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Efficacy and Safety of NVX-CoV2373 in Adults in the United States and Mexico
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Safety and Efficacy of NVX-CoV2373 Covid-19 Vaccine
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Systemic solicited AEs

Local solicited AEs

Safety and immunogenicity of NVX-CoV2373 (TAK-019) vaccine in healthy Japanese
adults: Interim report of a phase l/ll randomized controlled trial
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Safety and immunogenicity of seven COVID-19 vaccines as a third dose (booster)
following two doses of ChAdOx1 nCov-19 or BNT162b2 in the UK (COV-BOOST): a

blinded, multicentre, randomised, controlled, phase 2 trial
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Table 20. Myocarditis and/or Pericarditis Cases (In Order of Time to Onset From Vaccination)

Age/ Preferred Dose Number,
Study Sex Term Days to Onset Comments Seriousness/Outcome FDA Opinion
301 16/M Myocarditis NVX CO Dose 2, Preceding nonspecific Serious event. Hospitalized Temporal relationship and lack of
2 days viral illness and 4 days and treated with clear alternative etiology supports
IDER 2% concomitant IVIG. Event a concern for causal relationship
methylphenidate use. recovered/resolved. to vaccine
(Peak troponin ~32,000
ng/L)
302 19/M Myocarditis NVX MRI consistent with Serious event. Hospitalized Temporal relationship and lack of
Dose 2, myocarditis (peak 5 days. Event resolved after clear alternative etiology supports
'L‘% K 2 days troponin ~7,800 ng/L) approximately 1 month. a concern for causal relationship
xR Pharyngitis and to vaccine
lymphadenopathy 11
days later
301 28/M Non-ST NVX Booster, Adverse event described Serious event. Hospitalized Temporal relationship and lack of
elevation 3 days as acute MI but 2 days. Event recovered/ clear alternative etiology supports
Mi myocarditis in differential, resolved. a concern for causal relationship
Initial with chest pain and to vaccine
report: elevated troponin (~300
atypical ng/L). Unclear rationale
chest pain for diagnosis of non-ST-
elevation myocardial
FESTE R BILFHIEE infarction versus
myocarditis. Cardiac MRI
scheduled.
302 60/F Pericarditis NVX CO With fever, elevated Serious event. Hospitalized Temporal relationship and lack of
N Py Dose 2, WCC and neutrophils, 2 days. Event recovered/ clear alternative etiology supports
d L‘Hﬁﬂx 8 days ECG consistent with resolved. a concern for causal relationship
pericarditis. Troponin to vaccine
normal.
301 20/M Pericarditis NVX CO History of sore throat and Non-serious event. Although temporally related to
and Dose 1, fever 8 days prior to Participant was not vaccination, ARF and
myocarditis 10 days events, with exposure to  hospitalized. Second CO nonrheumatic streptococcal

DR - DB

streptococcal pharyngitis,
and elevated anti
streptolysin O titers.
Troponin normal.

dose not administered.
Participant lost to follow-up.

myocarditis are also plausible
alternative etiologies.

45
Age/ Preferred Dose Number,
Study Sex Term Days to Onset Comments Seriousness/Outcome FDA Opinion
301 67/M Myocarditis NVX Concomitant COVID-19  Serious event. Hospitalized  Relatively longer latency and
N e e Dose 1, infection and acute for 5 days. Second NVX diagnosis of COVID-19 support
ILVEA ﬁ 28 days kidney injury. Maximum  dose not administered. an alternative etiology, although
troponin: 5329 ng/L. Event resolved with association with vaccine cannot
sequelae. be definitively excluded.
301 31/F Myocarditis Placebo Diarrhea and social Serious event. Hospitalized Long time to onset, unrelated to
e Dose 2, history of alcohol intake. for 2 days. Event placebo vaccination
ILVEA ﬁ 72 days Maximum troponin 0.33  recovered/resolved.
ng/mL (normal <0.04)
Source: EUA 28237 Amendment 20, May 2, 2022, Table 1.
Abbreviations: ARF=acute rh tic fever; CO=cr ; COVID-19=coronavirus di 2019; ECG=ell diog Mi=myocardial inf: ; NA=not applicable (non-serious

event); NVX=NVX-CoV2373; WCC=white cell count.

Vaccines and Related Biological Products Advisory Committee June 7, 2022 Meeting Briefing Doctment - FDA

https://www. fda. gov/media/158912/down|oad
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Safety and Efficacy of Single-Dose Ad26.COV2.S Vaccine against Covid-19

M Any grade Incidence of Grade 3 Event

A Local Events
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Phase 3  #40,000A
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Venous thromboembolism (VTE)
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79 F U EER
cerebral venous sinus thrombosis (CVST) 1
¥FIUNL—ERE 1

J Sadoff, et al. N EnglJ Med. 2021 Jun 10;384(23):2187-2201.
(doi: 10.1056/NEJMoa2101544.) 27
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US Case Reports of Cerebral Venous Sinus Thrombosis With Thrombocytopenia After
Ad26.COV2.S Vaccination, March 2 to April 21, 2021

Table 1. Demographic Information and Clinical Features of Initial 12 Patients With Cerebral Venous Sinus Thrombosis and Thrombocytopenia Following Emergency Authorization Receipt
of Ad26.COV2.S Vaccine—US, 2021*

Time in days
Patient CVST risk Vaccination to Vaccination Other thromboses Discharge
No. Age,y factor® symptom onset® to admission Initial signs/symptoms Late signs/symptoms Location of CVST Intracerebral hemorrhage diagnosed to home?
1 240 Yes 6 11 Headaches, lethargy Severe headache, Right transverse sinus Right temporoparietal No No
left-sided weakness, and right sigmoid sinus junction
dry heaving
2 18-39 No 9 16 Headaches Severe headache, aphasia  Left transverse sinus, left  Left temporal lobe Left internal jugular vein ~ Yes
sigmoid sinus, confluence thrombosis
of sinuses, and straight
sinus
3 18-39 No 8 17 Headaches, fever, Left arm weakness, gaze  Superior sagittal sinus, Bilateral frontal lobes, No No
vomiting deviation, left neglect, inferior sagittal sinus, right subarachnoid and
seizure, changes in speech  straight sinus, cortical intraventricular
veins
4 18-39 Yes 8 16 Headaches, nausea, Severe abdominal pain, Right transverse sinus No Portal vein thrombosis Yes
myalgia, chills, fever fever and right sigmoid sinus and right pulmonary
embolus
5 18-39 Yes 6 18 Chills, dyspnea, fever, Bruising, unilateral leg Right transverse sinus No Bilateral lower extremity ~ No
headache swelling, loss of and right sigmoid sinus DVT, right internal jugular
consciousness vein thrombosis
6 240 Yes 13 15 Back pain, bruising, Headache Right transverse sinus Right occipital lobe Portal vein thrombosis, No
abdominal pain and straight sinus splenic vein, right hepatic
vein, distal superior
mesenteric vein, right
posterior tibial and
peroneal DVT
7 18-39 No 15 18 Headache, neck pain, NA; worsening of initial Superior sagittal sinus, No Right internal jugular No
nausea, vomiting, symptoms transverse sinuses, vein thrombosis
photophobia straight sinus, possible
sigmoid
8 18-39 No 10 23 Headache Left lower leg pain Right transverse sinus, No Lower extremity DVT, Yes
and foot swelling right sigmoid sinus pulmonary embolus, right
internal jugular vein
thrombosis
9 240 No 7 11 Headache, cognitive Aphasia, seizure Superior sagittal sinus, Bilateral frontal lobes None No
fogginess, right arm bilateral cortical veins
weakness
10 18-39 Yes 7 10 Headache, nausea, Loss of consciousness, Superior sagittal, right Right temporal lobe and None No
vomiting, photophobia seizure transverse and sigmoid left cerebellar
sinus hemisphere, subarachnoid
11 18-39 Yes 11 25 Headache, blurry vision Neck stiffness, Torcula, bilateral Right posterior temporal  Bilateral internal jugular No
vomiting transverse sinus, right lobe vein thromboses
sigmoid sinus
12 240 Yes 6 13 Headache, petechial rash,  Dizziness Left transverse No Right pulmonary Yes
neck pain, photophobia, and sigmoid embolism, left internal

body aches

jugular vein thrombosis

Abbreviations: CVST, cerebral venous sinus thrombosis; DVT, deep vein thrombosis; NA, not applicable.

2 Data as of April 21, 2021.

b CVST risk factors include obesity (n = 6), hypothyroidism (n = 1), and combined oral conceptive use (n = 1).

€ CDC medical officers used clinical judgment to determine symptom onset date and timing, and there may be
differences between other reports.

9 Qutcomes for those not discharged home include continued intensive care unit hospitalization (n = 3),
non-intensive care hospitalization (n = 2), and death (n = 3).

| See, et al. JAMA. 2021 Jun 22;325(24):2448-2456. (doi: 10.1001/]%.2021.7517.)
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19 vaccination and the safety of
substances of human origin
3 June 2021

Table 1. Number of administered doses of COVID-19 vaccines and selected suspected adverse
reactions* by reaction type in EU/EEA, as of 28 April 2021 [15,16]

Adverse Coagulopathy (% of ADM) DIC (% of ADM) ITP (% of ADM) TP (% of ADM)
events
C‘m ?:: 9691295 17625 5 1 5 1 39 2 55 6
o (0.181864)  (0.000052)  (0.000010)  (0.000052)  (0.000010)  (0.000402)  (0.000021)  (0.000568)  (0.000062)

151306 " 7 7 4 8 0 178 15
Sl 166 o) (00000 (0000007 (0000007  (0000004) (0000088 (0)  (0000184)  (0.000016)
184833 7 2 3 1 167 6 605 5

L V803 o) (00028 (0000007 (0000120 (0.000040)  (0.000609)  (0.000022)  (0.002206)  (0.000164)

c\m?:s o 413 0 0 2 0 0 0 7 0
g (0.420832) 0) (0) (0.002038) ) 0) 0] (0.007133) [0)
354177 128 10 47 16 291 8 845 66

Lo 3739633 ocis6)  (000009%)  (0000007)  (0.000035)  (0.000012)  (0.000218)  (0.000006)  (0.000632)  (0.000049)

ADM — Administered; DIC-Disseminated Intravascular Coagulation; ITP — Immune Thrombocytopenia; TP — Thrombocytopenia
* The causality between the suspected adverse reactions/adverse events and vaccines has not been assessed. 2 9 22



Vaccine-induced immune thrombotic thrombocytopenia

Frederikus A Klok, Menaka Pai, Menno V Huisman, Michael Makris Lancet Haematol 2021; 9: 73-80

Published Online
Niovember 11, 2021
https://doi.org/10.1016/

Epidemiology $2352-3026(21)00306-9

In Norway, Schultz and colleagues 4 reported five cases of VITT among 130 000
individuals who received the AstraZeneca— Oxford vaccine giving an incidence
of one in 26,000

In the UK, the MHRA reported 367 VITT cases after 24-7 million of the first
vaccination and 44 cases after the second AstraZeneca—Oxford vaccination,

giving rates of one case per 67,302 vaccinations and one case per 518,181
vaccinations, respectively.

From the USA, reported 12 cases of VITT after the Johnson & Johnson vaccine
after 7 million doses, suggesting a rate of one case per 583,000 vaccinations.

The MHRA gives the risk of VITT after the first dose of AstraZeneca—Oxford
vaccination as one in 100,000 for people older than 50 years and one in 50,000
for those aged 49 years or younger.

Age restrictions for vaccdnation with A
AstraZeneca-Oxford vaccine introduced R4¥ 11 @ Hx ﬁﬁﬂ

by the UK for people younger than WI6, 2021]
30 years (April 7, 2021)
Age restriction increased to

Platelets Adenoviral

vector > FoRIIA
vacclne (promotes platelet

Platelets
agm@ Z g O O clearance) Tissve Fackor

Y FcyRIla

PF4 Proinflammatory P fant
y milieu caused by (activates platelets)
vaccine components /
Lymph node dﬁ-Put.a!ive PF4-viral Monocytes \ aTissue
protein complex O factor
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Figure 2: Proposed pathophysiology of vaccine-induced i th botic thrombocytop

PF4=platelet factor 4.

Identification of VITT announced patients younger than 40 years
as new syndrome by scientists from in the UK for vaccination with
Norway, Germany, and the UK AstraZeneca-Oxford vaccine
(March 19, 2021) (May 7, 2021)
December January February March April May June
2020 Bl 2021 ‘ 2021 - 2021 . 2021 2021 2021
| [ g
EMA approves MHRA and EMA announce
AstraZeneca-Oxford new syndrome of thrombosis,
vaccine (Jan 29, 2021) thrombocytopenia, and anti-PF4
antibodies (April 7, 2021)
MHRA approves
AstraZeneca-Oxford vaccine MHRA and EMA announce
(Dec 30, 2020) no increase in thrombotic risk
after COVID-19 vaccination
MHRA approves (March 11, 2021)
Pfizer-BioNTech vaccine
(Dec 2, 2020)
Figure 1: Timeline of the develop of ad irus-based c irus vaccines and first recognition of
vaccine-induced i thrombotic thromb

On August 12, 2021, the full report from the first 294 UK cases was published.* EMA=European Medicines Agency.
MHRA=Medicines and Healthcare Products Regulatory Agency. VITT=vaccine-induced immune thrombotic
thrombocytopenia.

UK Expert Haematology Panel

Suspected VITT in case of: Required tests in diagnostic VITT diagnostic criteria
work-up of VITT
AstraZeneca-Oxford or Full blood count and blood Thrombocytopenia (platelet
Johnson & Johnson vaccine film, liver or renal function count <150 x10° cells per L),
5-30 days before onset of D-dimer >4000 FEU
symptoms (fibrinogen-equivalent units),
venous (or arterial)

2 i thrombosis, ELISA positive,
Signs of venous or arterial Activated partial functional test positive
thrombosis, such as severe thromboplastin time,
headache or other prothrombin time,
neurological symptoms fibrinogen concentrations,

(or both) D-dimer concentrations
New bleeding tendency or Heparin-induced
petechiae thrombocytopenia ELISA test

for anti-platelet factor 4
antibodies and functional
assay

Figure 3: Overview of the diagnostic investigation of VITT

Functional assays might involve a functional heparin-induced platelet activation assay, a serotonin-release assay,
or a flow-based platelet activation assay. FEU=fibrinogen-equivalent units. VﬂT:vaccin31 ed immune
thrombotic thrombocytopenia.




FDA NEWS RELEASE

Coronavirus (COVID-19) Update: FDA Limits Use of

Janssen COVID-19 Vaccine to Certain Individuals

@ More Press Announcefighimediata-Relea%& 0om/press-announcements)

May 05, 2022

Espafiol (/news-events/p lizacion-sobre-el

Today, the U.S. Food and Drug Administration has limited the authorized use of
the Janssen COVID-19 Vaccine to individuals 18 years of age and older for whom
other authorized or approved COVID-19 vaccines are not accessible or clinically
appropriate, and to individuals 18 years of age and older who elect to receive the
Janssen COVID-19 Vaccine because they would otherwise not receive a COVID-
19 vaccine.

Key Points:

¢ After conducting an updated analysis, evaluation and investigation of
reported cases, the FDA has determined that the risk of thrombosis with
thrombocytopenia syndrome (TTS), a syndrome of rare and potentially life-
threatening blood clots in combination with low levels of blood platelets
with onset of symptoms approximately one to two weeks following
administration of the Janssen COVID-19 Vaccine, warrants limiting the
authorized use of the vaccine.

¢ The FDA has determined that the known and potential benefits of the
vaccine for the prevention of COVID-19 outweigh the known and potential
risks for individuals 18 years of age and older for whom other authorized or
approved COVID-19 vaccines are not accessible or clinically appropriate,
and for individuals 18 years of age and older who elect to receive the
Janssen COVID-19 Vaccine because they would otherwise not receive a
COVID-19 vaccine.

¢ The Fact Sheet for Healthcare Providers Administering Vaccine
(https://www.fda.gov/media/146304/download) now reflects the revision
of the authorized use of the Janssen COVID-19 Vaccine and includes a
warning statement at the beginning of the fact sheet for prominence which
summarizes information on the risk for TTS. Additionally, information on
the revision to the authorized use of the vaccine and updated information
on this risk of blood clots with low levels of blood platelets has been added
to the Fact Sheet for Recipients and Caregivers
(https://www.fda.gov/media/146305/download).

covid-19-la-fda-limita-eluso-de-la-vacuna-contra-el-covid-19-de)

Current Status

The FDA and CDC have continuously monitored for and investigated all
suspected cases of TTS reported to VAERS. In an updated analysis of TTS cases
following administration of the Janssen COVID-19 Vaccine that were reported to
VAERS through March 18, 2022, the FDA and CDC have identified 60 confirmed
cases, including nine fatal cases. The FDA has determined that the reporting rate
of TTS is 3.23 per million doses of vaccine administered and the reporting rate of
TTS deaths is 0.48 per million doses of vaccine administered.
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Y U.S. FOOD & DRUG

ADMINISTRATION

Considerations

e FDA does not recommend using COVID-19 laboratory tests to screen routine blood

Updated Information for Blood Establishments donors.
Regarding the COVI D-1 9 Pand emic and Blood e The blood establishment’s responsible physician must evaluate prospective donors

Donation

and determine eligibility (21 CFR 630.5). The donor must be in good health and meet

all donor eligibility criteria on the day of donation (21 CFR 630.10). The responsible

Content current as of:
01/11/2022

o

physician may wish to consider the following:

individuals diagnosed with COVID-19 or who are suspected of having COVID-
19, and who had symptomatic disease, refrain from donating blood for at least
10 days after complete resolution of symptoms,

individuals who had a positive diagnostic test for SARS-CoV-2 (e.g.,
nasopharyngeal swab), but never developed symptoms, refrain from donating at
least 10 days after the date of the positive test result,

individuals who are tested and found positive for SARS-CoV-2 antibodies, but
who did not have prior diagnostic testing and never developed symptoms, can
donate without a waiting period and without performing a diagnostic test (e.g.,
nasopharyngeal swab),

individuals who received a nonreplicating, inactivated, or mRNA-based COVID-
19 vaccine can donate blood without a waiting period,

individuals who received a live-attenuated viral COVID-19 vaccine, refrain from
donating blood for a short waiting period (e.g., 14 days) after receipt of the
vaccine,

individuals who are uncertain about which COVID-19 vaccine was administered,
refrain from donating for a short waiting period (e.g., 14 days) if it is possible
that the individual received a live-attenuated viral vaccine.

https://www. fda. gov/vaccines—blood-biologics/safety-availability-biologics/updated-
information-blood-establ i shments-regarding-covid-19-pandemic-and-blood-donation
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+ American | Blood
| /) Red Cross | Services

Red Cross Donation Safety Protocols 5

COVID-19 Vaccine and Blood Donor Eligibility Information -

The Red Cross is following FDA blood donation eligibility guidance for those who receive a COVID-19 vaccination, and deferral times may vary
depending on the type of vaccine an individual receives. If you've received a COVID-19 vaccine, you’'ll need to provide the manufacturer
name when you come to donate. Upon vaccination, you should receive a card or printout indicating what COVID-19 vaccine was received,
and we encourage you to bring that card with you to your next donation. In most cases, there is no deferral time for individuals who
received a COVID-19 vaccine as long as they are symptom free and feeling well at the time of donation. The following eligibility guidelines
apply to each COVID-19 vaccine received, including boosters:

¢ There is no deferral time for eligible blood donors who are vaccinated with an inactivated or RNA based COVID-19 vaccine manufactured by
AstraZeneca, Janssen/J&J), Moderna, Novavax, or Pfizer.

e Eligible blood donors who received a live attenuated COVID-19 vaccine or do not know what type of COVID-19 vaccine they received must
wait two weeks before giving blood.

e |fyou have an appointment scheduled and need to change your donation date based on the above guidance, click here.

e |fyou have further eligibility questions, please call 1-800-RED CROSS.

Please note: The Red Cross, as an organization, is not a healthcare provider and is not administering COVID-19 vaccinations in the U.S. However,
Red Cross volunteers who are medical professionals may work with local authorities to help give vaccinations if their state licenses permit them
to do so. In addition, Red Cross teams are currently helping to vaccinate U.S. service members on bases around the world.

The need of blood and platelets is constant.
https://www. redcrossblood. org/donate-blood/dlp/coronavirus—covid-19——and-blood-donat i 03r3n|
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Blood and Transplant

i GOV.UK

Donating after the COVID-19 vaccine Novavax COVID-19 vaccine Nuvaxovid
approved by MHRA
Can | give blood if I've had the COVID-19 vaccine? A

The vaccine has been approved after meeting the required
safety, quality and effectiveness standards.

Yes, but you will need to wait 48 hours from your vaccine before donating (you can attend on the 3rd
day from the date of your vaccine).

If you had side effects from the vaccine such as headache, temperature, aches and chills, please wait From: Medicines and Healthcare products Requlatory Agency
until these symptoms have passed before donating. Rublished.SFebruary;2022

TITIEERERERINTINIRIRANNEIINNE FIEERIRERRTRRR LAWY

” PARLIAMENT | WHITEF

This is a precautionary measure to keep you and the people who receive blood safe. Some people 6
experience side effects from the vaccine such as headache, temperature, aches and chills.

Why do | need to wait before donating?

CITY OF WESTMINSTER

Leaving a 48 hour gap between vaccination and donation means that any side effects are unlikely to be _
confused with illness after donating.

Nuvaxovid, the COVID-19 vaccine developed by Novavax, has today been
given regulatory approval by the Medicines and Healthcare products
Regulatory Agency (MHRA).

https://www blood.co.uk/news-and-campaigns/news-and-statements/coronavirus-covid-19-updates/

https://www.gov.uk/government/news/novavax-covid-19-vaccine-nuvaxovid-approved-by-mhra 34



D0 F UEBREOROGRAR (A %)

Canadian &tooo
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Blood STEN CELES So, what type of COVID-19 vaccines are in use in Canada?

ORGANS

Services :rssues

Canada has secured accessed to vaccines from several leading companies, including Pfizer/BioNTech, Moderna, Jannsen and Novavax.
None of these vaccines use live attenuated or weakened SARS-CoV-2 virus, so none should pose a safety risk to recipients. Many of the

ABCS of e ligi b i lity to COVID-19 vaccines already in use, including the Pfizer-BioNTech Comirnaty® and Moderna Spikevax® vaccines, are next generation

messenger (m)RNA vaccines, although some that may be available soon are being made using more classical approaches such as virus-

donating blood, platelets trrices
and plasma

You may not be eligible to donate if your health and/or the safety of Canada’s blood and
plasma supply are at risk. Detailed below are common reasons why we defer some donors. If
you have questions or are unsure about your eligibility, please call to speak with one of our
trained health professionals at 1 888 2 DONATE (1-888-236-6283).

— Vaccinations

If you have recently been vaccinated, you may be temporarily deferred from donate blood or plasma. Review our full list of deferral periods for
vaccinations below.

