certificate of
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analysis issued by an independent accredited laboratory for the batch of
the vaccine supplied to Hong Kong as directed by the DH; and

D the authorization applicant is required to submit relevant information and
justifications / supporting evidence to the DH for any changes related to
the authorized vaccine, including but not limited to the content of package
insert, label, or any quality attributes. The changes should only be
implemented after endorsement by the Secretary for Food and Health
1s obtained.

Advisory Panel on COVID-19 Vaccines
17 February 2021
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Annex B

Approved Date:

Revised Date:

COVID-19 Vaccine (Vero Cell), Inactivated (Brief Edition)

This is the Conditional Marketing Authorization, please refer to the instruction and use under the doctor

guidance.
[NAME OF THE MEDICAL PRODUCT]
Generic Name: COVID-19 Vaccine (Vero Cell), Inactivated
Trade Name: CoronaVac
English Name: COVID-19 Vaccine (Vero Cell), Inactivated
Chinese Phonetic Alphabet: Xinxing Guanzhuang Bingdu Michuoyimiao (Vero Xibao)

[ COMPOSITION]

Active ingredient: Inactivated SARS-CoV-2 Virus (CZ02 strain)
Adjuvant: Aluminum hydroxide

Excipients: disodium hydrogen phosphate dodecahydrate, sodium dihydrogen phosphate monohydrate,

sodium chloride.

[DESCRIPTION]

CoronaVac is a milky-white suspension. Stratified precipitate may form which can be dispersed by

shaking.
[ TARGET GROUPS FOR VACCINATION]

Susceptible people aged 18 and above.

In Brazil phase IlI clinical trial, only 5.10% participants enrolled was 60 years and above, hence, the

efficacy evidence of people aged 60 and above is insufficient. The subsequent clinical trials will be



carried out for further evaluation of efficacy in this population. Data from conducted clinical trials
showed that neutralizing antibodies would be induced after vaccination. When use CoronaVac among
people aged 60 and above by relevant institutions, the health status and exposure risk of people aged 60

and above shall be considered.

[ THERAPEUTIC INDICATION]

CoronaVac is indicated for active immunization against diseases caused by SARS-CoV-2 virus.

Based on the efficacy results for two months from overseas phase III clinical trial, a conditional
marketing authorization (CMA) for CoronaVac has been issued. The final efficacy data are not yet

available, hence, the efficacy and safety results need to be further confirmed.

[PRESENTATION]

Each vial (syringe) contains 0.5 mL. Single dose of 0.5 mL contains 600SU of inactivated SARS-CoV-

2 virus as antigen.

[ ADMINISTRATION AND SCHEDULE]

Two doses should be administered for primary immunization. The second dose is preferably given 28

days after the first dose. 0.5 mL per dose.

CoronaVac should be administered by intramuscular injection in the deltoid region of the upper arm.

Shake well before use.

It has not been determined whether this product requires booster immunization.

[ADVERSE REACTIONS]

The safety of CoronaVac was evaluated in 4 clinical trials conducted domestic and overseas, including
randomized, double-blind, placebo-controlled phase I/II clinical trials in people aged 18-59 years and in
elderly aged 60 years and above, a phase Il clinical efficacy trial in Brazilian health professionals aged
18 years and above, and a phase I11b bridging trial in different production scales and different populations.

Systematic safety observation was carried out within 7 days after each vaccination, and adverse events



were collected by voluntary report of subjects and regular follow-up of investigators on 8-14/28 days,

long-term of serious adverse events within 12 months after the full vaccination is still ongoing.

General description of adverse reactions in clinical trials of this product

A total of 14,572 subjects aged 18 and above were enrolled in a series of clinical trials conducted
domestic and overseas, of which 7,658 subjects received at least one dose. All subjects have completed

at least 28 days follow-up after full immunization, and long-term safety visits are ongoing.

According to the grading standard of adverse reaction incidence from Council for International
Organizations of Medical Sciences (CIOMS), i.e. very common (=10%), common (1%-10%, 1% was

inclusive), uncommon (0.1%-1%, 0.1% was inclusive), rare (0.01%-0.11%, 0.01% was inclusive) and

very rare (<0.01%), all adverse reactions were summarized and described as follows.

1. Adverse reactions at injection site

Very common: pain

Common: swelling, pruritus, erythema, induration

Uncommon: burn at injection site

2. System adverse reactions

Very common: headache, fatigue

Common: myalgia, nausea, diarrhea, arthralgia, cough, chills, pruritus, loss of appetite, rhinorrhea, sore

throat, nasal congestion, abdominal pain

Uncommon: vomit, hypersensitivity, abnormal skin and mucosa, fever, tremor, flushing, edema,

dizziness, drowsiness

Rare: muscle spasms, eyelid edema, nasal congestion, abdominal distension, constipation, hyposmia,

ocular congestion, hot flashes, hiccup, conjunctival congestion

3. Severity of adverse reactions



The severity of adverse reactions observed in these clinical trials is mainly Grade 1 (mild), the

incidence rate of adverse reactions for Grade 3 and the above was 1.31%.