DISEASE VACCINE BRAND NAMES DEFERRAL
This list is not inclusive of all brand named or generic drugs PERIOD
Anthrax None
Chicken Pox (varicella) Varivax 3 months
Cholera Dukoral (oral) None
Coronavirus (COVID-19) All authorized COVID-19 vaccines in Canada None

https://www. blood. ca/en/research/our-research-stories/research-education-discovery/you-can-sti| |-donate-after-COVID-vaccine

https://www. blood. ca/en/blood/am-i—eligible-donate-blood/abcs—eligibility 35



Type of COVID-19 Vaccine

1. mRNA vaccine
Pfizer-BioNTech /

Comirnaty COVID-19

vaccine

Moderna COVID-19
vaccine

2. Inactivated virus
vaccine

Sinovac-Coronavac
COVID-19 vaccine

Sinopharm BiBP vaccine

DO F UOEBROROGRAM (P 0H

Deferral Period

No side effects

Muscle ache or pain at
injection site(localized)

Any of the following
Fever or chills

Generalized muscle or joint
aches/pains

Rashes

Lymph node swelling

1 week after vaccination

1 week after

side effect

has resolved

4 weeks

After side effects

have resolved

Virus vector based or live

No side effects

4 weeks after vaccination
attenuated (e.g. those e
manufactured by Astra

Zeneca, Janssen /J&J)

4 weeks after vaccination
or 4 weeks from the time

the side effects have
resolved (which

Any of the following:

Fever or chills
or Unknown type of Covid-

19 Vaccine Any muscle or joint aches

/pains ever is longer)
Rashes

Lymph node swelling

If you have experienced other symptoms not included in the list or if you have
questions,please call the blood bank at 62130626, 63335532 or 67107548 to speak to
our medical staff

ﬂ' MINISTRY OF HEALTH
N[ s

13TH MAY 2022

Starting today, individuals aged 18 years and above who are recommended to receive COVID-19 vaccination, including boosters, may book an appointment to receive
the Nuvaxovid COVID-19 vaccine (Nuvaxovid) by Novavax at the Joint Testing and Vaccination Centre (JTVC) Bishan (former Bishan Park Secondary School), or any of the 20
participating Public Health Preparedness Clinics (PHPCs). The PHPCs will commence Nuvaxovid vaccination from 18 May 2022, while the JTVC Bishan will commence
vaccination services from 24 May 2022.

https://www. moh. gov. sg/news—highlights/detai|s/start-of-nuvaxovid-covid-19-vaccination-and-joint-testing-vacci nation—c@@e—operations
https://www. hsa. gov. sg/blood-donation/covid-19-vaccine



Australian Government

Department of Health

Approval for use in Australia

Nuvaxovid (Novavax) is approved for use in people aged 18 years and over.

The TGA provisionally approved Novavax for use in Australia on 20 January 2022.

The Novavax vaccine is currently available for all people aged 18 years and over.

ACT

nment

COVID-19

Can | donate blood after being vaccinated?

Australian Government

Department of Health
Therapeutic Goods Administration

COVID-19 vaccine: Janssen

5 April 2022

Australian supply

The Janssen vaccine is not included in Australia's COVID-19 vaccination program.

Information about Australia's vaccine roll out can be found on the Department of Health's webpage.

You will have tqwait at least 3 days after each COVID-19 vaccination to make sure you have had no side effects and are feeling healthy
and well on the day of donation.

For more information, visit the Australian Red Cross Lifeblood website .

https://www. tga. gov. au/covid-19-vaccine-janssen
https://www. covid19. act. gov. au/vaccine/frequent | y-asked—-questions#Donating—blood
https://www.health.gov.au/initiatives—and—programs/covid—19—vaccines/approved—vaccines/négﬁyéx
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+ Why does Finland allow blood donation after coronavirus vaccination

but Japan doesn't?
Finnish Red Cross
Blood Service Since 14 May 2021, the Japanese Red Cross has allowed blood donations after a two-day

deferral period following vaccination with the Pfizer coronavirus vaccine. The disqualification
from donating blood was temporary, because vaccinations have progressed more slowly in
Japan than in Europe and it took longer for the authorities to approve the vaccine.

In Europe, the guidelines on vaccines and blood donation are issued by the European Centre
for Disease Prevention and Control (ECDC). The Blood Service complies with the ECDC
guidelines, which state that no deferral periods are required after receiving any coronavirus

vaccine used in the European Union, Some countries still employ deferral periods of a few days
after vaccination.

ecéc
I

SoHO donation and SARS-CoV vaccination

According to EU Directives, after vaccination with attenuated viruses (e.g. replication competent virus vector-based

vaccines, live-attenuated virus vaccines) SoHO donors must be deferred for four weeks. Individuals vaccinated with

inactivated/killed viruses or vaccines that do not contain live agents (i.e. mRNA vaccines, non-

replicating/replication deficient virus vector-based vaccines and protein subunit vaccines) may be accepted as 1. Which COVID-19 vaccines are available in the EU?
SoHO donors if they feel well [4-6].

The following COVID-19 vaccines have been granted conditional marketing authorisation for use in the EU:
In situations where information about vaccine type is missing or the vaccination is experimental, a four-week

. . " 7 * Comirnaty (by BioNTech and Pfizer)
deferral period should be applied. Given that COVID-19 vaccines are newly developed and the effects on SoHO « Spikevax (by Moderna Biotech Spain SL)
donation are unknown, Member States may take a precautionary approach and defer donors who develop * Vaxzevria (by AstraZeneca AB) _ _
symptoms directly after receiving a SARS-CoV-2 vaccine for up to seven days after symptoms have resolved. In 7 -OVIP-19 uacene Jansaen oy danssen-Clag Intermational i

e . . . . * Nuvaxovid (by Novavax CZ).
addition, donors need to comply with the same general requirements for donation as non-vaccinated donors.

Potential living donors of organs and HSCs, as well as transplant candidates, should have priority for vaccination. If
the organ or HSC donors have been vaccinated with attenuated vaccines in the four weeks before donation, a risk
assessment should be carried out and taken into account when deciding on transplantation and, if transplanted,
the recipient should be monitored post-transplant.

Erratum 9 February 2021: in order to clarify the statement on the selection and deferral of donors who have received a COVID-19
vaccine, the first two sentences of the paragraph related to SoHO donation and SARS-CoV-2 vaccination (page 10) have been
changed to:

“According to EU Directives, after vaccination with attenuated viruses (e.g. replication competent virus vector-based vaccines,
live-attenuated virus vaccines) SoHO donors must be deferred for four weeks. Individuals vaccinated with inactivated/killed
viruses or vaccines that do not contain live agents (i.e. mRNA vaccines, non-replicating/replication deficient virus vector-based
vaccines and protein subunit vaccines) may be accepted as SoHO donors if they feel well [4-6].”

https://www. ecdc. europa. eu/sites/default/files/documents/Supp|y-SoHO-COVID-19—second-update-erratum-Feb—2021. pdf

https://www. bloodservice. fi/blood-donation/we-need-you/frequent|y-asked-questions—-about-coronavirus- vac@@tlon—
and-blood-donat ionffcoronavaccine-deferral



sz About NZBS Knowledge Hub News Clinical Information Careers m

About Blood Become a Donor Give Blood Give Plasma Tissue & Organ Donation Get Involved Contact Us&3 Login 2 SearchQ

COVID-19 and Donations

COVID-19 Vaccines

New Zealand Blood Service (NZBS) has implemented criteria for donors who have
received the COVID-19 vaccination or booster dose to ensure the safe collection and
transfusion of blood and blood products.

NO STAND DOWN REQUIRED 28-DAY STAND DOWN REQUIRED

Pfizer BioNTech (BNT-162b2) Bharat Biotech (COVAXINTM )
Janssen/Johnson & Johnson (Ad26.COV2.S) CanSino Biologics (Convidecia or Ad5-nCoV)
AstraZeneca (Oxford - AstraZeneca) Gamaleya Research Institute (Sputnik V)

Inovio (INO-4800)
Moderna (MRNA-1273)
Novavax (NVX-CoV2373)
Sinopharm (Two vaccines)

Sinovac (CoronaVac) 39 »

https://www.nzblood.co.nz/knowledge-hub/covid-19/covid-19-vaccines/
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Sources: #[E (American Red Cross). Z[E (National Health Service [NHS]). 7174 (Canadian Blood Service).
Z—RX +5 1) 7 (ACT Government, Australian Government, Department of Health, Therapeutic Goods Administration). EU(ECDC)
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FDANEEBUTZFull-Length Donor History Questionnaire
Q8. In the past 8 weeks, have you had any vaccinations or other shots?
RET7RUNFR+FOEAE

DIF>DiER A I S RARA Fe

influenza, pneumonia, tetanus or meningitis, Tdap vaccine, HPV Vaccine(Gardasil), SHINGRIX

_ o rEm Acceptable

(BIREHBMES P
German Measles (Rubella), MMR (Measles, Mumps and Rubella), Chicken Pox and Zostavax( the :
. . : Wait 4 weeks
live shingles vaccine)
Red Measles (Rubeola), Mumps, Polio (by mouth), and Yellow Fever vaccine Wait 2 weeks
hepatitis B as long as you are not given the immunization for exposure to hepatitis B Wait 21 day
non-replicating, inactivated, or RNA-based COVID-19 vaccine manufactured by AstraZeneca, Acceptable
Janssen/J&J, Moderna, Novavax, or Pfizer (BIISHRVES)
a live attenuated COVID-19 vaccine / COVID-19 vaccine but do not know Wait 2 weeks

Q9. In the past 8 weeks, have you had contact with someone who was vaccinated for smallpox in the past 8 weeks?

Wait 8 weeks (FZEBDEISIGBDIZEY. REDEIRIGH G I NEDIEf S IiaEa b —EHARIERAE D) 44 .
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apanese Red Cross Society

DT AR S ORI AR (FRM)

COMMISSION DIRECTIVE 2004/33/EC of 22 March 2004

implementing Directive 2002/98/EC of the European Parliament and of the Council as
regards certain technical requirements for blood and blood components

2.2.3. Vaccination

Attenuated viruses or bacteria

4 weeks

[nactivated killed viruses, bacteria or rickettsiae

No deferral if well

Toxoids

No deferral if well

Hepatitis A or hepatitis B vaccines

No deferral if well and if no exposure

Rabies

No deferral if well and if no exposure
[f vaccination is given following exposure defer for one
year

Tick-borne encephalitis vaccines

No deferral if well and if no exposure

45 s
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TECHNICAL REPORT

Suspected adverse reactit
19 vaccination and the saf
substances of human origin
3 June 2021

e

The occurrence of TTS following administration of some non-replicating viral vector COVID-19 vaccines may have
consequences for the safety of SoHO donors and SoHO supply and therefore poses the following risks:

risk of bleeding from the venepuncture site in asymptomatic whole blood and plasma donors in the early
phase of TTS;

risk of passive transfer of platelet antibodies from a donor with TTS to transfusion recipient leading to
thrombocytopenia;

risk of transmitting passenger leukocytes through the transplanted organ donated by a deceased donor with
TTS. Such passenger lymphocytes can trigger immune thrombocytopenia in the recipient.

thrombocytopenia is unknown, but preliminary data show that this is a rare event. The estimated incidence
following the Vaxzevria vaccine in the UK is 9.3 cases per million doses [44]. The link between TTS and vaccines
(Vaxzevria and COVID-19 Vaccine Janssen) is characterised as possible [18,26]. The timing of the onset and the
dynamics of platelet depletion before the thrombotic event are unknown. However, clinically manifested cases of
TTS in the EU/EEA occurred 0—16 days after vaccination with Vaxzevria [20]. No cases of bleeding from the
venepuncture site due to post-vaccination thrombocytopenia in blood or plasma donors have been reported. Given
the above evidence and the increased public awareness of TTS, which allows for earlier identification and

treatment, the likelihood of whole blood and plasma donation by asymptomatic individuals in the early phase of
TTS is estimated to be very low, 63




Organ transplantation from deceased donors with vaccine-induced

thrombosis and thrombocytopenia. Am J Transplant. 2021,21:4095-4097.
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Issued by JPAC: 4 May 2021 Implementation: To be determined by each Service

Additional Information:

Change Notification UK National Blood Services No. 11 - 2021

Coronavirus Vaccination

These changes apply to the Bone Marrow and Peripheral Blood Stem Cell Donor
Selection Guidelines
Please amend the following sections of this entry:

Obligatory: a) Recipients of a COVID-19 vaccine in the UK vaccination programme

Must not donate if:

i) Less than 14 seven days after the last immunization was-given if the
vaccine given was nucleic acid (MRNA) vaccine.

ii) Less than 28 days after the last immunization if the vaccine given was
virus-vector-based (non-replicating virus) vaccine.

See additional information for further information on different types of vaccine.

i) If donor felt unwell due to unexpected complications (other than common
side effects) after any vaccination,

of symptoms. refer to Designated Clinical Support Officer for individual risk
assessment.

Timings above refer to interval between vaccination and start of G-CSF or
general anaesthetic for BM donation.

All COVID-19 vaccines currently licensed in the UK are non-live. Normally,
no deferral period is applied after immunisation with non-live vaccines.
However as the effects of the newly developed coronavirus vaccines on
donor health and donation safety are not fully established yet, as a
precautionary principle, a Z-day 14 to 28 day post vaccine deferral period,
dependlng on the type of vaccine #em%heude{eeewaeemaﬁepﬁepéeieﬁa#ei

J—Ga%a#er—the—Feeelemee—esteptemer is recommended

Immune thrombocytopenia (ITP) can occur after all types of Covid 19
vaccines. WW@—
thrombosis and thrombocytopenia syndrome (VITTS)_in peo

s vector based (non-replicating) coronavirus vaccine. VITTS patients
have severe clinical symptoms whilst ITP may be sub-clinical and go
unnoticed on symptoms alone. The incidence is unclear but may be similar
to other vaccine induced ITP. Therefore a 14 day deferral period has been
recommended after vaccination with mRNA vaccines.

GCSF administration carries a small risk of inflam

thrombosis and thrombocytopenia,_There is a theoretical concern that
GCSF could exacerbate the immune response related to VITTS, Headaches
and abdominal pain are side effects of GCSF which are primary symptoms
associated with cerebral venous thrombosis and splanchnic vein thrombosis
respectively, due to VITTS. As a precautionary measure the post
vaccination deferral period for bone marrow and PBSC donors receiving
virus-vector-based (non-replicating virus) vaccines has been extended to 28
days, for donor protection. As the reported events are extremely rare,
donors may be accepted less than 28 days after vaccination subject to a
careful individualised risk assessment.
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Clinical features of vaccine-induced immune thrombocytopenia and thrombosis

Table 1. Case Definition Criteria for Vaccine-Induced Immune Thrombocytopenia
and Thrombosis (VITT), According to an Expert Hematology Panel.*

Type of VITT Description

Definite VITT All five of the followm criteria:

Onset of symptom

SARS-CoV-2 (0r<42 days in patients with |solated
deep-vein thrombosis or pulmonary embolism)

Presence of thrombosis

Thrombocytopenia (platelet count <150,000 per cubic
millimeter)

p-dimer level >4000 FEU

Positive anti-PF4 antibodies on ELISA

Probable VITT  p-dimer level >4000 FEU but one criterion not met (timing,

thrombosis, thrombocytopenia, or anti-PF4 antibodies)
or p-dimer level unknown or 2000-4000 FEU and all
other criteria met

SARS-CoV-2Mspike glycoproteinB{zFEZEALT-
A Z DAILARGZ—7F > (ChAdOx1 nCoV-
19: AstraZeneca) I 5 1&I1Z VITTZRIEL-EED
AImEE&IAE,

AFYRT2021F38 2B 56 A6 BETE,
2944E B AV E FREH . Definite 1705E45. Probable
SOSEHI D VITTZ R 4T

§ R TChAdOx1 nCoV-19T7UF > D #EIK 5 1%
FEIE

EEEDRKENZL, 50 KiE COREERL
1:50,000, EARDFETENEIL. 22%,

Pavord S, et al. NEJM DOI: 10.1056/NEJMoa2109908
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Vaccine-induced Immune Thrombotic

Throm bOCYtO pen ja 7AVAMi&ES (American Society of Hematology)
COVID-19 RESOURCES

https://www.hematology.org/covid-19/vaccine-induced-immune-thrombotic-thrombocytopenia

Note: Please review ASH's disclaimer regarding the use of the following information. While we regularly review and

update the links, resources, and FAQs posted on this site to reflect the best information available at a given point in time,

the COVID-19 pandemic is a rapidly evolving global health crisis. Please take note of the dates of update and last review ¢
for each published FAQ.

(Version 1.8; last updated January 28, 2022)

Input from James B. Bussel, MD; Jean M. Connors, MD; Douglas B. Cines, MD; Cynthia E. Dunbar, MD; Laura C. Michaelis, MD; Lisa Baumann
Kreuziger, MD; Agnes Y. Y. Lee, MD, MSc, and Ingrid Pabinger-Fasching, MD.

Key Takeaways
Vaccine-induced Immune Thrombotic Thrombocytopenia (VITT)

O Definitive Diagnosis (must meet all five criteria):

1. COVID vaccine 4 to 42 days prior to symptom onset”

2. Any venous or arterial thrombosis (often cerebral or abdominal)

3. Thrombocytopenia (platelet count < 150 x 10%/L)"

4. Positive PF4 “"HIT"” (heparin-induced thrombocytopenia) ELISA

5. Markedly elevated D-dimer (> 4 times upper limit of normal)
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Asymptomatic individual in the early phase of VITT or pre-VITT

Vaccine-induced thrombocytopenia with severe VITT without thrombosis
headache NEJM 2021; 385: 22 VITTOERI D h T, M/ DA T
Vaccination: day -5 Patient 1 Vaccination: day -18 Patient 2 éhf:ﬁ{ﬁﬂ@%ﬂé
{immune globulin, dexamethas 500.000 }immune globulin

200,000 WArgatroban : {Argatroban
150,000 150,000 * June 3, 2021; NEJM 384: 22
100,000 t\‘ 100,000 : A—~\f& 0
50,000 + = mRS score, 2 50,000 + + = mRS score, 6 0/11 (OA))
T T A AR AS BEIAMAFSARAr AR * June 10, 2021; NEJM 384; 23

0 5 10 15 20 25 40 0 5 10 15 20 25

Vaccination: day -6 Patient 3 Vaccination: day -14 Patient 4 1/23 (43%)

200,000 §immune globulin 200,000 {Apixaban e Qctober 28, 2021, NEJM 385, 18

sooe| |4 Apeamgthusone aatoban  grogpain 15000 / 6/220 (2.7%)

a0 “ao00 s +  November 4, 2021; NEJM 385; 19
| ’ —|‘ | ’ '(')“"é“”fo"”1'5””2'0””2'5" 5/35 (143%)
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& EI(Z$ 1145 vaccine-induced immune thrombotic thrombocytopenia

(VITT) DR EMRE

Lancet Hematology 2021; 9: 73-80
Norway
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R, MEDICEVREINE—HORERICBNT, TERTORY Y —| 80 DBRBHRMILYV Y
ANABFREOEEMBOBYMNAELEZ L (115BBR) Ko\ T, FENPETHEWT S QR2ES
1)

o

2 FEEORBEFEOEREEA
A TR
BipE 2l bR b - RO EE
- (R N 7> i 57
- = E R VR R r—NT T
- I > 1

- I > (> % )
- I > £ 7 (
B b bRk D - ER

- A r—NT v T

- I /> 2 1 25 &

- R~ (HROEE)

- IR

Bk e OBk d

D&RGEE
: 1 =
-7~ (IO ER)

2.1.6 %tk
2.1.6.1 #H%E. WEFAOHERVCEHFIHE
BEEIZOWT, RI3IRTHERBITAERE S L,

#3 SR OB
EH
e | —wiEE WARGTFES] (FrF—8) . S ¥V ERBBET (QPCRE) . VALV RS ARG FOHIRE
KooV, UANARATYREVRAZ2BETa 774 )T
TANAKT | R (GRRETRESE) BT A X)) 7 b (BRNETERE. 7/ KT FZ v % JHT (NTA) ,
FEALFR (FFF-MALS) . 4¥%HE A320,7A260 L, BE.Lo4r (AUC) )

EYERONE Bl (75 YA /LR Hexon DEHFREALE) | ACE2 LHATESEVRIBADA L) T viAo

2.1.62 EMWHEEWE/ BHYEBXTHD

BB HEEARMSIL. TA N RRFOWREERL, VANV RRTOWA, BARBTFEZEERVEYA
NLARF. AESRBABEFEEL VA NVARTF, BBV A NV AR FRRCA & Ehiz, VAV
ZRFOWELR, TANARTFOMA ., BARGFEEERVEVANIHTF. REERBARBTFZ
St A N AR T ROFERLME Y A VAR FIT, BERCEAORERURBRTIEC IV EDICERS
nNTWVW3, 7. RCAIFEEOTENEERRICLVENCERINR TV,

2.1.63 HETEBRAHMY '
B TR BSRAMMIZ. 5 e, 5 TMIESE FaimB* | Aect
Faime® RO ARpsgr™ L ENTe, EXAERakskren EEMREg AT RO

6 A BE BRI B

NERET Y FTHE_T A BT EF AR _Fr E’L’(""—rg"vi’ﬁ%



Fnct 13, EROBEBREVCRBAEICL ) BICEHRINTWS, /-, A", Fuipe*
EW FptdgF* 2, WTENLRIETR CTERNICRESND Z EAEREINL TS,

217 REOCEH
BEOBEEURBRFEL LT, IR, #EREBR (@PCR) | BFEE. pHRAR., DNA : ¥ 37 Hlh,
VANRKLT BT A VAR, FEMC | fE MR ASK mmet (QPCR) | 75 AN Sk R pugms*
(ELISA) . =V K b¥vuv, RAEMRE., £WFERENE (BERME) . XY IA—1F 80 RUE
Bl (VANVRRTFRE) AREIH TS,

2.1.8 BEEOREMH
FEROREURRIL, R40LBYVThHA,

#4 FEOZEMRAR (2021463 ARR)

BREZHF Bk = - § RAERM RFEFRE
2 4% A ,
2) | 7
90~ . (73 ] 37 R [ b
| me 2 227 I
EHRARE : : ;g
e ! 24 E—s
- , 4 25A
- E—
Bk d 2 1578 o
P, 25+2°C/60 Mk c 3 27A O 7 2
+5%RH Bk d 3 248 R . 7+ 35

1) BYEERR (—90°C~—55CR523C) 1% 12 7 A F TREREP
2l R, 3 I 7%
EHRERRTIT, ERSEZEL T, 8% c RUME d ORRICBIT 5 SEFHEICARR TR
HHERT, B/ES L FEPHRMICOVWTIZ2RIESR) |

22 B
221 BIAIR OMLE ¥ O BAIRR B

FENT AL THTZY 1X 101 vp/mL DBREDOAREEZEH TS 10 HEBHAO A TAREITH B,
FAERSWLICH L, 10 AORBATIES 25 £ 5 BRFESA TS, BATT, LEAFVVL
v RF I UHEBREATY. LT Y T A BRI UL =F MRS Y T AKTY. R AR,
ARY Y= | 80, =F /) —VROEFAABRME & LTEEND, —REBIIH 7 AR STV (%
B10ml) RUTRETFAILR, ZREEIHRETH 5,

222 BEHE

WHOMETRITZ, REOZARVRE, fE, R GRS, N3 —FT V58, Be. &
BA5E. EFTE., TREUERD, MRE, 7, BEPCRETOEIENLRS, WA, ¥
5 RN, T T 2~8CTHREFEEN S, BEETRZ. IlEXCES. . . -l
BB ShTwa,

BHDOEETRIZOWVWT, BEAERF—NVIZRBITA7aeAR) F—va VREBENATNS,

7 | FEABESRMSICE SR

SEATTYTHE_T A N FER *me\:é:%i_%’fﬂfﬁ?dt;i#éwg Hr



223 HETROBRORE

HAORFBRBIZBIT 2HEFEOERERRIL, RS50LBY THD, BERARTIT, MikA, &
EBRUOHEHECIZEVREINZHANERINTEY ., 2R Fnflika, 8k b RUEE c OFER
EREN TS, TRTFTERAIREDICLVRESN, BEJdOFRERFEHRAEN TS, REEET
Wby, BUEEERIER TORADOKEICONT, 1y MR U ORBREE L Y A% /R
HEHENER I TN,

28, BED OFEIBITEZRY YA_—| 80 OBEFM LY, —HORE B ORFITT A LR
KFREOCEREORYBAELLZL (115EHBR) I2WT, EEOHETHERT S QR2HESR) |

£S5 BAOMNEFEDERERR

EE

8| || PrITxe  prid

sot A, - > % F

ByE AVH 5 Bl BY -

. I > % % (

. ZERVENER
b o . R % F

Mk B AR CY - % E (_

- R /% % (

AP N rad

B S D | | e (N

N EEN 2)-?1:&&%']‘ 3) HBA, 4) A

Bk

224 BAIOER

BRI OB R ORBRFIESE LT, IR, #RRAR (PCR) |, BFE/E. pHRE, DNA : ¥ V7 EH,
A NRRLF  BRET ANV RRFH, REERY, FEMMELT, BRBBE. =V Ry o, EH
B, EMFRENE (B . AY IAR— | 80 RUERIE (VA NVABFRE) RRESHhTWS,

225 BAOREMN
RANOERLEERBROPIZIL, K6DLBVTHD,

F6 HAOREMRR (202143 ARKR)

BRIFRM FEOME | MAORE: vy MK AR REFHE
Bk B CY 3 65 A
RPREHRRY | 5£3C. B2
B 3k D9 3 0% A H5 ABAL TN,
e 25+2°C/60 =+ B Rk C 3 278 TuETFNA LG
5%RH. I3 Bk d WD 3 24 A

1) EERERRIT 12 7 8 £ TRk

Y EedEN 0 Eueaey  [ERMUNRY 000 pBrv

RYRFRRTIZ. ik CoRANZRWT, £9iEHE (BREM) b T rBMERRRD bz
DOFBIZHESLTEY . TOMOBERMFEL ERLH 28 L CHELZELIIRD b, SKiICES
L7z, BRERIZEBWTEYE D ORBMRFRBREEIZE SN TWRWA, kT ORBEREIC W Tids
& Q) ZRE#TL EBHMOVWTII2RIESHE) |

SHFARTUTHE_T A b F g S 5 E K;{’-"-"g'n Sk



2.R HMEIZI T 2 5B A ORI

PEMEIL, BiRFS E CILiRH SN E R R OLL FOME G, AHI OISR - 5 PRI EGE O FF-Ah
(CHEE RITT L) REKRWE EOBBITZRW SR Lz, Zeds. FEhih ORI OHRIA o &R
RERDOBABIZ DWW T HFET ITHECO B A RO TR Y . FEMBREEZWME ) IZR#7T 5.

2.R1 R OHRIF OF ZHIEIZDOWT

HEEE L. AFOHHIRNC W T, WIMNIEB T 23%E & FERIZ, JFIEIZ—90C~—55CTRIFT 5
EEO6MA. BANISEICTHRIFTHEZ6MALEREL, UTOXLIICHHL TV,

)5 ¢ L)L d CRLE S RERIC DWW T, SERBRO RGN B FEERIE MR STV 5,

JRIEDOFNHMICHONT, fE o KORE d TRIESNZEE (FhZEh3ny PE6r Yy R) O
FEHRARR (Wb —90C~—55CKR N 5£3°C) 1kt Th 24, Bk ¢ TREGE S FEKD 4
1 A RS O d CRIE SRR 2 0 H RS E ToO B ERE (MRIR, pH. R, T A LR
RBLFHRLE, 7 A VAR Y T A L AR ) ISR ERZEITRD LTV RN, 7ok, ik c &
Ol d TR SN RO EWRARBRIL, R VA ETT— X 2ET5 7 ETH D,

AN OADHMICONT, L C TRIESNZ]A 3 2y FORBIRERBRIZIWNT, 6 7 AKAE
TOERMERE (MR, pH, B, 7 AV ARLFIREE . 7 A VAR - Y T A VAR HEEE)
ICREREITFED TV, 72, ik D Tl S 7= 555 o R I RAFEBR G LB AU B 0
THLNTW Wb oo, #ik C L #lyE D TRl S - 8K o G RER O B £ 2 RIS/ TR PED)
5. BB O EZ 6 WA LRET D LITAEEE B x5, 2B, L D TRIE S BANZ oW T
EWRARBR ke tr cHY, RIHETT 4 2BETH5TETHD,

AL, B E TICAEON TV DL ¢ KOBRYE d TRIESNZFE 3 vy b O RBIRFRER, I
ONZBYE C TRUE SN2 BAI O RIIRAFRER I W T, REMHICKRE 2RO b Thin e Ex
Do T2 L. FEEKROUF OAH OREICEE L TT 6 VA ETOLENLHERTLILEN O D LB
2B ZEMDE, BRENIRE S LD ARBIRICE LT, 3 o R IR FABR AR 2 #E38 L7z LT
& (2) ICREHT %,

2R2 HUVIR— | 80 DEERINC IV AT A VAR REDOEREORRD 12OV T

filyk B ClLE ST —H O RANZ BN T, WILEIEIZ LD U A VAR REDERIEOFRY AE LT
W2 Z LD WT, HEFEIZLL T O X S IZHM LT,

WM RER (COV002 #RBR) (VS 7ZBUHI D 7 A )L 2R EE O JIE XL EEEIC X 0 FE &
nTnWn, ik B TG S =R-AI O o e v MIOWT, WEEEE gPCRIEDE T A LA
WL B A E U7 R, OB EEVEIC K D IEMIEL. qPCRIEIZ X 2 MIEEICZHA~TK 2.3 5@V Ml A
L7z (1S HEZB), ZORREZMEFT 5720, WOCEIEORBRFiEZ T Lo R, R Y Y r~<— | 80
DR TFWMER AR T Z LIS R  UA VAR FRENEREL Y b EVMEEZ AT Z &2 L7z,
Flo, HEuy MIBITLHRY VY _— 1 80 OE &I, #ik A KURE C ORAIOK 25 THDHZ &
PRSI, TOFRRKIT, Y%y b TEH SN FEEOIFRFHHTRIZENT, Ro TR Y —F|
80 ZIMEIRI L CWeZ & Th oz, BBHEICHISET D720, LIEORLE b O3 K O B 0 fiH|
IZBWTIE, RY Y _— | 80 DEBEDFELZ T2 qPCRIEIZE Y 7 A VAR FIREZHIE L, i
KRB & (5x10"0vp) ZRE Lz, 72k, ik a KOWIE ¢ OJFEE, WONZHYE A R OMLE C oAl
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BT DUANARAREORIEIL, WLEEIZLY ERESNTHD DD, RY VL — MEEITR
tgu¥ﬁﬁﬁ%&iéﬁwﬁgf%okoé%:\@CR%%%DT\@an@Eb&U@%c®E
HOAONCEE AL Rk B ROMYE C ORIFIOD 7 A L AR EE 21 U725 5, A BT R B OV S
M TCENRW &R LT,

Z 0%, HEERNE (L d OFEEKROEYE D ORAI) IZOWTE, 1ERODBLEIEIZMRD D VA VA
BAREORIESEE LT, RY Y L_—h 80 & UANAKAEyBErREREA A R u~ N7
TSI 40— ANWEZ Ll LTz, MEMEFEZAWTHRIE L7 A L 2k PR E, fyE b, )k ¢ &
Ok d oJFEER, I ONCByE A, B9k B, Bk C L OMLE D o BAIR C, 9 TRl UK & 7- L C
Wiz, F7o, TARTORIEIZOWT T A VAR 872 0 OG22 JE U7, £ RS M OV S
FCRERETRD LN holz,

HeREIX, LR XL 9 I L7,

WU Y L_— k80 MBI S - BHI D 7 A L AR FHEFE X, QPCRIER DEA 4 A8H#h s n~ b
777 4 —FHOCTHRE LIRS MORK L FETHDH LB 25, HFEHIETIE, RAY Y _—
N 80 DWBEEZITIRVEA A LM v~ NI T T 4 —F DI LG, Yl T A VAR R
DOEBNARETH D, 7B, BWKRABRICB VT SD HREE LTHWOREHE (115 H2]) 13, #ik
IOEZENE RIE Mz . ¥ A L 2RI EE ORIE LD BRFFCHNE O RN D, FREEBY
TholotEx 5,

2.R3  HRINANZ W T
AR (BAD 121X, HANSERICB T 26 282 2 b~ 7 2 U AR ER I T DA, 1
X, LR OREN S, FrEORIBEIT /v & L=,

2.R.3.1 B M OVGER 1 NS 2 @RI DUV T
MR E, B SN BES . b~ 7 %> 7 AOBK K OB FE L EMIZHOWT, BB
RHREIL 2w & L 7=,

2.R3.2 EEMEIZHONT
FrEIX, IRHSNT-ERIN G, SREGEHGE SN 8AFR ot~ 7 32U LD HEICB T, %
M EORBENAE U D rTae ki &l L7z,

3. FERRRFEPEGABRIZ B3 2 B R K ORI I 5 1T 2 A O
3.1 W E AT 5 EER
311 <~ U A% REMERE (CTD 4.2.1.1.2)

BALB/c v U A (ARHIFE : HES B, tFREE : #E3 6) KOVCD1 ~ 7 A CRAIRE « ME 8 i, b HHE - it
341) 12, ARHFIXIL ChAdOx1 GFP (4% 6 X 10° vp/body) % HA[AIf) AN 5-% . SARS-CoV-2 (Zxf9 % AHl
DR RN S, BRIZUTO LY ThoT,

O S Z U NTHE ST OS2 12T DR [gG FUADIRFT (ELISA #£)
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AFNFHH% 14 HBIZ, SREOMIEE AT IgG Prik 2@ L7 R, WTInoARARETEH S1 &
RS2 e IR DPEA 3ZRD BT,

@ SARS-CoV-2 {Zxf3 D HRIFUROME (327 A VR Z W= hfnbudk o #rik)
AFFE 5% 9 HEIC, BEEOMIEZ VT SARS-CoV-28 (2% A FRHE 2R E L~ fE R, W
FTHOAFIEETH SARS-CoV-2 {Zxf9 2 FRIFURDEEAEDZERD Hiviz,

@ IgG V77 7 A0kt (ELISA #£)
AAFNBG% 14 HBIZ, SEEOIMIGZHAWTIgG 727 7 A (IgGl, IgG2a, IgG2b LT 1gG3) %
HIE LTS, W OARZIRETS Thl (IZBS# 35 1gG2a & TN 1gG2b OHEMMNFRD BTz,

@  PREARIEIZ 31T DY A R A PEAEDKET (ELISpot 15 OSHIIEIN YA b 0 A L Yetaih)
AR E#% 14 B BIC, SEEOMIEMIRE S ¥ o Ry E2K, S1 XX S2 X7'F KTl L 74k
. Thl (BT 5 IFN-y FEAMIEOBIMMATE D Hiviz, Fiz, AFIFETIL IFN-y XL TNF-a % &
9% CD3 BHtE T A28 L7 —J5, Th2 IZB3E 3% 1L-4 T IL-10 Z AT 5 CD3 Btk T A
FDEEINTRD b7,

3.1.2 7 X2 EMERE (CTD 4.2.1.1.7)
THORFIRE M3 ) (2. AHF (5.12X10' vpbody) ZHEI XL 2 [ (28 AN AN 5%,
SARS-CoV-2 (kT 2 AKHFN DG S ENHE S v, FERIFLL T ERY ThoTz,

O S F U THIZHT DR 1gG PR K PR DORET (ELISA VER Y 22— RU A V2% Hn
7= RIS HTIR)
AFIO MRG0 2 BB G#IZ, G ORD 1gG HLA & Y SARS-CoV-2 ¥ =2 — R A LA
X D PRHUA A IE L72RER . WT N oFUR b AR G% 14 HE 2 ORE S, 2 B EIC X
L HEINAERD BTz,

@ R ERERZ WA A CPEAE RO T MG E ORET (ELISpot 15 M OSHIfEN A kb A
VY E)
ARG 14, 28 3342 H HIC, BSHEORMILEREEKA S & LV EDORTF R 7 — /L TR
L7, IFN-y O, NS CD4 Btk T Alla K O CD8 Bt T Ml D )ig IR A R 7 A
YO DR BT,

3.1.3 LB (CTD 4.2.1.1.2, 4.2.1.1.4)

T AT AKX L ChAdOx1 GFP (4% 2.5X 10" vp/body) % HA[E] (AHIRE : 6 B, XFHRRE : 5 41)
A% 2= (28 HMKE)  CRAIRE - 6 6], <FHEHE - 1 4]) AN G#% (CTD4.2.1.1.2) | ROARH| (25X
10" vp/body) Xi% PBS % Hila] (ARAIREL O%FREE © & 6 ) (CTD4.2.1.1.4) THIKWWN&E 5%, SARS-

8) nCoV-WA1/2020 £ : 2020 4F 1 AIZKET v b INT, FEEBED S IFEZIC COVID-19 ZFHE L7 BF O OFEHIER 7 7064
Bt SHP= D A L AKK, Wuhan-Hu-1 82> 5 07 2/ BRZERIT <, LIRSS 5,
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CoV-2 {

Iz

@

£V SARS-CoV-2{

R D ARBN DOFIRISE K OFEIE T RHR DG S iz, LT ORER G
IRT DRIETRINRENRD b P L TV D,

(T AABS

S & LR BRI 1gG HUA K O FIHUADORRF (BELISA EK ONE T A /L A Z H Tz RFIHUR 47
%) (CTD4.2.1.1.2)

AFKID SARS-CoV-2 ([ZHRFZE AT (HRIEE L 2 M 5% 28 HH) (2. SREOMEEZHANT, S
K X7 R R HUARIE ONE SARS-CoV-2% 12k 2 IR 2 e L7k, ARAIER G2 XY
WTNOHUREALRDO LT (RT) .

# 7 AKEE% SARS-CoV-2 BEFE E Fi O I+ RBD $ 21 IgG

RBD #5509 1gG HiiAAf

Lk O LR
AT

i GMT [i{f] 95%CI1] GMT [j{fl] 95%CI]
HL [ 50 955 [447,2041] 15 [9,26]
2 [E1# 57 4365 [1698, 11482] 52 [24,115]
it B 50 3

A I HLEZ BRI
42.1.1.2)
ARFN O Hilalge 5% 2 IEI%EEM& 28 A HIZ, FEEOEW A SARS-CoV-2 (2.6 X 10° TCIDsp) TEffe
V\i ﬁ WL DN SUTARNIREE U, BREE% 1~7 B B8 HERE L 7o kRS g ek %2 S & o %
ER TR LIRS, ﬂiﬁlﬁif TIREEE% 1 B BIC IFN-yO BN S 417-, —J7. TNF-a, IL-
2, IL-4, IL-5, IL-6, IL-10, M ONIL-13 Tid, AARE L HEE (ChAdOx1 GFP ¢ 5-8f) 12722581358
DHENIRNoT,

BIFDY A MBI A UPEADRKTT (ELISpot &K USHIlBN YA k1A > Yetaik) (CTD

SARS-CoV-2 W& % DFEIE T B2 R O #est
1)  TA /LA RNAGRAF, BRREE, Ml oJR B 7R . (CTD 4.2.1.1.2)

AFNOBE B 530 2 [ 5% 28 A HiZ, SEEOEM % SARS-CoV-2Y (2.6 X 10°TCIDsy) T
e, BN, DFENSUIIRNIEEE LSS, 7 A /L& RNA FR(7. IO B E I AT WL OV R
iER a7 IR DERBY THoTz,

78 SARS-CoV-2 IEFE% D v A )L A RNA A7, MiOFREALRE RO i O R A = 7

P H AHEE (R S) AFKIEE (2 [A1#5) S RRAHE
7 A LA RNA Ay (RS | & MR Beiig KU X R R KB SRR GER IR -
NP S OVl AR) 3 HHE 1/6 5, 3 HH 1/6 . 3 HH 6/6 .
5 BHH 0/6 4 5 HH 0/6 4 5 BHH 5/6 4
JitiRE A JitikEA JitikEA
7 B H 2/6 {51 7 HH 2/6 5l 7 B H 6/6
Jili D BRA AR T PT 5L 9 0/6 1 0/6 1 2/3 5] ©
GRS A 27 © 3HH75 [5.0,10.0], 3 HHS88 [7.3,10.3], 3HHE 125 [108,14.2],
(CF%)E (AR 95%CI1)) 5HHA 18 [03,34], 5HH®63 [3.509.1], 5HH 93 [69,11.7],
7HE20 [09,3.1] 7HE75 [58,92] 7HE 95 [6.6,12.4]

a)  XfHREE : ChAdOx1 GFP £ 5.B%
b) TA/LARNA: VA /VABREER 3 KOS B BICKESUMIRGEEIR, 7 B BICT#MMREEREL . gRNA BtEE] 2 39,

c) FERARMEA =T : SARS-CoV-2 IEFEL .

A
d) A RIRES T KO3 T
e)  UA VARBTG5 A3

LRI,

14 H BIZEREL L, JilifsdE 2338
LD BTz,

2D B LT BB A FEATL,

PR OERORIE, W, Wk, FEROURORIE, SR NTIEBIME 2

2)  UAJLARNAGRLE, OB TFIFT L CT 227 (CTD4.2.1.1.4)

12
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AR OB E % 27 B BIZ, {FEEOEW A SARS-CoV-2? TEERN ITKENIRE LR, v
A JVA RNA A7, HiORBRAARET A ONCT A a7 i3k oD LB Tho Tz,

729 SARS-CoV-2 g% D7 A LA RNA JEA7, MO BT A L N CT A a7

= N T T P A
A i W% 7 0 A B 13 0 B 14 N A
RUE S RS A FHRE 0/2 Bl 0/2 B 0/2 1
7 A /LA RNAY 517 R @ 2/2 #i 1/2 # 0/2 i
g g . AFIRE 1/2 il 0/4 1
A O A /1 2 RNAY FRAF ol FRHE © 2/2 151 3/4 5
g s o ) AR 0/2 f1 0/4 451
AR OIFERARIRPT 2, S RRE Y 2l 14 il
MEEE% S A H MR 12 A H
CT A7 ® ARAIRE 75 [ 63,87] 83 [4.7,11.9]
CF4E [ 95%C1] ) KRR © 17.8 [13.4,22.1] 7.0 [3.7,10.3]
a)  XIFREE : PBS #5-8
b)  UANVRGREER 7, 13 ROV 14 B BICRE SMIRBESHE T O 7 A L R RNA B4R 2 qPCR 12 & 0 #FAi,
c)  UANRIREER T KO3 XL 14 B BT O T A LR RNA BHEE % 1SH 2 X0 #F,
d)  UANVREETEE T RON3 T 14 B BIZERRL, JlREENTED b IE % T,

©)

CT 227 : $VH7 R, RIME., 7907 RZENEICHRE 28O BT, R OV NELRIRIE R O A 8 X 0V
B O ZEARIE 2 T

314 7=l v FXERE (CTD4.2.1.1.6)

Zx by b ORFIRE - M4 3036 B, RFIRGEE - M 2 B, &k SARS-CoV-2 B @ 6 fiil) (2. AAISUE

ChAdOx1 GFP (% 2.5X10"vp/body) % Hila] X% 2 Bl (28 HHFE) MKWAHEG%, Ik~ TR
[E{t L7z SARS-CoV-2 (7T AT ¥ a Ny NEAR) ZBEIHRNANEGH%, SARS-CoV-2 (233 2 AH| D%
PEIE L OFIE TR FH S iz, LT ORERD G, WEEF L, AAIBRGI12 LY SARS-CoV-2 (2%}
T 5 —EORIETHINREBRO b EFA LTV 5,

@

SARS-CoV-2 & W= HhFnfuiRk st (PRNT 1£)

ARFNO B AF 50T 2 [l 5512 S RED MG Z2 VT SARS-CoV-22UZ %3 5 RFRHLR % FRIFRY
WHIE Ui . HEREIZ X0 mRSUEOREA NS Hiv, 2 BIEEGIC X0 fRdidE s —imekic
gL,

SARS-CoV-2 I&& 1% DRYLPIH, FIE T B2 SR O feat

K%U@%lﬁl&“%ix T2 E 5% 28 A HIC, BEEOEIYZ SARS-CoV-2 (5% 10°PFU/body) T
PENIgEER U, MREET2 15 H B £ CoO PR, WHIHA Y 7R & OMKIZIIT 5 7 A /LA RNA &%
TR | {El T LTo, SPEBEEIR L OMHEA A U 7 Cld, REIFED 7 A LA RNA &I%, *HFREECATE
{t. SARS-CoV-2 FEIZHERTIRIETH 72, —J7, MR TIZ, WTFNDORETEH 7 A /LA RNA [T
N olz,

F 72, SARS-CoV-2 D EZWENIREFER 14 H B I ORISR ELZFER L2 A, WThoO
FECTHRIEMIRAEDTRD Hv, WEME TR aTIIR 10 DEBY ThoTz,

9) Australia/VIC01/2020 ¥ : 2020 4F 1 AICHE OB S A LR ATFFEE I COVID-19 Z3JE L 7= B 0 BIFTE 2 7 7' )5 4y
SENTTA N, S H /I S24TR BREATHI, HINHAT L2 A L ARk & Y PEITRSE LR S 5,
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7 10 SARS-CoV-2 W 14 O ifi O EARKR ) A =277

- SARS-CoV-2 AR R P
HH BRER% D H 3K SARS-CoV-2
WG | 2Egh | HERG 2 [l ]
5.0 12.0
Jili DR EARR A B A 2 7 9 6~7 H 2.0 30 [2.2,7.8] 8.0 [10.6, 13.4]
CP#ME (Wi 95%CT] ) 1315 H 4.0 4.3 6.0 7.5 5.5
[3.1,4.9] [3.4,5.6] [3.6,6.4] [6.8,8.2] [3.5,7.5]

a) M OFHEARTHI A 27 KE SOUTMRE S~ DB U IR OI=98 2 01 5 SO, 458 P~ D RAEME M D=1,
it e i R O flea e~ oD SR REPE e 0D i 2 il

3.2 AR (CTD 4.2.1.3.1)

KA GAZ K 208 R PR RS R~ DR % T 2 Z MR OMEIIR 11 0L BY Tho
Too HHEMRERA~DREIL, ~ U RZBT 5 AEMHRNNE G- EERE (CTD 4.23.2.1) O TiHliS
7oo WEEEIL, LT OREREZRNE 2. ARG X D 0MER, FFRER, FAARRE R O EFRBERE~D
AT O LNV EFHL TN D,