Grade 3 and above adverse reactions includes pain at injection site, cough, fever, headache, sore throat,

abdominal pain, dizziness and drowsiness.

4. Serious adverse event (SAE)

No serious adverse event related to vaccination was identified up to February 3, 2021.

For detailed information of adverse reactions among these clinical trials, please refer to the complete

version of the leaflet.

[ CONTRAINDICATIONS]

1. People with allergic history reaction to any component (active or inactive ingredients, or any material

used in process) of the vaccine or similar vaccines;

2. Previous severe allergic reactions to the vaccine (eg, acute anaphylaxis, angioedema, dyspnea, etc.);

3. People with severe neurological conditions (eg, transverse myelitis, Guillain-Barré syndrome,

demyelinating diseases, etc.);

4. Uncontrolled patients with severe chronic diseases;

5. Pregnant and lactating women.

[PRECAUTIONS]

1. Due to the insufficient data of protection persistence, necessary protective measures should be taken

in line with the COVID-19 epidemic.

2. Due to the insufficient data of efficacy in people aged 60 and above. When use CoronaVac among
people aged 60 and above by relevant institutions, the health status and exposure risk of people aged 60

and above shall be considered.

3. This vaccine is strictly prohibited for intravenous injection. There is no safety and efficacy data of



subcutaneous or intradermal injection.

4. Before use, check whether the packaging container, label, appearance and validity period meet the
requirements or not. Do not use if there are cracks in the glass needle tube, spots, stains and scratches on
the outer surface of the glass needle tube, label is not clear or more than the expiration date and abnormal

appearance.

5. Avoid expose CoronaVac to the disinfectant during use.

6. This product should be stored at places out of reach of children.

7. Adequate treatment provisions, including epinephrine injection and emergency treatment, should be
available for immediate use. Individuals should be observed for at least 30 minutes on site after

vaccination.

8. Do not mix with other vaccines in the same syringe.

9. Do not freeze. It shall be administered immediately after open.

10. Patients with acute diseases, acute exacerbation of chronic diseases, severe chronic diseases,

allergies and fever should be used with caution; if necessary, delay vaccination after doctor's evaluation.

11. Patients with diabetes and convulsions, epilepsy, encephalopathy or mental illness history or family

history should be used with caution.

12. Patients with thrombocytopenia or hemorrhagic diseases, intramuscular injection of this product

may cause bleeding, so it should be used with caution.

13. The safety and efficacy data of this product on people with impaired immune function (such as
malignant tumor, nephrotic syndrome, AIDS patients) have not been obtained, and the vaccination of

this product should be based on individual considerations.

14. The injection of human immunoglobulin should be given at least one month interval to avoid

affecting the immune effect.

15. No clinical study has been carried out on the evaluation of immune response with other vaccines on



the immunogenicity at the same time (before, after or at the same time). Professionals should be

consulted when concomitant use.

16. Do not use if there is any adverse reaction of nervous system after inoculation.

17. Like other vaccines, the protective effect may not reach 100% for all recipients.

[ SPECIAL POPULATION MEDICATION]

1. Women of childbearing age: the data collected of women with unexpected pregnancy after vaccination
from clinical trials are very limited, which is not enough to deicide the risk of adverse pregnancy

outcomes after vaccination.

2. Pregnant or lactating women: the clinical data of pregnant and lactating women are not available at

present.

3. People aged 60 and above: the immunogenicity and safety data from conducted clinical trials have

been obtained, while the efficacy data from phase 3 clinical trial is insufficient.

[DRUG-DRUG INTERACTIONS]

1. Concomitant use with other vaccines: no clinical study has been carried out on the evaluation of
immune response with other vaccines on the immunogenicity at the same time (before, after or at the

same time).

2. Concomitant use with other drugs: immunosuppressive drugs, such as immunosuppressive drugs,
chemotherapy drugs, antimetabolic drugs, alkylating agents, cytotoxic drugs, corticosteroid drugs, etc.,

may reduce the immune response to this product.

3. Patients undergoing treatment: for patients undergoing treatment, please counsel the professional

doctors before use CoronaVac to avoid possible drug interactions.

[STORAGE]

Store and transport between +2-8°C, and protect from light.



[SHELF LIFE])

The expiry date of the vaccine is tentatively scheduled as 12 months.

[PACKAGE]

Vial or pre-filled syringe. One vial or syringe per box.

[SPECIFICATION IMPLEMENTED]

YBS00152021

[ AUTHORIZATION NO.)

[MARKETING AUTHORIZATION HOLDER]

Name: Sinovac Life Sciences Co., Ltd.

Registered address: Building 1, No. 21, Tianfu Street, Daxing Biomedicine Industrial Base of

Zhongguancun Science Park, Daxing District, Beijing

[ MANUFACTURER]

Name: Sinovac Life Sciences Co., Ltd.

Address: No. 21, Tianfu Street, Daxing Biomedicine Industrial Base of Zhongguancun Science Park,

Daxing District, Beijing

Postal code: 102601

Tel.: 86-10-56897188

Fax: 86-10-56897123

Website: www.sinovac.com

E-mail: sinovac@sinovac.com
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