£ 11 PRI R O B

R R FF fiiE IRt , o WRAETR
A IR e (Lbody) | T ERFTR JAReS
e % DIER | M, K. R oL
(CD-1) 0, 709 R 42.13
a 2 ST T K . L=

(6 0L/ 8 | ppses g%géﬁgﬁg 12 138

a)  AFEl (2.59X10"vp /70 uL)

3.R EHEICI T DA OB
fEH SNTZER L OLAT ORENT L0 | BRI, AFN O IERRR IR ISR Be O RTREIT 220 &I L7,

3.R1 EABEFIZHONT

BT, AROERBFIZHOWT, ITFD X 51T L=,

ARANLFH A NBEFE ., SR E L ORI EY U, BN TS Z v RV BN HRBIT 2 ¢ E 2D
D, AKEND invivo TORRTIX, AAEEIZ LD SARS-CoV-2 (2T 5 FFfikopEd: (w2, 7
.Y, 7oy b)) | IgGa KDV gG2b O (7 A) A NS IFN-y FEAE CD8 [t T Ml o ¥ 0
IZFEB O B LD Thl BALORIEINE (v A, 7#) | WTNZ SARS-CoV-2 (23 2% —EDFIE TBh%hH
PERSNTWD (P, 7= v b)),

VI bEORBRFERZ IS E 25 & AFNT, KN T SARS-CoV-2 (2% % ALK EEA, J O Thl {8
PLOGPEIE (RMESE K OBt E %) 2 A5 L, SARS-CoV-2 (T 2 RIE PRIV R 2 &R T 5 &
EZ D,

AL, ROl E THA LT,
3.R.2 SARS-CoV-2 ZE BRIk 2 FFEMEDOFHEIZ D>\ T

kgL, KRB OB LRI E STV A Ff % O SARS-CoV-2 28 BERIC R 25 AFNZ L 2 g rED
FHEICOWTHHZRD, HEHEIFILTO X I L,
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2021 1 A 14 AEEET, EWNIZBW TEICHITL T2 O1E, B.1.1.284 XN B.1.1.214 SAfE D2 Bk
ThH 51, Z D 2 %ML 2020 4F 3~4 HIZERMN THAT LI BB K ZBRE L, HURD FFNEMIZ BT
527 BERIIRD LR, —F, 2020 4 12 A FALKEE, BENTH, EE, BT 7 A HRE K
U7 7 2T 2020 4 9 H~12 AICoT Tty S =28k (B.1.1.7 &, B.1.351 Rk O B.1.1.248
Fift (P1 R BHEDEIL, WTFHOZEEE S PRGN b OEENFES S TN D

SARS-CoV-2 ZEFEIRITkET 2 ARANT L 2 HFEEDOFE AL MR T 5720 :\awmlﬁ%(ﬂzﬁﬁ
M) CARAKIZ 2 [AlHERE L 7= B O Mk 2 AV C B.1.1.7, B.1.1.248 &' B.1.351 ZEERIxH3 2 HFnt
REZWIE L= & Z A, Victoria £k V& [ilg LC B.1.1.7 R TIE 23 %, B.1.1.248 Rk (P1 i) T
%29 %, B.1.351 BRI TIL 9 FHRIEENSME T L7,

BE, A7 AT+ —=FREROT 4 v U4 —F =T RRFEOIRET, AFOFE &k
JEMEIZIE & D & 5 SARS-CoV-2 2 BARIZ )T 5 T i 2 i L TR v | s v A L 22K
AT T AN K o T I BT 2 BRI 2 W AEME ORI ©17 5 TETH 5 (T.R24 HEM)

PEAEIL, HEEE ORI Z TK Lo, BRI 2 AR OFRMEIZOWTIT 7.R.2.4 THTH| & fit & 7k
ERAE

:m
E:D

3.R3 FREHRY 27 1T2onT

FEA% X, SARS-CoV & O MERS-CoV IZXT 25U 7 F v OEMRERIZEBWT, V7 FU#EMIc L > Ty
A NVASEGLREOFER N T 7 F IR LD BRI 5 Y X7 (REER Y 2 7) RRESTnDH D
LD AFIEEREIC L AEBHRY R 7 ICOWTHBERD, HEZIILLTO L 513 L,
PREBIEER U A 71X, SARS-CoV X°> MERS-CoV Dtk R A 5 & 23 RSV IZxt4+ 277 F
THHRESINTEY, FRIEHEO 2 WPURDFEA K N CD4 ~L X—T fifldZ 38 L, Ml 5 i fREk
R Z LS Th BALOREIGEICER T 5 B 2 Hvsd,  (Clin Vaccine Immunol 2016;23: 189-95) , L
MUZRN S ARFBERERIC, BMWRBRICIBV T SARS-CoV-2 (23T D LA NEA SN D Z L, KDY
Thl BN OWMESIE e OHIRMERE RN E I ND Z E BRI TV, 52, AFIOT B 7Lk
N7 =z by FEAWEKERE (3.1.3 EHEO3.1.4 HBM) (2B T, AFIRE Tl IBEE & i LT,
SARS-CoV-2 DEFZIZ J 2 fFFREIRE 2 11 5 flik OYEEITER D b o7z,

PLEZESE 25 & AFERRIC X DHEEIRY A7 3RV EE X 5,

FEAEI, WA Oz T/ LTz, AFlZ b MIEGE LIZEROREIERY X 72OV TILTR34HT

%I %flh% uﬁzuﬁﬁ‘éqéo

4. FEERARIEDERERERIZ B 2 W L OIS (2 1) D 3 A O NS
AHN e PN T B R 3 AT BR D Rl 3 R H S T,

10)[E ST B YIEM I AT #Al a2 m o 7 A L&A SARS-CoV-2 7/ AIEHRICE D FEFHAA (2021 4 1 A 14 HHEEA)

https://www.niid.go.jp/niid/ja/diseases/ka/corona-virus/2019-ncov/2488-idsc/iasr-news/10152-493p01.html

IDESZEGSENIERT A ARICI T 2 &G - (BB IEDZE AR SN D H 7 v F U A L A DB RRIEF IOV T
(2021 4F 2 ] 26 HFFRD) o B.117 ZE5ER7% 152 1, B.1.351 ZE54K7A5 4 BTN B.1.1.248 ZE5HK728 2 fil, EANTHE SH TV D,

https://www.niid.go.jp/niid/ja/diseases/ka/corona-virus/2019-ncov/10221-covid19-37.html
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4.1 RN H (CTD 4.2.2.3.6)
KE &~ 7 ATHHANE G U 72 B O SRS~ oM et Sz (£ 12) o

# 12 RO AEERN AR

HEAT BERE | e (F) (Vﬂj/;jj) Wik Sy
BERRERAL, BUARYD o/ Ei. W | AAIFED DNA Wifrix, &Hkn
GGG BT b et FIBEY > 5H, MY 25 | DL DNA Ehrf: L, i
(CD-1) (A, | (MR O AH| i, M. BBE. ACERRRE. O | B9 PCRIETHIE S A Mk 1 ng DNA
(MERER 5 1/ | 2 ) 2,3,5,9) 3TXI0 | hg R, BIE. FFIE. . | Voo r—EaEH SRR, ©
R ) KEEL OREA. Mgk, EBE. M | & A PCR ¥ © LLoQ 1% 50
IR, BB, FLIR. iK% O | copies/reaction TH o7z,

AF|H kD DNA W iR Wl 2 R LTI BRSO DS Th L EMRETHY | B
#% 2 B H TIX 10°~10" copies/ug DNA (30 #r{AH 1 friKIZEZRFAKR) Tholodd, BRFRRIETH
[AERD B, I 29 A B TiE 10°~10* copies/ug DNA (30 ik 19 ki E &R F LR ThHho
Foo Eio. BEEEG 2 B A, BB WL MR OWRC BT, IR CERIBR A~ 10° copies/ug DNA)
TlEH L OO MEFRD T, FfE% 29 A B £ TR 2K FEMBES b, Eofh, B2
B 1I~2 BED BT AMATRD I FRALIE, PR (10° copies/ug DNA, £7##% 3 HE) | REY 3
fiii (10? copies/ug DNA, 127 9 H H KT8 10° copies/ug DNA, #5E#% 29 A H) . BBRIEY <8 (102
copies/ug DNA, #fit% 3 HH) . ¥ (10° copies/ug DNA, #fi% 2 HH) Th -7

4R BB D EE O
FEH SN2 ER L UL T OME LD . BEEIE, RFNCRET 2N SR OV TRE DR ST RN &
I L 72

4.R.1 AANIDAEKAZAITDONT

HEEE L, AFDOEENDHICONVTUTFO L ST LT\,

~ U A% W AERN S ARBRIC IO TARANCH RS2 DNA Wi 05046 2 5l L 72 /558, AHAI 2 /)
PINFERE L 72 B, ARHID 5340 O KGR I XEERRERAL K OV DU EE OFARRIZBRE S iz, BN LA O]
e CERE. IFRE. PN, S (2D DNA Wi O EE O BV, BT NV OUTE Th 54 E
MR L LR TIECTH 0 . RREEA 728 ME R 2 7R Uiz, $EREERAL LA OFARE~— By L7z & LT
b AFNIHEHIER A NV A TH D Z e HER - T2 2 L SEIFINICIHA T 5 LR S LD,

BefgIL, HEEE OB A TR LT,
5. BMERBRICE T 2 ER R OIS (2 3 1 2 3 A O
AR ORI E LT, ERGRIERBR L QBT AR MERBR O B R HH S iz,

5.1 HREH G REEERER
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AHN & - EE R ER T E G S TR W, ARl RGO (BrEFEE) 1T
7 2B D RAEBRNE S EERER (CTD 4.2.3.2.1) OFEIFEGHZ O EN G M S -, AFES
R DT, AREFE GBI DiFE, KR EF (+047°C) HERROLILTND

5.2 ERGEIERR
KA FINT, =7 A28 2 AR AN GRSz (R 13) . ERArid, &5
RLIZB T D RIEMZLTH - T,

# 13 ER S EERR

E o i . WHIER | IR
RER R @ e 53R (uL/body) B (WLbody) JAR
6 I
ikt & 2 BB F3EY | gy g [10°: FEER, 8GO - 45
(cD-1) lele + L 70 42321
s 28 AT

a)  PUBRDHARTE 1. 22 X UV43 HIZ, 35 pl/site TZEAT O KBRIUEA (2% 5-

b) 10mMERFTU 75%[viw] A7 —Z 35mMELT R v A ImMEb~ 7R T A 01% AT Y AX—1 80, 0.l mM
EDTA KT} 0.5% [viw] T4 J —/V&A K (pH 6.6)

c)  AKl (3.7X10"vp /70 uL)

d)  RERBASAHL 22, 43 RN 74 BT S ¥ VT BT D HUAEEA DR HER STV D

e) PGB0 A EAREIDICRIE D FED %ﬂfdﬁ\ INFEICHR (Toxicol Pathol. 2020; 48: 257-76) % B E 2. R GHEALORIED R L
iR TH Y FHEFHICER u‘_ﬁo IR L STV D

5.3 EfsEritalbR

AHENZFHNHIND ChAdOx1 X7 Z — TR ~DROALREZ R - 7002 LG . AKFK A2 W~ 8E8ix
EERBRII I S LTV R0,

54 73)/1/)? uit%

ARENIEER TOMEHAN 6 1 A LL Bk S D RN TIERWZ Enn . AAlZE W08 AUJRPERER X
Ehfi STV,

5.5 /B A EIERER

~ U AR DA AR S v (R 14) o RAERGICL Y BEW R ORI~ 05
6imuy) Ehféjﬁ)o 71—\_.0

15

K14 AR R UR

~p 5 S ha 5 L H& N e WA B
ABROT AR TR B3 (uL/body) ERPTR (uL/body) CTD
REEh)
ZIERE MK OFEIR F 709 : 72 L S0 (:b
T L T LU e | e 0
éw&@ﬁiﬁm Zgi el E?E§$Ei 0% 70 709 L | BB R 70 423522
FAEW N REHED -
FERERABR F1 AR F1 HAK @ 70
709 7e L

a)  ZZBOET 13 B, WEEE 6 KUY 15 HIZ, 35 pl/site TAEA O KERIUSER 2 #% 5

b)  10mM b RXFVr 75%[viw] A7 BE—R 35mMEfbFT FU U A ImMEfb~ 7 R T AL 0.1% AU Y — | 80,
0.1 mM EDTA } (8 0.5% [v/iw] =& / —/E&HKIEH (pH 6.6)

c)  AHl (3.71X10"vp /70 pL)

d) ARBRBHLAT 14 B, B 7, 15 KON 175 B (%I@JEEJH#) KOs itt 7 ROV 21 BICBT 2R, TR 175 B GFEY)
BIEE) AR, RUMME# 21 B o F1 HZERIZEBWT S # 0 _ 7 BT 2 HURE AN R STV D

5.6 JPTRIEVERER
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AFN O JRFTRIEIE L, ~ 7 22R0T D RAEFH RN G mERER (CTD4.2.3.2.1) OfERD bRkl S 4,
KA GEBALIZEAENED & D E D RIEN RO TN D,

5.R HEHEIC BT 2 HAE ORES
FEHEINZERR O TORG L0 B, AFOEIEICEEORIBEIZ 2V & L,

SR AEFEMIEA~ DB DOV T

AT, AFE G X2 AT O Y AR A~DHLEAL Y A7 IZOWTHBZ RS, FEEEIILLTF O X
IR L7z,

—EIZT T ) U AN AR Z—3fE A ER A~ OFIARRE GLALEME) ZR-72 0o, Il
ABTIDR g 22— L X TWABHD (Nature 1997;389:239-42) . BAEDT T J U A VAT X —Z FHWn
7= in vitro FRERSC in vivo iR Tl RSO, FIRERMIE, S IV, (KEE (1Xx107
~1X100vp M) TIEHDHHDD, TF ) A VAT Z—DNA OYEOR~DRIABZ DR E ST
% (J Virol 1999; 73: 6141-6, Proc Nat Acad Sci USA 2005; 102: 13628-33, J Gene Med 2008; 10: 1176-89, J
Virol 2005; 79: 10999-1013) . L22L72223 6, AFEMIIZOWTIL, 77 /) UA VAT Z— (3511l
G L7222 & (Exp Cell Res 2006; 312: 817-30) | A HAIRIZ Y 2 N RICITHEAGA £ 700
Z & (ProcNat Acad Sci USA 2007; 104:2596-601) . FEHEAIZHK G L THRMADOEIZ~Z % —DNA 1%
REI NN & (Fertil Steril 2008; 89: 1448-54) | K OVFEENRINICEE G- LT % INEERIAIZ R L 72
Z & (Gene Ther 2003; 10: 580-4) 3 ST\ 5, F72, E=EM PCR £ (GE& KR : 50 copies/reaction)
AW AERASARBR @1 ESH) Tk, AA 3.7X100%vp/~ T R) OFRANELIZE D RKEIH
kD DNA W1 O o3 A I XHERE ATl CREEL - JRBE) CREBRMBARMG CTh o722 & ROKRHI ORGP T A
JL AR EEAEI 300 vp/ifu P THD Z EEEETDHE. ABRNTHRNEGIZ X > THEMEHZA L, £
FHARRIZ G35 V) A 7 3D TIRWE B 2 5, LLEZRENE X D & ARAIF G X 2 ERa o getafk
SOFIAZY A7 ITERD BN EFE XD,

PRI, HEEEOMAAZ TR LT,

6. EWIEAERER L OBE T 2 001k, ERRSEBERBR I BE 3 2 B RRIE QNI 35 1 2 3 A O R

6.1  AEMHEAI R N OB 5 AT

PBRE DR— AT A RO GRS ORI BT, MG OHX 7 LA & v X7 GHR N ELRLF
FHEZHNTZA LT AT E O RE STz, TR ORHMEIZ VT, HBRE o miET oS ¥
YRTBRIRR S NTF T Ly 7 ABKATEIICE, PRPURR S 2 — BT A )L A XE SARS-CoV-2 DE
o A VA (Victoria/1/2020 ££) Z FI 72 HAIERBRIEIC L 0 JIE S v7z, £ 70, MilarE e o FEmic sV T
BB OIMFR K 0 AR I HEAZER 2N 3B <AL, Thl YA A > (IFN-y, IL-2 2 (X TNF-a) & O Th2 H A
N4 > (IL-4 e OVIL-13) 25HIRAN YA B 1 A Qe iz 0 | IFN-y 23 ELISpot ¥EIZ & 0 lE S iz,
COVID-19 O 7 A )L AR 72 e FERRAT 121X RT-PCR {530 E TMA IER AW BT,

12) BRIRBBRICH W ARFIFR O T A L 2R A E1E 4.0~6.0X 10" vp/dose, 7 A /L AS ) L3 B —411% 2.9~4.7X 10" copies/dose T -7z
(CTD 5.3.44.1) ,
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6.2 [RIRIKEMARR
ARFICBVT, BARRERBRIIER STV,

7. BERABIMER CEROTEMICET 2 BN ONTEEIT B I1T 5 B E DS
AR OEZEMICET2FMER L LT, £ 15 1TFTEN 1 RROBEROVES 4 RBROGEARRVT
DFERPBHEINTZ, 2B, FEEBNICEEFN-RROWIKILI7TRIIER280LBYTH S,

F 1S BRI (FRMREE) ofiex

SEHEHbIR R4 Eicl SE 3 EEAEI D BE: - BE ECEES
(ERE)
EN D8111C00002 1/I0 18BRLAE | AFIBE : 192 ) A& (5x10¥vp) XiTAER | T2t BAE
REEA 75 REE : 6451 BHEKE ARMOBREE | . SR
W2 RIFF RPN
s COV001 Bk, - 18 mRLl k| &A1 EHEREE : 1834 61 7.1.2, 7.1.3, 721 RUR7.3.1 | Bihik, 24
COV002 Bk, AF| 2 EHEFEEE : 11977 ) HBR . R
COoVo03 RBE L HERED 7 F 1 BHER
COV005 RE D #1762 41
BrefRyy SEEAEY 7 F 2 BIITEE
BEEY 770+ 75K
FRBY : 10200 4

HIRREY 7 F 4 MEBRABERERY 77
HAGFEBITIC VLTI RN RE L,

FRBRIIBVWTHEA SN AR ORA R CREL L2 11.1 THEK 55 37T, SRR CHSMITORS
L ENT-EEHOERE L. BF) 2~5X101%vp) NiIHBE BEEAEHY 7 F o ITEBEHEK) OV
O 1 EEER T 2 EHEERICEERICH Y 1T oz, BFEBITTIX. A% 5X101° vp iz %
NEREHBLZEERE (SD) & LT, 2X1010 vp, 2.2X10" vp X% 2.5X10° vp #{EHE (LD) & L
TERYHF -7z,

7.1 % I1/OAERER '
7.1.1 ENE I/0483E (CTD 5.3.5.1.1 : D8111C00002 3XBR. EMEHIR 2020 42 8 A~EfH, F—&
mys8 20 =l r EEmm. we=]a P e cenmn)

18U LD ARAREAN (BIEHBRER 256 6 : RFBE 192 61, 7T ERBE 64 4) xRBIC. FHKlD
Lt DEMRVAREFEEERTT I L2 A0E LEEESL_EER 7 5 &Rt BIEITRR ik
RERPEN 5 R TEEPTH D, 2B, TRTOEREICOVTHIEERE 56 AOXREETEST
T8 Ay bAT Lk,

L - AR, TRBRIE (KA 5X10" vp AR REK) 2, 4 BRIET2E Q EBEERSOITR
HMiZ+2 B), BRANBEETLIZ L L shi, ARRICIZ. FHORRE 2 o0ak—b (akx—Fk C

(18~555%). 2R —bF D (56 IEAL)) BMREE N, 2F— b DT, 220 % Fak—k (7 ak—
DI (56~697%). V7 =xR— kD2 (T0RLLL)) BBRESIZ, #HBREIZ, Fak— BT, &
FIREL 77 BRI 3:1 OLEETHIY i bhiz, 2B, 2&— b D TITEIFTEHZER (D1 I D2) 28
B&LTEREIN®Z,

BIEALS T2 256 BIEBITH2< L b | BIRRENEE S, £6) (ah—k C (5 128 6, Axpe
96 i, 7T EAXBE32HF. LATENR). 24— D (§H 128 4. 96 #l, 3241, 5bH%7Fak—1b DI (&
86 B, 6581, 21 41), 7R — 1k D2 (542 1, 314, 1141))) 23 Total Vaccinated Analysis Set (TVS)
LEh, ReoTRER L sk, 2055, ARBRO—BHET (BR) sNcELANSh, B8
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KE2EEEL, EEREREBHEEORBAR <, FIEIEEREE 56 HE TIZ SARS-CoV-2 X7 L4H
TV FHRICH T HEIRE (R—X T4 AMEICxT 3 4 FU EOFGEER) BRO LAo=K
FiEE6L B (2R—FC:276), aRx—bFD:346) (37 amx—b+D1: 224l 47 =2k—k D2:1241)
BROZ7Z7AREE206] (2F—HC: 96, 2-—rD: 116 (37 arx—FrD1:84], +7a2k/—kD2:
341)) NEERMEFMER O EEMTIZA VS Fully Vaccinated Analysis Set-1 (FVS-1) & Shi-, 1REREK
O2EBEOEBEPLELHREL., aAx—FC TG RERE 125, F7SERE 246 CLTRIE.
RRP—FHHRICHERALZEOPRIES 12 61&T), 7 akx—rDIT5H @H, 16, WFhbR
RE—FFFBRICER LZEOPIES), 47 ark— D2 TOHTHY ., RBREOERELPILL-HE
HOWTFRbLEREOHFEThH -7z,

RAEFEMITOWT, BHIDOFETIZ. TRTOHEREOYIEEREE 56 B E TORBRMET -2 2 FE
mcEw s FETho - RERHESE IR o= e . Ll Fy s 2T a—
RRENRKETEREL TS COV002 RE (721 HBR) TRALLEERAESESICETILSH
T —Z OFHEDT=DIC—RRIC B Sz Z & 2% T, FFITR I LRBRE—BHICTHEh,. BRN
D8111C00002 3REX % 20204 9 B 7 H~2020 49 A 30 B X CTHMr & iz, hlTBEssERE (2020459 A
7 B) £TIZ 99 BIOWEBRE ~DBERENRBEB I N TV, BARITIIT 3 A5 O &K OB EROR
NERT B0, WREMIEE 2 88T LA EOLEESThhe: (aREksEES g, 20
=8 P ) . KETHROBTFHETIE. TEMTITITFVS-1 VDL L L, %70, JAREK
Z2EHEEL., IBRERHEEN O OEERERS Lo T ARIBE 1746 (F—F C: 834, aHk—
FD:91f] (B7am—FD1:61Fl, ¥7ar—1+D2:304)) ROTSEREGH (=F—hC:
2061, =A—FD:314] (37aR—FD1:206], 7 axk— b D2: 114) BREFEETFMER D
IBHNEEHTIZ BBV Fully Vaccinated Analysis Set-2 (FVS-2) & &,

FEFHMERR & Sh7- 2 E B RS 28 B D SARS-CoV-2 O S # U 7 BHiZxt¥ 5 48RM IgG Hilko
WER (N—=X T4 b 4 fELL LOTUEME EF B A DN - HBREDEIR) 1X, FVS-1 RFVS-2 128
WT, aF—hrCRUYaAR—F D DTRTOEREHT 100%, TXRTOTTERBET 0% THo7-,

2 [ BHEERK 28 HOY 2 — FUA VR EZBWZFRIFRAESFTIEIZ L 5 SARS-CoV-2 123 % hfudi
FBIGER (N=R T4 00 4 FULORKEELENL SN -HREDOEIE) [FM 95%CI : Clopper-
Pearson #£] 1&, FVS-1{ZBWT, 2HR— b C TIXAKIBE T 63.0% (1727 #1) [424, 80.6] . FFER
BHT0% (09%1) [00,33.6] THY., =2Fk— b D TiE, FEBET68.8% (22/3241) [50.0,83.9] . 7
FEARBET 0% (0/11 ) [0.0,285] Thotz, FVS2 IZBWVTik, =F— b C TIIAKIEET 67.5%

(54/80 ) [56.1,77.6] . T ERFETO% (029 41) [0.0,11.9] THY, =x— b D Tik, KEIB
T 57.0% (49/86 ) [45.8,67.6] . 7T ERET 0% (0.0/314)) [0.0,11.6] Tho7=, F7. FVS-1
KOVFVS-2 IC BT 2k ORI, K16 DBV EoT,
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# 16 27— MO SARS-CoV-2 (ZX 9 5 TRHUEMOHER (v 2— RUA 2% AWz fRiHuR s 8L, FVS)
& il 75w AREE
RE 4 ak—hC 2k — D H7ak—h | $Tak—1 SIS XN
D1 D2
FVS-1 (EZfiEdT)
N— 5115 27 34 22 12 61 20
T4 GMT 20.0 20.0 20.0 20.0 20.0 20.0
[l 95%CI] - - - - - -
wlal L 25 33 21 12 58 20
PR 1% GMT 71.0 67.1 69.0 63.7 71.2 20.0
28 H [ 95%CI] [48.9, 121.2] [44.8, 100.4] [40.6, 117.6] [31.1, 130.6] [53.1,95.4] -
218 H E 27 32 21 11 59 20
etk GMT 83.7 122.8 123.0 122.2 103.0 20.0
28 H [l 95%CI] [57.9, 120.9] [83.3, 180.9] [73.7,205.4] [61.3,243.4] [78.9, 134.4] -
FVS-2 GEONfET)
_R— %k 83 91 61 30 174 60
FA GMT 20.8 20.0 20.0 20.0 20.4 20.4
[ 95%CI] [19.2,22.6] - - - [19.6, 21.2] [19.6, 21.3]
wlE]l L 75 85 56 29 160 58
HefEL GMT 67.3 46.1 44.6 49.1 55.0 20.6
28 H [ 95%CI] [50.7, 89.2] [36.6, 58.1] [33.3,59.8] [32.9, 73.3] [45.9, 66.0] [19.5,21.7]
2 [a] | e 80 86 58 28 166 59
ik GMT 107.3 90.0 101.5 70.2 98.0 20.0
28 H [ 95%CI] [84.2, 136.7] [70.1, 115.6] [74.3, 138.5] [45.6, 108.1] [82.4,116.5] -

LEMEIZOWT, BIEHIRIZLITO LR & aniz,

o FrEAEFESE (RIRL)
TEHE . TR, D7, BR. RS, B
B BREIC X 0 INEE)

® IJERFEAEFRS RIS BRI D

0 [HARBMAEMEOR—RAT A 0nbOE LE
FrEREFRIIONT, i
FRHEED

—)‘[“—'—»

DETEIZRY DDV

URAr (ESHREALET R, ALBE/FAR, . BRI OMERE) R OVEs (2L,
O M OVE M) )

TREREEAR] K Of 2 18] B BEAd 2 7 AT (¢

H KRR % 28 HIH
® HEELAEFRKOVEHTREAHERS
RO ETER% 28 HIH (WIEIBefEts 7. 28, 35 UM 56 H)
F D22 IR 1
TRBRIERERE 6 AW BH7 BRI 2FHl s vz,

TRBRHAT [ BERRRE 7> & B iR 12 0 H H

IRBRCEERE 7 A GF8 HRH) & STV, #R

TVS IZB W T, RBREESRHRER 6 HHICHEE LIEREAFFREE 17 (TR T, £io, mBEEgE

N 2 [l BB 28 H RIS

2 BILL IR LR EA EEFR LR L ORRBREBETE R

W ERA EFREE 18-1 LU 18-2 ITRT,
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£ 17 RBIEGIE L O 2 [0 H % 6 B O EAERS (TVS)
ak— b C 2R — kD P 7 = — bk DI 7 =k — kD2 EES
AH TR AH TR AH TR AH TIR AH TR
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Japr (W)lalEfE% )
(N=96) (N=32) (N=96) (N=32) (N=65) (N=21) (N=31) (N=11) (N=192) (N=64)
HEFRIAESE | 64 (66.7) 3 (9.4) 36 (37.5) | 1 (3.1) 30 (46.2) | 1 (4.8) 6 (19.4) 0 100 (52.1) | 4 (6.3)
STTE/ TR 0 0 1 (1.0) 1 (3.1) 1 (1.5) 1 (4.8) 0 0 1 (0.5 1 (1.6)
ER] 52 (54.2) 2 (6.3) 33 (344) | 1 (3.1) 26 (40.4) | 1 (4.8) 7 (22.6) 0 85 (44.3) 3 (4.7
JEE 1 (1.0) 0 0 0 0 0 0 0 1 (0.5) 0
R 3 (3.1) 0 1 (1.0) 0 1 (1.5) 0 0 0 4 (2.1) 0
AT (2 8] H R %)
(N=84) (N=30) (N=92) (N=31) (N=61) (N=20) (N=31) (N=11) (N=176) (N=61)
TSRS | 22 (26.2) 2 (6.7) 19 (20.7) 0 13 (21.3) 0 6 (19.4) 0 41 (23.3) 2 (3.3)
MBS |1 (1.2) 0 0 0 0 0 0 0 1 (0.6) 0
JEIR 30 (35.7) 2 (6.7) | 30 (32.6) 0 25 (41.0) 0 5 (16.1) 0 60 (34.1) (3.3)
JEAR 0 0 1 (1.1) 0 0 0 1 (3.2) 0 1 (0.6) 0
ARG 1 (1.2) 0 2 (2.2) 0 1 (1.6) 0 1 (3.2) 0 3 (1.7) 0
5 (WEEEREE)
(N=96) (N=32) (N=96) (N=32) (N=65) (N=21) (N=31) (N=11) (N=192) (N=64)
FEEL 15 (15.6) 0 4 (4.2) 0 3 (4.6) 0 1 (3.2 0 19 (9.9) 0
i 25 (26.0) 0 13 (13.5) 0 10 (15.4) 0 3 (9.7) 0 38 (19.8) 0
7 P 42 (43.8) 3 (94) |26 (27.1) 0 23 (35.4) 0 3 (9.7) 0 68 (35.4) 3 (4.7)
I 97 37 (38.5) 4 (12.5) | 17 (17.7) | 2 (6.3) |13 (20.0) 0 4 (12.9) (18.2) | 54 (28.1) 6 (9.4)
SER 33 (34.4) 2 (6.3) 15 (15.6) 0 14 (21.5) 0 1 (32) 0 48 (25.0) 2 (3.1)
15 B 49 (51.0) 1 (3.1) 18 (18.8) | 2 (6.3) |15 (23.1) | 1 (4.8) 3 (9.7) 1 (9.1) |67 (34.9) 3 (47)
L 5 (5.2) 0 4 (4.2) 0 2 (3.1) 0 2 (6.5) 0 9 (4.7) 0
g 3 (3.1) 0 0 0 0 0 0 0 3 (1.6) 0
2L (2 [0 3 #Ri%)
(N=84) (N=30) (N=92) (N=31) (N=61) (N=20) (N=31) (N=11) (N=176) (N=61)
FEEL 2 (24) 0 1 (1.1) 1 (3.2) 1 (1.6) 0 0 1 (9.1) 3 (1.7) 1 (1.6)
R 0 0 1 (1.1) 0 1 (1.6) 0 0 0 1 (0.6) 0
7 PR 14 (16.7) 3 (10.0) | 15 (16.3) 0 13 (21.3) 0 2 (6.5) 0 29 (16.5) 3 (4.9)
T 13 (15.5) 3 (10.0) | 6 (6.5) 0 5 (8.2) 0 1 (3.2) 0 19 (10.8) 3 (4.9)
GIERL 14 (16.7) 4 (133) | 3 (3.3) 1 (3.2) 3 (4.9) 1 (5.0) 0 0 17 (9.7) 5 (8.2)
& 12 (14.3) 2 (6.7) 7 (7.6) 1 (3.2) 5 (8.2) 1 (5.0) 2 (6.5) 0 19 (10.8) 3 (4.9)
L 0 0 2 (22) 0 1 (1.6) 0 1 (32) 0 2 (1.1) 0
g 0 0 0 0 0 0 0 0 0 0
N=EHT IR BIE, n=FBLHIEL
% 18-1 JRBRIZFIAI I3 2 [0] B BEFET% 28 HIRIC 2 BILL EIC 8L U7 s E A EHS (TVS)
HE ak—hkC ak— kD 7 2k— b DI 7 ak— bk D2 B
PT EN 7R AFH 7R AFH VAN ARH VAZh N AFH VAZA N
(MedDRA/T | o/ 1 (%) n (%) n (%) n (%) n (%) 1 (%) n (%) n (%) n (%)
Ver.23.1)
(N=96) (N=32) (N=96) (N=32) (N=65) (N=21) (N=31) (N=11) (N=192) (N=64)
ERL] 8 (8.3) 0 3 (3.1) 0 2 (3.1) 0 1 (32) 0 11 (5.7) 0
TEFHALAETE | 8 (8.3) 0 0 0 0 0 0 0 8 (4.2) 0
7 P 5 (52) 1 (3.1) 1 (1.0) 0 1 (1.5) 0 0 0 6 (3.1) 1 (1.6)
IR _E5 5 (52) 0 0 0 0 0 0 0 5 (2.6) 0
T 4 (4.2) 1 (3.1) 0 2 (6.3) 0 0 0 2 (182) | 4 (2.1) 3 (4.7)
[(=NR] 3 (3.1) 0 1 (1.0) 1 (3.1) 1 (1.5 0 0 (9.1) 4 (2.1) 1 (1.6)
T 1 (L0 0 1 (10) 0 0 0 1 32 0 2 (1.0) 0
e 2 (2.1) 0 0 0 0 0 0 0 2 (1.0) 0
5K 1 (1.0) 0 1 (1.0) 0 0 0 1 (3.2 0 2 (1.0) 0
LS 1 (1.0) 0 1 (1.0) 0 1 (1.5) 0 0 0 2 (1.0) 0
T 2 (2.1) 0 0 2 (6.3) 0 1 (4.8) 0 9.0 | 2 (1.0 2 (3.1)
SHJF 2 (2.1) 1 (3.1) 0 0 0 0 0 0 2 (1.0) 1 (1.6)
TSR BE 0 0 2 (2.1) 0 2 (3.1) 0 0 0 2 (1.0) 0
1 ENH SR A (1.0) 0 1 (1.0) 0 1 (1.5) 0 0 0 2 (1.0) 0
LEFEDS 1 (1.0) 0 1 (1.0) 0 1 (1.5) 0 0 0 2 (1.0) 0
Z 9 FEIE 0 0 2 (2.1) 0 2 (3.1) 0 0 0 2 (1.0) 0
=fRMNT R BIE, n=F8BLHIEL
22
WREZE TV TR T A 7
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#1822 BRENENII2RAEREEZ 28 BRI 2 AU EERRLAERBREL ORRBFRESETCERWVWESERTEESR (TVS)

"R afk—FC z2F—FD ¥ 7 a2k— kD1 $7ak— D2 2&

PT AF| P EAS P~ 75H #H 75 EK AH| 75K AF 75K
(MedDRAJT | 0 n(%) (%) n(%) n (%) (%) (%) n(%) (%) (%)
Ver.23.1)

(N=96) (N=32) (N=96) (N=32) (N=65) N=21) N=31) ®=11) | (N=192) | (N=64)
Ef 8 (8.3) 0 3 (3.1) 0 2 (3.1 0 1 (3.2) 0 11 (5.7) 0
ENEOESE | 8 (8.3) 0 0 0 0 0 ) 0 8 (4.2) 0
A 5 (5.2) 1 (3.1) 1 (1.0) 0 1 (1.5) 0 0 0 6 (3.1) 1 (1.6)
&% 4 (4.2) 1 (3.1) 0 2 (6.3) 0 0 0 2 (182) | 4 (2.1) 3 (4.7
BER 3 (3.1) 0 1 (1.0) 1 (3.1) 1 (1.5) 0 0 1(9.1) | 4 (2.1) 1 (L.6)
iR LR 4 (4.2) 0 0 0 0 0 0 0 4 (2.1) 0
T 2 (2.1) 0 0 1 3.1 0 1 (4.8) 0 0 2 (1.0) 1 (1.6)
EIEts) 2 (2.1) 1 (3.1) 0 0 0 0 0 0 2 (L0) 1 (1.6)
S EATALBE 0 0 2 (2.1) 0 2 (3.1) 0 0 0 2 (1.0) 0

N=FEHT A BBk, n=RBHFIK

ERFFERFEER (RABXILIT 7 A TRREEEN 5% L) X, FABETER 11 51 (5.7%)
Thol, BEREREK 28 AETR., BERUHPHICE-HHEEHERD NN T, BEEAFES
BII7SERE LB (FEEDLEEBER) [ZHBOONER, BRELORRBRIIEESN,

7.1.2 #ESMVE 1/IABRER (CTD5.3.5.1.2 : COVO001 3B, EHEHIRT 2020 &£ 4 A ~ M)

18~55 OBEAZRIZ, AR IIHBEREY 7 F U 2EB L EEBOREM., RERMER AN
PEMET A L2 ENE LI BEA(LE SRR, RE 7 iRk (2020 4 11 AFR) TEEDPT
HD, HRET.IHETREBHICBWTARBEBBERAEY 7 F VHIZ 11 OLETEY i bntk,

ERERHEES R CojF A PRI ORI TRES WAL - ARIE. AF5X100v
Z 1[E (SDE) Xix2[E (SDSD &) . &A|5x10°vp B TR2.5X10°%vp #4& 1B (SDLD &) . &L <
BEERAE Y 7 05mL % 1 BIXUI 2 B, HANEETIZZLLEN, R19DLBY ThHhotz, A2
B, 4 BHOHBRE L, RREEEE 4 FRICHEY, TE T I/ 72 1,000 mg/E%E 6 BEREIZ LI
ROBRETDZ BRI, FRRESOLHEMTIT. R 19 CERORAE - ARICESVWTHER
UM STz,

FRBEEOWREAHEES R O F ) 5 P ET) ETOXEREEAFE 113 A
~L7.

BRHIZHOVWT, FAIE LTTIRTOHERFIZBVWTHRERZLZINE L., BEAEFLRRUOHERTE
FESERZHMTII L & &Nk, =L, 2f. 2g, 4c R AdBHOHFREFIZOVWTIL, BRE2EEHE
BRITERE AL LRI L ahi,

2020 £F 12 A £ TIZ 1,067 BINEIEA{L X, 1,067 Bl (SD & 116 #l. SDSD #f 386 %), SDLD & 32
B, BEERET 7 1 [EEMERE 121 HIR U2 RIS 412 F) ICIERE/ERE I,

2021 6E 3 ARER T, ARRIIPFEF TH 5. BsA S F), ARBRITMNT L CEHMBE XN D FEITH o 7228,
FRauF A NADONRYT I v 7 BRBEIZELSOHDZRNIZBWT, FFOFHEE X Y B#ICHE
BTDILEAME LTHAMTSHESL (R11ESE) | REHEHEES R o=
A [ B RUGFEMT O AITHEESE )R Qo F | A JEFT) ORAT, FRBROT—
2 LHFERITICE S, FARBREMOMITIIRABRK TRICREMEIT L L TERT ZFHEICEREINE,
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£ 19 COVOl ABRLHROHRRE, BIEEREXECHN
3 Ee:35 115 SD/LD®
B TRERIK, HEREII (A e BE#SREK BEY
la) AHl 5X10"vp, 1 [F] - SD 44 5 .
Y AT n ; ] 1k
2a) AF5X10"vp, 1 [ - SD K 206 4
2b) BEXAEU 7 F,1H - - BX 206 5
88 2aDEBREDOI L
2c) AH 5x10°vp, 2 (-7~+14 B) SDSD Bk 20 B
2d) A&F] 5X 100 vp+HH 2.5X 3 A SPLD 22 DHEBREDS L | FIMA—L
2m [10%wp, 1 (-7~+14 B) Bk 324 ?g ﬁ@ﬁzﬁiﬁﬁgﬁiﬁ
, . 8 - b DHEREDOS B X\ 2c~2g BEDL BN
2¢) BRREY 7 7, 2B (T~+14 B) B 10 51 Shie (113 BEHE)
2f) &H| 5X10°vp+AE#l 3.5~6.5 4B L SDSD 2a DEBREDS B
X10%vp, & 1 8 (CEBEIFEL &N 154 5
, . 4L E - 2b DEBRED S B
%) MREED ) 720 (TEBEFRL) £ 196 B
V¥ 2 EERORERIE DT
3B |al) AH5X100vp, 2 [H (T~+7 B) SDSD 10 ) i (GEEfES (L)
4a) AA) 5X10°vp, 1 B - SD K 290 4 & 48— |
4b) BBABETV I F,1E - - BK 290 ) SROEEEMROERES
4c) AH) 5% 10"vp+EKl 3.5~6.5 4B da DEBREDS B s
4% . SDSD B %, dc RERUS4dB%
X10"%vp, & 1[E (CE3EFEL) &K 290 FEMENE (113 ES
ad) WHLER T 7 F 2,20 4 BULE - HOEBEOSL | m)
’ > (CEBEITELD &K 290 5

a) SD (F&|5X10" vp)

. LD (F#2.5%X10" vp)

713 EAE 1/OIFRR (CTDS5.3.5.1.5 : COV005 AR, EHHIR 2020 4£ 6 A ~EH+)

18~65 IOREAXIT HIV BBHEDRRAZHRIC, AFINITT 7 R HRE L BOoRSME, RERHE
RUOBDMHZFETI L2 BNE L, BEAL_EERT 7 ERMBUBRRRIE T 7 ) H&£fE
D 10 fEEk (2020 4F 9 ARFR) TEHRF TH D, HREIL, FRHICBVTEEFRE 7R RBEZ1: 10
LR TRID i bhis,

wenEmrstEEs R clllEls P er) oscRESNEZAE - AR, A5 5X100 vp
XiTEEREK0S5mL Z 2], 4 BERTHARNERTIZ L LS, R200LEBY Tholz, XRR
EEOEREIIT., K20 ICEHOBE - ARIZESWTHERUEIT SN,

£ 20 _COV00s HEBRLAEOFERMNS, RBE, BEEREERRVEN

B AR BT, B e i SOAD? | mmpmE B8

- HIV BB A | F 5% 10°vp XA AEK, 458 SDSD 70 51 Tt ABRY
2| (-7~+7 A)

22 B HIV BStERE A | A 5X 101 vp RUZAERAEK, 438 SDSD Xit 250 %1 ok, e,
2[E® (-7~+7 B) LDSD LR

wpe | HV BEHERRA | 2] SX 10 vp iR AR K, 438 SDSD Xt 1650 AR, T,
2[@® (-7~+7 B) LDSD RERYE

HIV BBHERRA | &K 5X 101 vp T AR AKX, 438 SDSD » Retk, RERME
3B 2@ (-7~+7 R) 1004

a) TRTOHEBRENFHSD #EBINITFETH o, VA NVABMFBECEREORVIZLD, 9O —HBOEHRE (444 : 22
BEBHI, 2bBE3641) TILSD (5X10%vp) Tii7e<. LD (#2X100vp) MHERMEIh, ZOFER, FRB O SDSD #REEMD 5
b, a0 8L 2b B 15X LDSD BEBE N (1LIERT115EHSR) |

by wssEmHEEs T s 5I5s 10 I~EE (113 ESHE) |

sRgstEoLRERHESE i =18 B o) ECoOXTEALETEARE 113 BIST

L7,
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BREMIZONT, TRTOEREICBNTHREAGEZNEL., FEREERRVIHFEREESRE
FHTB L ENTE,

2020 4F 12 A F TIT 2,026 FINEESL S, 2,021 # (SDSD & 937 4. LDSD #f 21 4], SDLD # 23
), SD &t 316, 77 REE 1 EEAER 27 FIR O T &R 2 EEEREEE 982 ) IZRRENR DR LD 1
EHEE S,

2021 4F 3 ABEA T, ARBRITHEE T TH 5, BEANP), ARBRITIAY L TFHB S WD FHEITH - 7223,
FRaaFIANADNRYT Iy 7 BRBICEROOHDRAICBNT, FHOFMEL XV Bk
BB L AME LTHAMFSHESL R1L1ESR) | wazmsitEEs i cdll=) s
B ) rotremirorsterstEss ir collE=15 V6D osT, AR BROF—F
H ORI E D, ARBREMOITIIRRK TRICERKBITE L TERTIFHEICERE SN,

BE. ARELE~DEEBLER L., FFOREFMERUESMEIIRT 5 SARS-CoV-2 DEEBRDETE
MR LT 5 BT, FOHORB STV R - 2 F RN (DCO1) BERINT (TR24EBR),
miriz, 0 =R P a0y b ATF—FIRESE Va4 hUA—F X5 FRFEOT Y
FoF—LNRERL, ML LT —FLEelT=F YV IEEBRICLY, PET—F Iy A TERT
BoN-EORRUIEROREET — R L a—&hi, VI FUrREECERICEbE 2K
RTRTOBRRY v 7 RUERE I L TERPHER SN TVD,

7.2 E/MAERER
721 ESEID/MIERER (CTD5.3.5.1.3 : COV002 FRABR. FEREHIM 2020 F 5 A ~FEE+)

18 ML E DA RN 18~55 B HIV BIRAZ R RIZ, ARSUIHBEREY 7 F - 2HE LK
DEME, BEERVAERMEZIHMAT 522 B0 L EBEALCEERIEERRRN, XE 21 KR
(20204E 11 BRER) TERF TH 5,
wezmsEEs R €15 P oAcREShRAE - ARIR210LEYT
HV. FRBROBEEANRIT I~R2EMLERENZ, 2B, 4, 6, 9 R 10 BEOHERE L, RBRIEERE
#% 24 BRIz h-, TERFT I 72 1,000 mg/El%E 4~6 B Z LT (BRKEH 4,000 mg) ERRE5T
BB ERINT, ARRESOHESMITIL. K21 CEROFE - ARCESHWTHERUVEITEN
7o

wrgsEonpeistEES IR ClllE]s P ETOEEREEARE 113 BT
L7z,

FEMIIOWT, 1, 2, 3. 5. 7. 8, 11 RO R2HOLPREIWLIT 4, 6, 9 KT 10 HOEBREDO—
(4 RO 6 BT ENFNEK 1,000 Fil. 9 RO 10 BT ZNK 500 B) IBWTHBRE RF#FLINE
L. BEAEESRUVEFEAEERETMMET I L L &N, 1. 2, 3. 5. 7. 8, 11 ROV 12 BEDOHER
Fiz. BEAEERYERESREREKL 7 BF. FREAEFRLIFRESEEER 28 ARIRET S Z
LLEN, 4. 6, 9 RN 10 BDK 3,000 fliL. BEAEERRVEHERETFRELIERES DR
#7EEOARETEZLE SN,
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F21 COVON2 RREAOERENR. BRE. IEHBREERCEWN

HEAERRR
B | mEns YRS, BRI (eafg | SDALD @ | REERE B
B)
al) &#) 5X10°vp (Abs260) », 1 H - LD 3081 |s6~69 BMOKEIC BT IELHRET
a2) BERARE U 7 F, 1 [H - - 10 %) SR,
a3) &H) 5X10"°vp (Abs260) Y+A 4Lk LDSD al OFEE | BONIAFINIHBEL 1RAXiZ2E
#)3.5~6.5X10"vp (Abs 260 #1E) (C&sE DI LEK | EET 3 4 DOBEMEEF (1al, 1a2, 1b1,
b £ 1[5 8L 30 41 162 B¥) BB 3:1:3:1) L
L8 56~69 D 48 F - 2 DEBE | . REFREOPRREREZ I C.1E
59N ad) HEREY 7 F, 2 (Cx3i D5 bRk |BROBEERICEEREFTENT
FEL) 10 % WEHBREIL, WIThb 2 EHEE O
bl) A&l 5X10°vp (Abs260) ¥+ 28 A LDLD 30 1 TR (123, 124 B) ~BATL, &H SD
#2.2X10°vp (gPCR) 9, % 1[Al (+14 B) XixxtRRE (BITAORGTIzES
] . 28 B N ) O2EBOEEEZiH - (BBRE
b2) HBAET 7 F, 2 H (+14 B) w8 armes .
al) A&FI 5X10%vp (Abs260) ,1[H - LD 0B |70 M LoERICBIT 5 RERR T
a2) BREEV I 7,10 - - 10 ) SR,
a3) AH| 5X10%vp (Abs260) 47 4F/LE LDSD al OHERE | BMIFFTHBREE 1BEXIZ2E
#)3.5~6.5X10"vp (Abs 260 #i1E) (c&siEe D5 bk | AT 5 4 SO (2al, 2a2, 2bl,
Y &1@ F8<) 50 45l 2b2 Bf) ICEMEBRRIT (5:1:5:1) L
2B 70 LD 48LL - - 2 DHBRE | . REFRECPHRREZIT.1E
ERA ad) BBIRE T 7 72,26 (Cx3E DI3bLRK |BROEEBICEELHMTENAT
FE<) 10 i WEEREIT. WITht 2 EHEE O
bl) &H|5X100vp (Abs260) o+ 28 H LDLD iy B¢ (223, 224 B) ~BITL. FAISD
#22X10%vp (qPCR) 9, % 1 [ (+14 B) XIIHBE (BITHIORMTHICES
‘ 28 B n <) 02EEOEMERT I (ARE
b2) HBAEY 7 72,2 H (414 B) w8 | wrEss .
o | s~120 al) &#)2.5X10°vp (gPCR) 9,1 [H - - 30 % iﬁ;@%ﬁ%ﬁg;‘%iﬁ ]
IR NE a2 wmsEV s FoE - - g | ARSI TEMEAEI (1:
al) ZHI 5X10"%vp (Abs260) *,1[H - LD ﬁfw
a2) BBAE T I F,1 0 ) ) 15?%
bl) A5 x10%vp (Abs260) S+ | (S| PR ol OBBE | s ez 1 sk osEmicasty
#22x10°vp (gPCR) 9, & 18] 50 1 BAH] SD & MBEOH M & B
, . . Jr s LD Tz
es ey | BEEET 77208 (+14 B) PO CRK | He Lk, ARRB~OHRER
10 al e -
cl) A&A) 5X10°vp (Abs260) *+2 (772l bl [ o emEatEEs IR
#)3.5~6.5X10" vp (Abs 260 Hi1E) <) o zzﬁmﬁmmr@%w:mm&éﬁ (1
DXL 5%10°vp (gPCR) 9, % 1 [E SHRA | ) Uk 2 :
1725 B °
4Rl L - a2 DHHE
(FeEL b2
c2) HEAEY 7 F,2E 2B<) o
5 bEX
1725 41
al) A&#I 5X10vp (Abs260) ,1[H] - LD 50 ) COV00l RED 1 BLRUKRBRR Y
) BEAEY 7 F, 10 - - sof) | Ya—ATREERTRERERE
a3) A1 5X 100vp (Abs260) "+& | 4BEAL IDSD |al opma | (HAMOLEE RT3,
#13.5~6.5X10" vp (Abs 260 #1E) (CxBE D3 bRk | SaBE. 5bBERU ScBIZONT, FHA
v £ 1[@ HES) 50 @ XL RIRICEERBIG (1:1) L=,
ad) KBV 7 F 2,2 H (CE3E D5 ERk | S2EE Lrlﬁlﬁﬁ%%fil,n\k
18~55 B> HE<) Y TN e s U
SH MA oD AASX10%vp (GPCR) 7, 1 E » SD | BA2SHI | fp e e R
b2) BRAEY 7 T2, 16 - - BRBH | pimz2ie (RREAHESE
cl) &I 5X10°vp (qPCR) 9, 1 - SD gx2s | IR.
2) BBV F, 18 - - Bxospl | svakecscE (SDP :
d1) A#3.5~6.5X10°vp (Abs 260 28 A SDSD HICEIWESN=HEOMA LT
BE) Y28 (+14 B) BRSOD) | gL (1| BEEDOH), 5bBRU S
26

r1+51. "ﬁ!ﬂ:%




(+14 B) BREOBROLFERER>TVE (&
pxnzEES IR.
saz (SO : em=wstESS
WEcEmshe,
. - SD N LYDBEMIL. 4BORbYIZ 18 8L
al) A% 5x10"vp (gPCR) 9,1 H 300051 | EOEEICIHSITHAH SD 0 1 EHEE
, . - - BA DEYEEZFIMT I L Thok (8
2) WRAEY 77V, 18 s00091 | mxmrEss 0. seme~0
18~55 &> | b1 FAI5X10°vp (qPCR) *+ KA | 48LLE SDSD al D#EBE | EEEREROBRBREZERIT TS
6 B B 3.5~6.5X 10" vp (Abs 260 #J1E) ¥X DY bk | D6 BEICRIT A S6 U LOEREIT
1 5X10%vp (gPCR) ©, & 1 3000 ) | FoB L= 9 BEXIT 10 BE~BIT
43@U L - L. 6 BEIZIT 1I8~55 MOBBRE DL
a2 DFERE =
, . 4 ot euEfzEss .
02) BiBREY 2 7.2 H P2 SRR | AR 12 FEBE ARSI (1
3000 £ 1) L7,
al) #| 5X10"vp (qPCR) 9, 1 [Hl - SD 30 4 56~69 ENEMIZIT 24K SD % A
a2) BEAEV 257, 1| - - 10 i WEEBAYE BRERETHIRBH
56~69 m D . 28 A SDSD (FIA D 1 B LR-).
7H A |bD FAISX10%w (@PCR) 9,2 | B o, 06 | xmy i BEY | BT 2 @R
] . 28 B N 5 4 DOEMRE (7al, 7a2, 7Tbl, 7b2
b2) BRREEY 77,2 [E (+14 B) 08 |af) icsERBIN G:1:3:1) Lk,
10 °) - SD
2l) ZWJ‘SXIO T fqPCR) 18 08 70 LA L DERIZ R 1T 54K SD % B
a2) BEREV 77,18 - - 10 . i N
WiEERE - BRERETARRE
70 2l ko | b1 FAI5X10°vp (qPCR) 9 +Z&H 28R SDSD (FHFA LB EID 2 BE & F—),
8 B B 3.5~6.5X10"vp (Abs260 #E) YX | (+14 H) 50 % AEIX L BEY 1| B3 2 EEE
1% 5X10%vp (PCR) °, % 1 [El B 4 >OEFRE (8al. 822, 8bl. 8b2
b2) AR Y 7 F o, 2 B (31845'5) - 08 | B KEEBBUS G:1:5:1) L,
al) FH 3.5~6.5X10"°vp (Abs 260 28 R SDSD 500 #il 56~69 BOERIZBIT 5 H i,
HIE) Y, 2M (+14 B) 1 BRU 2 BBIT3ERICET 2
56~69 D 28 B - FosReME=FY LV ERBLD
9B BA (+14 B) DB IZHERERR LB LE (8
a2) BAH Y 7 F, 2| soopl | BEmsEES PR
AFNFE I BRI RS BIUT (1
1) L,
al) &#KI3.5~6.5X10°vp (Abs 260 28 B SDSD 500 Bl 70 LA L OERHIIZ BT B H M,
fHiE) Y, 2 @l (+14 H) 1 RV 2 BB EHIZETS
70 BELED 28 A - FiEeHE=_F Y IEESD
108 A (+14 B) FHOKICHERERR LML LE (8
a2) BBARY 752,26 soo i | mEmsEES K.
AFIRE X 0 RIERH I BB (1:
1) Lk,
\/ER 28 A SDSD
ChAdOx1 ~= (+14 B)
R 7 5—=92 |al) £HI3.5~65X10°vp (Abs 260 B 60 61 ChAdOx] R ¥ —U J F o OEMERE
FUEERE |WE) Y 2H ORBIM GEEESE)
DHB 18~
55 BEDRA
HIV B0 . 28 A SDSD .
B | 18~55 B0 ;%)IEZ)!:? ;ISEI 6.5X10"°vp (Abs 260 (+14 B) B 60 &1 gm%zfoﬁﬁﬁﬁ (FEEMEBIL
BA >

a)

b)

©)
4

BMAITHDRY IA_— b 0 BRBEICETh Ty b, BEBFEECLoTOSAABFRIELEMN, BY IAR—F 80 OFHIC
LVEELY PRV TANZABROBRESER SN (115EBR)., R, KRR SDSD H#E/ERFEIN TV EMAD S5 5, 123 BD
29 B, 223 BED 25 B, dcl BED 1,400 B TX 5a3 BED 41 Hi2 LDSD AR hi=,
BMAITHLRY IAR— 1 0 FRBEICEIN TV =y b, BAEEICLZ VAN RBORIERIC, KY YI<—1 80 OFHEEE
LIt ESHE L,
PFEITHLEY) I N_— L 0 PERAEREEFh W ery b, PCRETYANARZAEL, HEELEBYOYANVZBYER LT,
g, weEaHEss s cllE=B s e coikans 13 ESE),

2020 £F 12 A £ TIZ 10,748 B EIEAIL S, 10,740 ] (LD & 272 41, LDLD B 127 ], LDSD &
1,540 %, SD &£ 525 ¥, SDSD % 3,065 B, BEEXEY 7 F 2 1 EERER 657 4. SEARE U7 F2 2@
BERRRY 4,554 B1) [ZIBRENER I,
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2021 4E 3 AR T, ARBRIIMGEF CH 5, BIANSH). AR L CFHMEE D3 E Th o 7223,
FRaaF A NAONRCT Iy I BERICELOOHDRIIIBN T, FEHOEDMEE XV BHICHE
RY sz AWe LCamsstEsh rR1L1EsR) | neEmEEE R ol =B
Al e rugramrokstmisEsE R cllE=1a 1R oBsT FRBOF—5 b
BEBITICED B L Ent, 2B, ARREMOBITIRBE THICRKEITE LTERBSh, &
IOV TIRHERTOEREZHR T AMNEMT LT 3HBEICEE SN,

BB, ARBE~OHELER L, AROREFMEREEICKT 5 SARS-CoV-2 DERBKRDBTE
MZE 2 TMT 2 BRIT, TORBEI SN T\ - - RN (DCO1) RERES iz (TR24EEBR) ,
Tz 0] =8 ess. vro—7 o 7@z 20 £ 8 P R0 F— 2 ~—2 o
LT —2%2RAVWT, Ay 7 AT74+— FR¥ (BREEE) OFENFIFEICEN, Ty 7 XT7+—FK
BF— ANER LTz, EEIZBWT—RER TD SARS-CoV-2 U 7 FHRES 2020 45 12 B 8 BIZBth
ENEB. FRR T, —RICTV 7 FUBAFTREL R BARERPERENIFE TH o 12720,
AN (DCO1) EMRFRUIZBWT, KEHOHERE R T TICBERAER I TV,

7.3 FIFERER
73.1 ¥ESVEIMIFERER (CTD5.3.5.1.4 : COV003 ABR, EHEHIR 2020 4 6 A ~EHEH)

18 FRLA E DR A Z R RIT, FEFENME COVID-19 ORETHHIRERIET DL 2B L L, EEAL
HERILERBRN T T U0 6 EFR (2020 45 11 ARER) TERER TH D, HREIL. FAFH L BELAE
T7F U1 OEFETEIVFT b,

waxmsEEs R clle) s Py omscRESNERAE - BRI, &K 5X100 vp
ZIEXZ2E, $EREV 7 F % 1 BE L FHEAEY 7 F 0 RUARRIEK 0.5 mL 24 1 E,
FRRNERTIZ L Eh, K2 0LBY Tholz, 2B, IRRBEMRR 24 BRICDEZY, 7TE T
I/ 7z 500~1,000mg/El % 6 FFE Z L IZR AR E T 5 Z LR S hic ARBR & S O IFEERTIL.

# 22ICERBEORE - ARIZESWTHERUEIT SN,

wRgstEorRERHESE R CclllE=1a P ) ECOETBERAZTERARY 113 HIOR
L7,

ZEMIZHOWT, 2RED 5 LEEARICHE SN 200 FIOEREFICB W THREBFEZINEL.,

BEAEERRUIEREREERETMMET & &Nl

£ 22 COVol RELEEOHRRE, EEHBREERVERN

MR
B BRE, BERK (37450 | SD/LD D3I BEHBRELK E]: 5]

laff | AH) 5%X10"vp,1H - SD B K 1600 1 Aok, B2, /R
b8 |[MBREVZTF, 10 - - &K 1600 51 Jatid
Lo B AF] 5X 10" vp+3.5~6.5 4~1238 SDSD K 5150 61D (1a DEFERE

X 10" vp, 2 [@ (+14 B) D 5 HEK 1600 HlEie)
1d# B RE D 7 Fo 4B 4~12 8 - A 5150 51D (1b DHEBE

AiEK, £ 1E? (+14 B) D 5 bR 1600 FlETe)

a)  la RO 1b BHCHAAN DN ETRTORBRE LEMEEE 2T 5 L > BRSNIE,
v wezmdEsglE cdls]s Petd) SBCHFRCRZAN DN EHEREIILA 2 BERCRET 5%
ERHDIbOLENT,
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2020 £E 12 A £ TIZ 10,416 BIRNEEA(L S, 10,416 5 (SD & 890 %, SDSD Bf 4,317 i, BEREAE
Uy F | BHERER 957 B, MIERE T 7 F U 1B+ TR 1 BIEER 4,252 6) I[CIRBRENER S
nr,

2021 4 3 ARER T ARBRIIMET TH 5, FANF), ARBRITMY L CHBE SN B TH o 7228,
FRIooFOANADNUT I v 7 BRBEIZERDOHIRIICBWT, FEOENEL X BRIk
RT¥>zLr AL LTHAMAAsESh CR11E2R) | weEmtEss s el s
B o) rusremrogsstmiisEsE i cllfE=18 | aHd) oBaT, ARBROF—5
LHFAATICED AT L & &Nz, oB. ARRBEMOMBITIIRBRK TRICEKRMBITE LTER SN,
B OV TSN OB REZHE T AMBMT L Tr5EICEE SN,

7.4 5 4 KRB (COV001 FHER, COV002 RBER, COV003 FRER K TN COV005 REr) DOHHEMEHF (CTD
53.53.1 K1'5.3532. 75— %y bAT7H:20204 11 A 4 B (DCO1) RTr20204 12 A 7 B (DCO2))

BBULOBRAEXSRLE LTERE, 77VVRUET 7 ) AEMETEB SN 4 RE8 (COV0ol &
BR. COVO002 3ER, COV003 B KR U COV005 FRER) DIEERE 24,257 Bl (AFIBE 12,280 FI. xHFREE 11,977
) Ho/bniT—FERANT, AIMRVCLEEOFABIIAER SN JRI1IESR) , LT
ARRIZBIT DA O - AR, 712, 713, 721 ER 731 BIZREHDO L BY Thol=,

LSBT I N TUVRWEERE, BEIC ChAdOX] R7 ¥ —U 7 F U 2R LI-ERE. HIV B
A&, BOREREECT 5 RS b s MasAntremronsrsEEs R cl =
AT KBNTTFHEE S, RIEQMITIERN LS Shis,

PREIANT (DCO1) RUEEREN (DCO2) KRR Tk, £hEh 23,753 4 (AFIRE 12,018 B, xR
11,735 B, LATRINE) K T%24,257 61 (12,280 B, 11,977 B) NEESLINTE,

REHIZONWT, BEBILENHERED S b, FIEERET SD OARAIIZNIZRIGT B xHBIEN
BRINHRENYE SD ZEMMITHRER &L Shi, #E SD ZeMBITdRERD > L, £
BRICBWTHRE BEEPIE SN HREVREREETROMEMNR L ANz, ZEEIT (DCO2) BrD
TEMOEELRMBYTIR L Sz 20,458 61 (10,317 B, 10,141 F1) D 5 5, RERPIEFIIL 129 5 (66 .
634l THo, ELPUEBRHIFEREICLIIFAERRE 3941, 4046) Thot,

BRECONT, XR—=R 54 VZBWTIMERIGAEME T, LDSD Xid SDSD DABREERE % 51T,
2 BB #E% 15 B E TIZ SARS-CoV-2 BYM T A NV A ZRTHEED & i COVID-19 DEEEN2<L ., 2
BB O#EfE% 15 BUBOBET —F A7 245%F (SDSD+LDSD i KIS EMEA it xS 4 M)
BREDIMOETEEITHR L S, o, NI TR TEBIIER IR BRENCERTIZ L L &
Niz, BZEREMEIZOWVWTIZ, LDSD Xid SDSD DIRRESEBIN T A TORIERADBENRE N
#ERE (SDSD+LDSD ffeRHIT i REM) NI L INi=, 2B, FFEE L RRFRIREE L 23 111
TEESLSNTORWHEHOEREIZOWVWTIL, A2MERETXIRE Shiehotz, Tz, ERORRIC
BWTER® b7z COVID-19 1 X2 b33 5 R THIRRIZOVTIE, RRODBIZOWVTHRE TS
BCEFARREECRSD @it 2w, sramironitminass lx clj=la)es
7)) OEFIOREICESE, FIEORETRISRE SNdof, Lo T, FRIMENT (DCOL) v
TlX COV001 RERKZ U COV005 RERBAIMEMITIR L INAeh o7, FEMENT (DCO2) 2B W T
134 RBRTRNTHFERTHR E S,

13) RT-PCR XIZ ¥ D OBBBIBREIZL 2
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PTG Z & OFBREREZR 23 12, FOEORIERRFER LALEMT bhiz PR (DCO1)
BT 5 AT RERICE ENHHEBREONRER 1 IT77T,

23 FATHRER T L OHBRER

AT R IER i - pRIEEN (DCO1) RrEEBRE EEFEN (DCO2) BOHBRERK
RE (covool RE/COV002 B/ (Covool REB/COV002 R/
COV003 BRER/COV005 FABR) COV003 RE/COV005 RER)
AR popickicd &t AHIEE o] &5t
SR RER (EES 12018 11735 23753 12280 11977 24257
V% A5i) (533/5479/ (534/5192/ (1067/10671/ (533/5528/ (534/5220/ (1067/10748/
4999/1007) 5003/1006) 10002/ 2013) 5206/1013) 5210/1013) 10416/2026)
Bl SD 2R 2 SDSD 10069 9902 19971 10317 10141 20458
£ SD E[F (534/3551/ (533/3384/ (1067/6935/ (534/3588/ (533/3411/ (1067/6999/
SDLD 4998/ 986) 5002/983) 10000/1969) 5205/ 990) 5209/ 988) 10414/1978)
Y= SD 2 M4Txi% | SDSD 2648 2497 5145 2725 2573 5298
£l > bHEEESES | SDER (534/1102/ (531/966/ (1065/2068/ (534/1128/ (531/983/ (1065/2111/
I S /- 2ER SDLD 100/ 912) 99/ 901) 199/1813) 100/ 963) 100/959) 200/1922)
SDSD+LDSD ik | SDSD 5807 5829 11636 8597 8581 17178
A S RRAT R LDSD (0/3744/ (0/3804/ (0/7548/ (356/4071/ (385/4136/ (741/8207/
2063/0) 2025/0) 4088/0) 3414/756) 3339/721) 6753/1477)
SDSD+LDSD %% Az SDSD 1664 1207 2871 2135 1577 3712
o % A5 LDSD (122/1011/ (70/619/ (192/1,630/ (129/1370/ (70/883/ (199/2253/
405/126) 391/127) 796/253) 510/126) 496/128) 1006/254)
[ Acry Dose Safety, 23745 ]
e AZD1222, 12021; Control, 11724
ummz.xm Control 1724)
* COV002 non-efficacy group, 651
{AZD1222, 465; Controd, 186}
+ < virologicatly-condirmed [ Any Dose Efficacy, 20014 ]
COVID-19 cases, 3080 AZD1222, 10014; Control, 10000
{AZD1222, 1542; Control 1538}
- COVOOL, 1067 1
{AZD1222, $34; Control, $33)
- COVD05, 2013 [ Baseline seronegative ] Exchuded
{AZD1222, 1008 Controk 1005} , e as it Gose 30
1 AZD1222 a3 second dose
[ Received first dose of either SO or LD with ]
+  Follow-up 2 22 days post first dose
*  Virclogitaly-confirmed COVID-19 2 22 days post first dose os
0o vimingicaly-confiemed COVID-19
Exctuded, 3709 Extuded, 632
mmuzz. 1867; Control, 1842} | I wmzzz.mwasm
Dosed with SO but fol lm«.p(lsdmpost Dosed with SO but follow-up < 15 days post
second dase Oase 1 SD Efficacy, 12604 Dose 1 LD Efficacy, 3373 second dose
{(AZD1222, 563; Control, $38 AID1222, 6307; Control 6297 AZD1222, 1687; Control, 1686 (AZD1222, 6; Control, 4)
«  Dosed with SO bust virologically = Dosed with SO but virolagicaliy-cordisrried
COVID-19 < 15 days post second dose COVID-19 < 15 days post second dose
{AZD1222, 28; Control, 41) {A2D1222, 7; Control, 5}
«  Dosed but did not recelve SD a3 second dose *  Dosed but did not recelve SO a3 second dose
{AZD1222, 7; Control, 0) (AZD1222, 51; Contrdl, 45)
+  Did not receive second dose and 5 12 weeks = Did not receive second dose and £ 12 weeks
post first dose post flrst dose
{AZD1222, 838; Control, B30} {AZD1222, 9; Control, 13}
* Didnot receive second dose and > 12 weeks SDSD, 395 ] [ LDSD, 2741 + Didnot receive second dose and > 12 weeks
post first dose AZD1222, 4440; Control, 4455 AZD1222. 1367; Control 1374 post first dose
uzmzzuaa Control, 436) wmzzz.w Control, 243)
Chose not to recelve a second dose Chose not to recelve 8 second dose
{A2D1222, 169; Control, 155} {AZD1222, 143; Convrol, 115}

- The partiipant withdrew early ¥ = The partiipant withdrew early
{AZD1222, 6; Control. 9) (AZD1222, 2; Control, 8)

- Other SDSD « LDSD, 11636 « Other
{AZD1222. 259: Control, 272} [ AZD1222, 5607; Control, 5829 ] (AZD1222, 102; Control, 118)

1 HFERITOPIEN (DCO1) B A2 FHUMITEAICE TN 2HEREOAR
AZD1222 : I8, Control : X} fRE¥. Any Dose Safety : £HFER SMEMATIH R, Any Dose Efficacy : 2IEFEH IERRTXIHIED | Baseline
seronegative : ~— R F A VEFIZ MIF RS DBEHEDOHERE | Virologically-confirmed COVID-19 : 7 A /L X EEJIZHEE Sz COVID-19, Dose
1SD Efficacy : #)E SD M %K A it AR x84 M. Dose 1 LD Efficacy : #J[E LD I 7§ KIS AR %4, SDSD : SDSD
175 R AR AR A M. LDSD : LDSD M if KA RIE A MR &Em

sramrometmraEsE iR cll= 5 ey chvT. EHHOETETFMER T 2
ERBDOU 7 F R bEEE% 15 BLURBIZREBE L, SARS-CoV-2 BN U A NV AZERIZRHEE S NT-F1%
DIEMEYE COVID-19 TH Y | 37.8CLL EDFE, Wk, B8, EBRE, UIKEHEEODZI L L 1D
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DIERZH T DIER) 12H3< VE (VE (%) =100X (1—AFIRED COVID-19 1 X 3B /% BRRE
? COVID-19 A Xy R3gHIER) ) & &, RT-PCR XITZE DM OREFEEIEMRA DM & 72 > T2 IR O
HH & O COVID-19 JEROFBLH 3V F s 2 [B1H OFEFE% 15 BLBETH S TRERI O A B A X k&
LCHEHENT, PFEENT 4 RBRT_TITHB VT, SARS-CoV-2 JEYEMN 7 A /L AN HEE S -4
WA LT, BRIE SN DR — D= KR A > MHEZRBRIZ X D COVID-19 A X2 kD
HIENFEM STz, VE OFFHTCIL, ARMEICET 2L LT, 0%2 K& < RS &EDOBLEND 20%
DERE S, [EEXEO TR E OB TR T2 2 & & STz,

COVID-19 /X7 X v 7 FCORAREE LORGFREIZK T o0 E 2B ERELHE LT, AHIX
(3% IREE D SDSD 23 HEf S V7o BRE RSBV T, ARMEEEFMEE H & Sz COVID-19 A X K
8 53 MHBIER S V2T 1 o FRfET (DCO1) 23 FHH S 7z, 723, Y DR 1IX, VE &
70%ERE L, AEAMELZBM 1.13%, BiEE 20%E 35 & 77%TH D & é;m:o Fo. ElEFEOH
SN T 2 KK O TN R OHEERLAH DMEOFHE MM OHE D= OIS B 2B Z1TV, K0 %
< DIEFIZERT D0 L OB BN G, PRI (DCO1) TABIOAIENKRIESNIZHETH-> T
HRBR A ke L. REiENT (DCO2) % FEhad 23HE & S, EEMAT (DCO2) 1%, AHI Idxh FR3E
O SDSD /N #EFE X 7= R E I BV T, 105 0D COVID-19 A X M B SRR CHET 5
ZllENnT, B, ZOBEOKRHEINL VE & 60%EE L, AEKUEZ WM 4.44%, BEfEE 20% &
T5E90%THDE Sz, PRIEHT OEREIZ,E S 5 —FOWRMEROFIEIZIL, ¥~ o HEEED
Avsiv, FEfEST (DCO1) LK OFEZEMH (DCO2) DOAHBEAKHEL, ZHZIHEM 1.13% K% T 4.44% &
ENtz, LU, ffET (DCOL) D= DT —4 h v M 7 AN HIEFI N 2 IS S iz iz
|2 SDSD BEFREEM & LT 98 D COVID-19 A <> h 28T (DCO ICE £ D Z & L 72 v (SDSD
Je OV LDSD HEFESERA & LTI 131 1) | o~ o B (y=-2.5 12XV FEfEST (DCO1) OFAEK
YEIT W 4.16% & Sz,

HREfEYT (DCOL) WRASIZISIT 2 2 (Bl H #8415 B U OBHRARY CELME CEAERFE) (X, gm
SD ZZ MMM X AR H] CTIIAKIRE 52.1+24.18 H L O FRAE 51.3+£22.91 H, SDSD+LDSD i Sk
PEA PR X SR F CIIARAIRE 42.918.12 H X OXHREE 42.9+217.91 H Th - 7=, EEfFEHT (DCO2)
REARIZH5 1T % 2 [BIH #:FE % 15 H LARE OB (CEIIME SRR ZS) (3. PllE] SD &M ATk G AL

TIEAAIRE 68.9+35.75 H K OKTHERE 68.2+434.87 H, SDSD+LDSD IfiLif5 5 fits B A Zh AR AT st SRAEH ¢
IEAFHIRE 64.129.86 H M U HEHE 64.0£29.49 A Th o7z,

BT OWT . FERENT xS & 7~ SDSD+LDSD M5 & Fa A R MEfRAT kS M I 3B T
FHEHMEIEH Tdh 5D COVID-19 A X2 MMEHOHREIfENT (DCO1) DOfE L ONRFER B33 24 LK
2 DERBYTHY, VE Oifl] 95.84%CI @ FIRITAZMEICEE T A EHEL L TTPORTEINTZ 20%% F
[\ > 7=,

14) BRI (VA7 B35 5EA- GRBREE 2 MBEMA+1S A) ] +1 (H) & LTHHBEN:E, VAZBHDLEEH L1, SARS-
CoV-2 JEYLN 7 A L AZANTHEE SN2 COVID-19 &l &N BE IOV TIRYI DA X M’éfﬁﬁ AR RS BT RER
Z5E T XUTHIE L72SMFIZOWTUIRBROSE T/H IR B, TR RIZB WO TA X2 SRR b FITIEBREE L TV A3 INEIC oW T
W oT—42 5y b4 T B E ST,
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24 JEBRIK 2 0] HEERERL 15 A LUK COVID-19 A X MBI 20 7 F o Of 800 (R RIS 5)
(SDSD+LDSD IfiLi5 5 i fa A 2h i st 4 4E . DCO1)

AFIEE kf BRI
e 5807 5829
COVID-19 A > FIEEE (%) 30 (0.52) 101 (1.73)
VE (%) Lififil 95.84%CI1] ™! 70.42 [54.84,80.63]

*1 0 RBRE S B, A7 U —= JBEOER (18~55 . 56~69 i%. 70 Ll b) #KHF& L, @M odEiz 47 v v
Be LERT Y VEIRET N (A EKYE - Wi 0.0416)

0.050 A

Treatment
Control
—————— AZDI1222

0.045

0.040

0.035

0.030

0.025

0.020

Cummulative Incidence

0.015

0.010

0.005

0.000

Subjects at risk
Control: n=|5829 4002 1016
AZDI222:n= SS]D? 4004 1[,]71

T T
0 30 60 90 120

Tme to First SARS-CoV-2 Vrologically-confirmed COVID-19 Occurring >= 15 Days Post Second Dose (Days)

2 JEfEYT (DCO1) KD COVID-19 A Xk REEFHETIER (SDSD+LDSD IfiL i 5GBTS 42 1)

FETo, FERMATRIG L S 37z SDSDALDSD L iE SO FEMEA D HERFAT T GBI I T BRI
H Td % COVID-19 FIE D FEESFEMT (DCO2) Dt e b CEAFEREAERITFK 25 KO3 D LB Th o,
7ok, EEIZEBWT—EERM T SARS-CoV-2 UV 7 F U HEfEAY 2020 4F 12 A 8 HIZBAtA S 4, COV001
JONCOVO002 iR CTlx, —IC T 7 FUMATARE L e o TG BIT BRI R SN HFHE CTh o 72720,
BRAESR DR B2 S T TICRBRAE R 2R 32 BT, DCO2 & LT 2020 4 12 A 7 ABEHR S vz,
FEARHT (DCO2) 1%, AKIExRIE D SDSD 23 HEFE S AU 7= ¢ I 5T 105 L4 Eod COVID-
19 A X2 BB SN TR CEIE SN DFHETH o 7208, R E O SIL R BEIME N T — 2 h > v AT
RTDFIEGI DEFEN Fino72 2 L2k FEMET (DCO2) 121% 332 #F (55 271 {13 SDSD O #fk
BT IR E) D COVID-19 A X F &£,

F 25  JRBRHK 2 (0] BB 15 H LD COVID-19 A X MEHITKIT DU 7 F o o8 (FEHITRE S
(SDSD+LDSD [fiL{# s B A h AT $F 46 FT. DCO2)

AFEE Pagiishiss
%% 8597 8581
COVID-19 A > B (%) 84 (0.98) 248 (2.89)
VE (%) [l 95%CI1] @ 66.73 [57.41,74.01]

a) HEBRES. B, X2 U — = JIRROFE (18~55 ik, 56~69 ik, 70 kLA b)) ZKF& L, BEIR OxE 47 &y M
e LI=RT Y U EIFRET L
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Treatment
Control
0.060—[--——-- AZD1222

0.055
0.050
0.045
0.040
0.035
0.030
0.025
0.020
0.015

Cummulative Incidence

0.010
0.005
0.000
Subjects at risk
Control: n=| 8581 6874 5201 1581 6
AZDI1222:n= SSIQF 6.0|19 Sll_OD 16|46 3|3 |
0 30 60 90 120 150

Tme to First SARS-CoV-2 Vrologically-confirmed COVID-19 Occurring >= 15 Days Post Second Dose (Days)

X3 FEMHT (DCO2) KD COVID-19 A <>~ REEH B (SDSD+LDSD IfiLiF SIS BT S ATk G 4E [)

ZAEMIZOWT, BB To LB L a3z,

FrE s ER (Rt (CEREROIARE., M, 28R, BUR. € 9 FE, IR L O KOs (FEFL,
FPUK, B BEVR. AR, R0, BUR. R LK ONEM) ) JRBREA IR 7 B
il (BB B a6 L0 IUER)

FRFEAFFHL  IRBRAA R 28 AH
HERAFEFRMOER TS AEFROREI | RPN ) & ok Hetditk 12 0 7 [
725, COVO005 RBR D FHEFE DR EA EHGRIT OV T, BRI ITABREEEm% 7 Ol GEs H) @

FHE & SN2, BBRE BEEOREICRRY NS 0 |, IREREEME% 6 AR GH7 B) ([CIUE SN FLN
Il & 7z,

FlE] SD 22 EVEMRAT TR (DCO2) @ 5 LARFEAEHRM G S 22BN (WIn] SD FeE A& 5

AEAfE TG B) (2N T, TR RN 7 B £ TICRBL L IR EA T FREK 26 1ITRT,

33

NEZRT Y THET A~ T BRI S5 m,,digﬁ -



26 IR KO 2 B HEER 7 A YO EAFFS (Plal SD FEA HFHELIHMIxI S5, DCO2)
%t R
s &tﬁ AF Akt R BEBERE D 7 F | BiELE D vF | TIE R 2 [\
[EE V2 [IBERERE VT TR Tt
/N (%) /N (%) /N (%) /N (%) /N (%)
JRET
TSR @ =] 893/1745 (51.2) 521/1593 (32.7) 467/1493 (31.3) 54/100 (54.0) B
2 [a] A 273/1011 (27.0) 190/895 (21.2) 179/825 (21.7) 11/70 (15.7) B
= g1m] 1587/2655 (59.8) 892/2496 (35.7) 748/1493 (50.1) 30/100 (30.0) 114/903 (12.6)
26l H 732/1920 (38.1) 411/1794 (22.9) 331/825 (40.1) 6/70 (8.6) 74/899 (8.2)
S PG 63/2623 (2.4) 30/2466 (1.2) 24/1493 (1.6) 2/100 (2.0) 4/873 (0.5)
2| H 23/1877 (1.2) 6/1744 (0.3) 5/825 (0.6) 0/70 (0) 1/849 (0.1)
B @ =] 274/1745 (15.7) 207/1593 (13.0) 197/1493 (13.2) 10/100 (10.0) B
2[5 H 78/1011 (7.7) 75/895 (8.4) 74/825 (9.0) 1/70 (1.4) B
95 PlE] 278/2655 (10.5) 150/2495 (6.0) 69/1493 (4.6) 3/100 (3.0) 78/902 (8.6)
26l H 161/1920 (8.4) 78/1794 (4.3) 23/825 (2.8) 0/70 (0) 55/899 (6.1)
[ PG 73/2622 (2.8) 34/2466 (1.4) 27/1493 (1.8) 3/100 (3.0) 4/873 (0.5)
26 H 27/1876 (1.4) 10/1745 (0.6) 7/825 (0.8) 0/70 (0) 3/850 (0.4)
TG (G 45/1745 (2.6) 28/1593 (1.8) 26/1493 (1.7) 2/100 (2.0) -
2 A H 7/1011 (0.7) 12/895 (1.3) 12/825 (1.5) 0/70 (0) -
PhiE PlE] 124/910 (13.6) 41/902 (4.5) - - 41/902 (4.5)
2 [ [H 85/909 (9.4) 33/899 (3.7) - 33/899 (3.7)
etz
He 1m] 184/2588 (7.1) 22/2422 (0.9) 6/1476 (0.4) 0/49 (0) 16/897 (1.8)
26l H 23/1873 (1.2) 19/1765 (1.1) 3/813 (0.4) 0/63 (0) 16/889 (1.8)
FEEE plE] 546/1745 (31.3) 141/1593 (8.9) 122/1493 (8.2) 19/100 (19.0) -
2| H 94/1011 (9.3) 46/895 (5.1) 45/825 (5.5) 1/70 (1.4)
G ) 544/1745 (31.2) 107/1593 (6.7) 101/1493 (6.8) 6/100 (6.0)
2[5 H 54/1011 (5.3) 37/895 (4.1) 34/825 (4.1) 3/70 (4.3) -
RA &Y PlE] 634/2655 (23.9) 242/2494 (9.7) 130/1493 (8.7) 8/100 (8.0) 104/901 (11.5)
2 6l H 195/1921 (10.2) 134/1794 (7.5) 61/825 (7.4) 1/70 (1.4) 72/899 (8.0)
FeTal [A] 1071/2655 (40.3) 463/2495 (18.6) 319/1493 (21.4) 21/100 (21.0) 123/902 (13.6)
2[5 H 364/1921 (18.9) 193/1794 (10.8) 111/825 (13.5) 3/70 (4.3) 79/899 (8.8)
W g1m] 1317/2655 (49.6) 834/2496 (33.4) 645/1493 (43.2) 25/100 (25.0) 164/903 (18.2)
2 A H 515/1922 (26.8) 360/1796 (20.0) 238/825 (28.8) 8/70 (11.4) 114/901 (12.7)
S PIlE] 1291/2655 (48.6) 844/2496 (33.8) 571/1493 (38.2) 43/100 (43.0) 230/903 (25.5)
2| H 514/1922 (26.7) 381/1796 (21.2) 203/825 (24.6) 14/70 (20.0) 164/901 (18.2)
5 20k ) 711/1745 (40.7) 267/1593 (16.8) 240/1493 (16.1) 27/100 (27.0) -
2 [a] A 172/1011 (17.0) 100/895 (11.2) 95/825 (11.5) 5/70 (7.1)
) e 353/1745 (20.2) 176/1593 (11.0) 164/1493 (11.0) 12/100 (12.0)
26l H 83/1011 (8.2) 64/895 (7.2) 62/825 (7.5) 2/70 (2.9)
G- Ble] 24/1745 (1.4) 13/1593 (0.8) 11/1493 (0.7) 2/100 (2.0)
2| H 7/1011 (0.7) 3/895 (0.3) 3/825 (0.4) 0/70 (0)

N=fRAT R R, n=FEFFIEL
a)  TESEROOER. BUEE. RS, PR, EE
ROSUTHIE S EDOEN R D> T2 Z LD

£3ni,

. BRI, LK OURMEIZOUVW T, COV005S R TIZZ NS OFEENIVE STV
. FRFTN S COVO005 BRBRITERA SNTe, F7o. P COV005 RER D 12 U TUL

#El SD et R4EM (DCO2) DOIEFFERERFROBBLEIAGIT. AKIRE 44.8% (4,625/10,317

) K OKIHERE 33.7% (3,421/10,141 f5l) TH Y, 5 b, 1RERIE & ORRERNAEE S e i T IFRFE
AEFLORBLEIG IIARAIRE 36.2% (3,735/10,317 f5) K ORI HEEE 23.0% (2,333/10,141 #]) Th o7,

#lEl SD ZRMEfRHT R G4ER  (DCO2) 128V T, WAL OHEFERE T 1%L RICHBL L7 IERE A3
FHIER 27-1, WK EHEREE L O 2 [5] B EEREZ IS WO O T 1%2L RSB L 7R &
DOREEROH D IR ERAEFRITL 272 K NE 273D EEY ThoTz,
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#27-1 JRBRS BERRS 28 HISICARIBE T 7 T B REEO TR OEET 1%L, FICRD b i E A E558
(915 SD 2 RN 6 G 4EM . DCO2)

o BERE
TR AFRE St R BEERE T 2 F | BEERE T 2 F 7SR
PT (McdDRA/J AT 2 [IERERE + 75 R 2 [IERERE

Ver.23.1) N=10317 N=10141 N=3944 N=5209 N=988
n (%) n (%) n (%) n (%) n (%)

U 7 F U HEREATE R 1471 (14.3) 902 (8.9) 91 (2.3) 811 (15.6) 0
SER 1278 (12.4) 872 (8.6) 120 (3.0) 656 (12.6) 96 (9.7)
77 P 1031 (10.0) 425 (4.2) 41 (1.0) 364 (7.0) 20 (2.0)
FEEL 982 (9.5) 246 (2.4) 29 (0.7) 214 (4.1) 3 (0.3)
I T7 565 (5.5) 352 (3.5) 104 (2.6) 229 (4.4) 19 (1.9)
I 470 (4.6) 119 (1.2) 7 (0.2) 109 (2.1) 3 (0.3)
) 0E 315 (3.1) 172 (1.7) 2 (0.1) 154 (3.0) 16 (1.6)

5 302 (2.9) 167 (1.6) 48 (1.2) 119 (2.3) 0
i 236 (2.3) 149 (1.5) 31 (0.8) 104 (2.0) 14 (1.4)
UL 164 (1.6) 191 (1.9) 22 (0.6) 130 (2.5) 39 (3.9)
3 162 (1.6) 64 (0.6) 14 (0.4) 37 (0.7) 13 (1.3)
B Hivr 161 (1.6) 94 (0.9) 38 (1.0) 44 (0.8) 12 (1.2)
T 160 (1.6) 148 (1.5) 27 (0.7) 112 (2.2) 9 (0.9)
U 7 F o HEREATALEE 142 (1.4) 171 (1.7) 15 (0.4) 152 (2.9) 4 (0.4)
U S 131 (1.3) 86 (0.8) 44 (1.1) 37 (0.7) 5 (0.5)
1 PEnR B 127 (1.2) 135 (1.3) 40 (1.0) 74 (1.4) 21 (2.1)
A VTN PR 109 (1.1) 71 (0.7) 12 (0.3) 3 (0.1) 56 (5.7)

LTS 105 (1.0) 137 (1.4) 3 (0.1) 134 (2.6) 0

e TR 92 (0.9) 106 (1.0) 1 (<0.1) 105 (2.0) 0

N=fRAT R R, n=FEEFIEL

# 272 JRBRIEGIEMERE 28 B EICAAIRE I T T B RO VT NAORET 1%L LIZRD bAT-IERE L OREEROH 5
IEREATFFS (W SD BT x54EH. DCO2)
pogistis
T AR P BRI D 25 | BRI 2T 77w
PT (MedDRA/J 2 (Al AR + TR 2 (B
Ver.23.1) N=10317 N=10141 N =3944 N = 5209 N =988
n (%) n (%) n (%) n (%) n (%)
T U F o HERR LR 1261 (12.2) 796 (7.8) 53 (1.3) 743 (14.3) 0
SHIR 953 (9.2) 509 (5.0) 47 (1.2) 440 (8.4) 22(2.2)
L 906 (8.8) 188 (1.9) 14 (0.4) 173 (3.3) 1(0.1)
775 PR 895 (8.7) 307 (3.0) 21(0.5) 281 (5.4) 5(0.5)
97 432 (4.2) 222 (2.2) 54 (1.4) 163 (3.1) 5(0.5)
HLESS 415 (4.0) 91 (0.9) 2(0.1) 87 (1.7) 2(0.2)
HES0E 253 (2.5) 116 (1.1) 1 (<0.1) 108 (2.1) 7(0.7)
R 250 (2.4) 108 (1.1) 23 (0.6) 85 (1.6) 0
HEL 159 (1.5) 77 (0.8) 12 (0.3) 61 (1.2) 4(0.4)
30 117 (1.1) 38 (0.4) 8(0.2) 28 (0.5) 2(0.2)
B & 110 (1.1) 40 (0.4) 10 (0.3) 27 (0.5) 3(0.3)
U U F TR AL 109 (1.1) 159 (1.6) 10 (0.3) 146 (2.8) 3(0.3)
N=fEHT R G145, n=ZEBLHI%L
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F27-3  JBBRSE 2 [B] H B 28 A RICAKIBE XL 7 T B REEOWTNNDOEET 1%L FIZERD LT85 L DR RO H 5
IEREAEFS (WA SD ZEVERINT I %4, DCO2)

SRR
TRBRSE AHIHE St R B T o T %‘ﬁﬂ%%rﬁvz%y 7R
PT (MedDRA/J 2 [BlERE + 75 ARBE 2 [l
Ver.23.1) N=10317 N=10141 N=3944 N =5209 N =988
n (%) n (%) n (%) n (%) n (%)

0T BRI 361 (3.5) 129 (1.3) 38 (1.0) 91 (1.7) -
IEE) 189 (1.8) 140 (1.4) 34(0.9) 93 (1.8) 13 (1.3)
5 PR 109 (1.1) 51(0.5) 16 (0.4) 32(0.6) 3(0.3)
9 7 103 (1.0) 65 (0.6) 36 (0.9) 23 (0.4) 6 (0.6)

N=EAT X R BIH. n=FEBLHIEK

FEYT (DCO2) FTIT, FELCIIAAIRE 2 ] (M RGERR Y e ONE R 2 1 O BrEY) | B
51 (COVID-19 fitide, BEZMRE., BE, B AR OMEFHEMERR) 12RO b, Wb iR
EDORERRIIEE SN, RBOPIEICE T2 FFRIL, ARAIRE 0 B, KTHEE 2 FIIZFED b,
HEIERAFFZRIL, AHITE 108/12,282 1] (0.9%) . KFIEE 127/11,962 1] (1.1%) ([T BN, WTh
DOFET 2 FILL FICRBL U8, mEgk ORAIRE 6 B, XTRAEE 7 1. CUFEE) | BREER Gl 0
Bil) . BER QL 0Bl | FEMESRE QL 06l | PulE QFL 06l | FEABE (2 #l
0fl) . HmMEIIEFER 261, o) | HEMZeH Q. o6l | EAKREE Qo o) | BERE
2% QF, 0Bl . RE QEL 0Bl | BomhidEs Q61 0F) | KR QB 16F) . BRWE (2 .
1B | RESEEA Qf1 261) . COVID-19 2 #1. 1761 | BiEaiE (1F, 26 | D% (161,
2410 . AL (ofl, 240 . BATE (0fF. 26 . EREERS (0F, 246) . BHRIER
ol 2641 | REFEs O, 260 | BuisE O F, 260 . NEZE (0FL 26 . < BEETH
i (0F, 260 . Keb 0Bl 260 . EEEST (0FL 26 | REKAE (06 26) . FEREH
B B, 240 . —EMEREmIEE (0 F, 361) . COVID-19 ik (0, 441) Th-o7z, THERHE
EDRBEBRNEE SR o T HEERAFEFRIL, AFIRE 2 #] GEELOHWMFRER) (TR3.1.2
KOVTR322ZH) | et BREE2 B (B S g i OFHR) (2380 bivl,

7R RIS T DR O
TR FRRT — 2 o r— VRO T EHZ DN T

COVID-19 OH:FE 22347 FIZHR W T, il 72 SARS-CoV-2 77 F L OB NRD LN TEY, ZD
I#E O 7= ICMRAY | WHO' | ZE OB /' 1XFFICONTON A X v A% Z AR LT
Do RITIX, BFN249 H 2 BICEHED [Hillan S v A L2 (SARS-CoV-2) U7 F v OFHiiIZEI3
5%z 77] (https://www.pmda.go.jp/files/000236327.pdf (& H : 2021 454 H 6 H) ) ZAE L.,
RABRICEA L CEIZL T OB 2 T 2R LT\ 5,

15) ICMRA statement on COVID-19: International regulators pledge collective support to combat COVID-19 (http://www.icmra.info/drupal/
news/statement_on_COVID-19 (F#&fiEs8 H : 2021 454 A 6 H) ) . ICMRA statement on clinical trials: International regulators provide gu
idance on prioritisation of COVID-19 clinical trials (http://www.icmra.info/drupal/news/statement_on_clinical_trials (&S H : 2021 4 4

HeR))

16) TWHO R&D Blueprint; Target Product Profiles for COVID-19 Vaccines. WHO; 2020) %% TWHO R&D Blueprint; An international

randomised trial of candidate vaccines against COVID-19. WHO; 2020

17) [Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19. FDA; 2020, [EMA considerations on COIVD

A

-19 vaccine approval. EMA; 2020] <F
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o RYETFRT I/ FroFEiconTit, FRIE UTRETHHR L TEHEHER & LT E21T
S5HDTHY ., COVID-19 ORFETHRITOVTRE L 72 5 FMISEI R ST o TUVARNWE
WIZBWTiE, RAIE LT COVID-19 OFRIE TR R % il T 2 BRRRRZ EET 3 L ENH B,

® COVID-19 DHATORENE - HIRIC K > TRALDZ &, A VAP B - BRINEEIC L -
TRRDEEREH D Z L. COVID-19 BEIELTIBEORENE - HIRIZL > TRES RAD
TLERBEELXD L, SARS-CoV-2 VI FUDRET 4w b+ U7 OHBIL, &E - HIROKR
KXo TRLRLTEELEH D, iz, RENERDOZERN SARS-CoV-2 UV 7 F U OBEMM R RS
HICHETHIZLLEZAOND, TORD, WS TRIETFIHEIR LM T B 72D DR REEH
BRARBREERINDIFEICBNTH, BNTERARZEEL., BAAEREIZBVTYZF
DEIER VR EZRETT 2 HERETE,

o EATRETHZREZFTEFMAR & L KRELRIEMERRRAER SN IS8T, BNT
ARANCBTIRETHIRELFTMMTHZ L2 AL LRINEBERRARE ER T2 2 L7224, B
AANCBITIRERERVRESELZERT I L2EHNE L-ERNBRRR Y EZHT2 2 & T+45
REENRD B,

B, LT 7R11 R TRI2ATORFER VBT X, AROBFEEFHZOWT, UTFDn L)
IZHEr L7,

HFF R T COVID-19 DRIEFEHRORE & 72 2FHEIERAL N2> TE L, BRETFHHRL
SRR & OREIIARE TIZ Wb DD, iR SARS-CoV-2 U7 F U DRENRD LTV AR
ZERB LT, FHDOFIER VR MOV TIIRIE F RN T S N - BARRO ST O R
EEELZRBRAELE LTRHMEL (7R.1.1 EBR) | ZhiciMx TEA D8111C00002 SRERREH S B A&
ANDOGREFRERVCREMEZHET D Z L T BRAAIRBIT 2FFNOENER CELE 2 5TET 3, 7238,
KETIH 18RI LDEAZGRIZAKISD # 4 BRIBC2EBER L & EDEIMRIRLME 75+
xR & B S B MARRER (D8110C00001 RER) NEMP TH V., 2021 4F 4 BEHIZEDMEOEBER
BELNDTFETHDHI NG, KBFEOBIKT —F Ry r—JZxEEhi2nb 0o, D8110C00001
RROBRIZOVWTUIHEBERB B ONKRE. BRI HEE L,

TR11 BN 4RROEBFTEIToZ &IZONT

HEEE L. B A RROFEBITH 1T BRRRUMICOVTUTDO X 5 IZ8A L,

AT 21T o i  RBROBEIZ, X280 LBV TH B,

AGFERTICE EN 4B (COV001 RAB. COV002 B, COV003 REAK Tt COV005 RE) OB
YL, WTH b ERENMI L TFHMBESN DB TH o2, ThLDORBRNBEBESh-%, 5
AunFUANZADNRCT Iy 7 BRFEICERDOHZRRICBN T, AFOEMEL L v BHICRERT
5L BHE LTABART RSB S, AftammiconTiz, 20 € | AR A» s EMa
RU'MHRA & of#nzhenisn, setmrdEss [z ol =08 | eedcman
7o HFRBRIZOWTIL, 4 ORBRO FRAITIIERE T, HEARMEM T CERBRK TRICAT A
ETHEEICEE SN, 2B, eI ERROBITIZITbRVWI L &h,
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=28 GHABITEIT-oiEN 4 RBROBE
R4 COV001 A8 COV002 K5 Y COoV003 & © COV005 35k 9
EE XE *E TSN w7 7Y HEmE
HERBmA 2020464 8 20204E5 B 2020 %6 A 202066 B
E RN EiEP EEP EHEF ERTF
BARHH 1/1 I/ m 1/1
RER A HEREBELILLHE | HEREMFEAER | HEREEALLER | THEREFALEEHAR
KB R B
BEfI%K #9 1090 i #9 12390 4 #9 10300 4 % 2070 41)
BHABITIZE DT 18~55 5% 18 AL 18t 18~65 &%
HEBRE OFEH
BEERA BRA (EREEEERV | RA (BREFERT | HIV B IFERIORA
waE SARS-CoV-2 IZBR#E | SARS-CoV-2 IR
LTWAAREENRR | LTWAARERS
WA Z ) VA B )
CEREBREDOHD | cBERVIY Fe—AXhTWRWERRE /RIEOH5E
E F EDH SN RENH IRETRTSREE LIZT0RV0H5H
CTFTA5FY— | TFT4FH—, WEZEOKE
2B A IBERABY 7 F o ORDIC L TEIET S X3 2T VAR —KER
ERERKSBRIBICHE ARSI AE | T VX —RIEOBERE
T BB UIF LD

Lo TEATEHLS
RTLVVEX—KRBX
BR7VAE—RIED
BEAE

1R, BB UIRBRMY
RNICE iR % HE /A
T 3HDOBFEW

AN LRSS L

COVID-19 (ZBSET 3

cRECREREIN:
COVID-19 DEEfE

+ 2020 4E 2 BUIBEIC
A ZHK, BN
EDEHFEXIR
SARS-CoV-2 Hi kBB
#

RETHEINE
COVID-19 @ B #%
(5d.9,10 RTr 11 8
<)

- RETHEESLE
COVID-19 A (I
EEH., RE X 3HE
B3 BERE, X
ISR IERE)

I A— bEID
SARS-CoV-2 i &K iB

- SEIEACETO 96 BRILLPS
CRFFHORETHRED
SARS-CoV-2 B¥iREE & h
7=

- BETRE Sz COVID-
19 OBEE XX SARS-CoV-2
BREHELOREEM (RE

e -4 ARAIZ COVID- ¥ GRREAHEES | %)
19 BELEM) XY B rosERSh | - 27V —=v 7/ BEH
DENE 20 30 B AP R Eh, Wk, By
*COVID-19 D HjEL hOFHRREREBDIE
VRIZOBNE LR
BLTW?3
BRI OERBINK 1EXiL 28 1R 2@ 2 H 2@
6::33) (RABBITE3) (RBBECESL)
SD : 5X10"vp SD : 5X10"vp SD : §X10%vp SD : 5X10"%vp
ARORR LD : 2.5X10"vp LD :2.2X10"vp LD : 2X10"vp
BERREY 7 F R EY 7 F YIB! : HRKAEY 7 7R
pogich3 Fv (EBREK)
2EB : TR
(AEEAEK)
BEREMBORE 4~38 R 4 BRI E 4~12 AR 438
ZEIRY FHNRUEEM (B ZEY FZENRURBIN CRiRick
1 BRI VE ZREGL CWVIERIE T E
covn;gféiwo BEXIZEKRED IR D SARS-CoV-2 D
SARS-CoV-2 O % B EIRIERE)
HIBRE)
—HOERECO | —HOBRETO | c —HMOFERETO | —HOEBETORBRER
wERE R BEERH HRERE E
CRGERR  SEHEE | - RN AR | - IRENRN  AEEE | - RENN  SEER% R
#7 8 (Day0~7) | %7 A (Dayo~7) | %7 B (Day0~7) | i} (Day0~6)
MR | BEEAE | (THRORFERRV | TRORFERRT | TROBHERKV | - SEORFFRRVTIED
DL B2 10 BOLFERITH | 10 BOLHEERIZ- | 10 BOLHEERIZS | LHFRI(Z-HV T COVol

WT COVo002 Ak
Fl—

WT COV 001 BB L
Rl—

T COV ool RER R
O COVOR2 RER LA
FEELAWE

HBET COV02 RBLH
—NiXREEEER LA,
—HOWER (ER. WG, &
BE. BO, BH) 3ERE
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AEECUEE¥ T, RBREMIGH
BEICHED 2WHEZIN
%
R | - DURNIM S EMEE | - RN AEEEE | - RN A EEE | R S EEE% 28 A
EES #%28BFT #%28RFET #%28RFET T
B FDA M # A & X Toxicity grading scale for healthy adult and adolescent | NIH @ # 1 ¥ > X DAIDS
59 volunteers enrolled in preventive vaccine clinical trials (FDA. 2007) grading the severity of adult and
paediatric adverse events
F BB REEE%34H | BREEE%364A | BREE%34B VIEEEE 364 B

2)
b)
)
d)

RREEHEES R o<l A R BAR
HREREES IR CoOMFENEARR) B
RRERHEESE R CoOFI A MR B
RREEHEBEE PR COEFELA R BA

BrAAEYT O EFHERE R T COV001 R, COVO002 RBR, COV003 FRERK TN COV005 RAERD 4 BRI
>K[E D8110C00001 HRE L EHmFT ThH o7, HFEHITICE O 5RAR L L THZ4ARLER L -HH
. D ORBRNBIEZ 7 SARS-CoV-2 ATHIAE » T SICHh S, RBROEBNREITL Tz
HTHDB, £, WThOBEKRRbLL v 7 A 74— FXERBREEE L LTEELTWARRTH
D, R288DLEY, RERTVFA v, T—FINEIE, SARS-CoV-2 BPAEMRBIER VP RHET ot XX
HRRMTEULTWAZ LD, ZhbDRBREHETHILIIRYLE LT,

4 RRORBRTFA %, WTFRBRAIE L TEEAEERRRT, MO0 EREERT 2 HEY
EHELTEY (COV0ol FRBR. COV002 RERKR T COV003 RBRITEER., COV00s RRIZI_ESH) .
FEREORREMCBNWT, RROFHMEER (et fEFRERUADNE) 2RVWTN3, 4RBRORSR
FHA TR —2ESLH 0 WL ONDERIZOVWTORIT LOBIR VT Al IETRO LB,
L0 COHEHRITOFREHFEFEZRCBWTHRESI N,

EAEEILZIT o TW2WEE (B : COV001 RBRD 3 B£. COV002 RBRD 11 B) . #@F=IT ChAdOx1
Ry F—U7F 2B UHERE (B : COV002 RERD 11 B) . REREIMARIC HIV B L 2
Wr S - #k5RE (COV002 RERD 12 BER U COV005 FRBRD 3 #) ROVNE (18 BRm) 1X. ¥
RTOFBTHBEMNOBRANT D, £z, FRABLFERTREL 111 TEESLIRLTWARVWE
(B : COVO02 RERD 1, 2, 5. TRV ) X, AMEDRITHREMI LEBRINT 3.
FEAMNL LT, 1I8HBULEDORAIZRIT S COVID-19 DFBHIZOWT, 2 [EE OFERER% SD &
L7=REDAF D 2 BIOFRNERROF I XTR & B L CHET S (TR212E3MRB) ,
BEDOEERENTIZ, SDSD+LDSD MiERISRHE MEMIT I SREMICES3<Z L & L, 5X10°
vp XiZRI&E R A VAR FES SD, 2X10°% vp, 22X10° vp XiX 2.5X10°% vp %2 LD &¥5%
(TR2.11EZBR) .
AT T RCERICR T ZBRREO AL - ARIICERT 2,
AOEOETEFMED 1T, VARE 2 B EHEMEE 15 BLIRIZREBR L7z SARS-CoV-2 BRI A v
RN RETE SN HF DEFAME COVID-19 &5, EEBEERENBIEL 2o -REDRERA
& COVID-19 SERDOFEH A 2 BIEEEND 15 AUEEB L THWBEFOZREA RV FE LT
EHB, ARV MEBR B IIKEIEIERE A ITERBRAOWVWTRANENFOBRE L, = FR
AV MHEZEERXBFINDIEDIZERT 5, BEROAXV RO ONZEREIZOVWTIE, &
POREROH = FHEOEEHHER OFTICHVWS (TR212EZH) .
BEBEFRIIOVWT, IFREEER 7 B (AREEREB L thED 7 B, 7272 L COV005
RRCIIBEREERER L ENLUED 6 REY ) NE L-RFMtEERRRVLEHEESERY %

18) MRERHESTOMRICRY Bdbolid,
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NENENT S,

o NRNEAEFEZOHEIL. RRHEICBTIEEEOTMECENEEZERELTITo> 2L L L, Bk
RIGIEIHEBTOBFEMHBEEZECBVWTTORET S, £, FECHFESSROEEEHE
IZ-oVVT, COV001 B, COV002 RERK U COV003 FRBR & COV005 RER & TIXHW=H 41 &
AWBERD (112EHBR) 28, ZROORBREHEE LT —F 33T, COVool RE., COV002
RERK U COV003 REETHWIEFDA DT A F v A2 AN T—RIZSET 5,

2B, PHARTOREHAATHEEZER LB (TR FSEXIH) ©0/n—rF—aid, 5—
sete=rY) &R -T2 £ 5 P AR OBESHENBEE SRS ECERTICE
AR TV, BERICERBROBMEHERT 5 2 L ITRAETH -, BERVEIE ST —FIco
WTit, F—FRUE=F ) L VBRSO EER LAy 7 27 4 — FREOMT L
TEMBDNAFTA MY v 7 RAF—LORBMBZ ENTE, FRETT —F 37— 2 EeHT=F)
YIEREDRICREES N, F—FREME=F Y L IEERIT. FOT—F REINCRE LB
EECES LTV APELRIBREIEE (Fv 7 A7+ — FRE) CERT 52 L L Shik,

UbDZ & RURIED COVID-19 Dt REFATICEA S &, ROFAMITIX. B4R OB LE R
Ak, BEMRUREFMOKREBIFEL LTRETHELELS,

B, A ARROMESRENTEIToZ LI 20T, BUTFOX Sz L7,

AOERENTIL. HFEOXMRLE SN IRR TR THBBRENT-RICHEINEZHDOTHY ., FRBRO
L - ABCHMMRABREORRT VA VBV THERSBO LN TV, &5I12, HFABITICEEN
TENTHORBRIZONT S, ARERBABRICHE - AESCHEFARZSIZ DWW TEL OKET - EERREN
TV (113ESR) . LMLeRs, FAORBICROONATWIREREZHEE 2 5L, Zh bR
ERDFHEY F)iE SARS-CoV-2 IR AR O EFAE - ABSFMIES I OVTRENRANRH Y |
A5 2 BRI BESEFROBRBEBRBERET I 2B 17 LV ) AIZONWT—EBOBMRITTRET
HB, £lc, TR21LI RV 2EBEIZBITARFOBEE 25 L. BlE - ARCHSRERA. RRERHSSR
RoTHWThH, BohBREFEMREL TWB LW BHRICESITIE, ERBE2HE L TASIOED
HRORSHEZIETE 2BEIIRRT VA VBB LTV A LW TE 3, 512, WTFhoRE
ZOWVWTH, Rz sE L2 PiEE Icl L TITERMENEE S h, BRI (DCO1) D EMRTICHE
BT OBTEFIRESNTEY, £, e Sz 4 RBRTTITHW T, SARS-CoV-2 &
ANVAERIHEE SNT-2HREICI LT, BRILENFZMIN SR —D=r FRAL - MHIEEBSIC
X% COVID-19 A RV FOHEREM SNz, UEZEEE X T, B 4 RBROBFESITICESEXE D
AR CREEZTMET 22 L BNFREE E X, Fiz, TEEARR Y REIZAROBEMER OLZLME ST
fliT2 LT, BITLTCN DA 4RRE;ETH L LIEHBEEOTHIR 2B R o E 2 B,

TR12 BBERT—F Ny r— U OBRRIZ 2V T

BHE L, BRT —FZ Ry r—VOBRIZHOWT, LTOEZHALTVS,

AERIDENEERARR O ER AT, B CHRRETHHROKRIEL B E Lo KRR R Y £
PIIBEERIAL TH o722 &, RUERFED COVID-19 DFATRIZZHEE 2 5 & RETFHR % 2M5
ZENBERRROERIFEHE L ZEX -2 Lo, BN TIRAEERERUESEL SR T 2 ENERRER
ZEEL. BAORENRR TR ONZZEMRURERMET — & LSBT 35E L L,
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FE R UM BT BIED SARS-CoV-2 BRI 5 IRA R ARBA LORSTEEERE L,
ARNOFEER OESEE BT 2 Z &, WOIC MHRA RONEMA 3T 7 F UAF BT 3R E
% 2020 FRNIL 2021 FEEIZIT S m D ORIMT —F 2R 52 L 2B E LT, EREFOEN 4R
B (COV001 3Bk, COV002 B, COV003 RERK T COV005 RER) OFHFEMBITICESE, AFDAESD
HROZL2ELZRFRICHMTL2HFEEZBR L, —FH, RHE, XEZ2HLZXAOFMARR
(D8110C00001 FRBR) MEMEH T 543, D8110C00001 HRER & A IO BLERFAERHBICHVDBE.
BERREAARIRE N BN A WREERSH B, LENo T, KMOBERAARPEICHD ., EH 4R
DHFERENT 2 AR DB R NREM 2T 2 =D D EELRER L L CBMHT. ENEERRBRZM
X CHBERT— ¥\ r—U%BE L,

gz, BIRT—F v r—JiIz 20T, UTOX 52 LE,

BERT 7 F U DBRERKRD bR TW BRI T, KE D8110C00001 RERDHE R AME b 2 BEHA
PEBTDHL, BHORETFHHREERIETIEEZRE L LTARROUEBITOBREAVEZ L
e 2 E T, TRLIACBIT IRFT DB EX D LBBEEORTRTIREKT —F Xy Fr— I THAD
BEZITOZLIXAREEXD,

7B, AN (14ESBR) OFPIHERVOREMIZ OV TIE, UToFHCESEFMm LI,

o FHEIZOWTIL, 1 BOHRMET (DCOL) & EEAEN (DCO2) MAEHEIII (FFATEIEES
Bz 20l &5 e . FREET (DCOD) KB\ TARIDOASMRRESNEZZ &b,
IR (DCOL) DR % FrEMBITIZ 1T 2 AMEDORREER 22 R L AL BT, EEMEAT (DCO2)
DEARIZ DWW TIZHRHENT (DCOL) DEFEDFHRMZAEBRT & S, —F., TEMET (DCO2)
O RER TiX, PR (DCO1) DFHEMNRERMICEATI Y RYFMOBEN2Sh, XV
EEREREZATIHIIVZLOFERERETEND Z L 2BE X, FEITRBVTIE, FELRADMEIT
FREMNT (DCOL) DFERICESEFTMT 2 b 0D, BEOHEHRRITCLR ORI T EMT
(DCO2) DEERICESEIToTz,

o FHOEEET T 7 ANDOFMZH- > Tix, FIE SD BEMEEFTREMOFERICES XA
2TV, BEELFEREARVERTREFEFRIIOVTRESEETEHBITIRERIC B T A8
REHE L7, 2B, FEAEBRIZOVWTIL, #E SD ZEMMITHRERD 5 LHFERF AFEIC
XV BEAEFRBINE SNHEBRE 2 9B SD BERAETFRTMAERE & U TEHME LT,

o AENMMEORBEICOVT, BEICKITZBEARBROERATAMEN D, BBEARY 7 5L 2 BEE
B, BEREUVF FIE) RO 7R QER) BEERE, WOICT T &R 2 BIEEHENEE
LTWe2s, W OxBEIZY SARS-CoV-2 13T 3 EMHEIIIE TN TE 53, SARS-CoV-2
BB COVID-19 HAED Y R 7 BEXIIFBICHE L2V LHRAIEIND Z L b, HFEfEFicRT
LARPEFMIHY . BROMSBEHE LIHE B L L TGHEEZIT> 7,

o EEMOMBEIZOWT, BEEEHIBWTIIADMEOM B A, SROMSBEHE LR
N—oOXREHL L TRV b TV, B2l 1T ) ECIIERMNBH L 77 R BEE
EOUCIHHMETAZ ENBEEEEBZ 2 L b, BIEREY 7 7 2 BEER,. HEXEV 757
(FE) RB7 IR QERB) B, WNCT TR 2 EHEERO 3 BIZo T CHME2{T- =

7R.2 BTSN T
7R.2.1 BHEOEEFEMIHONT
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OFE AT IS 31T D A 2 D FEEMAT R REF L, N—A T A VRO MIERISEMET, LDSD X%
SDSD DEBREBEFE A 521, 2 [A] H#FE1% 15 B &£ TIZ SARS-CoV-2 [EYN T A )L A2 HEED STz
COVID-19 OEEFEN 72 < | 2 B H &% 15 HLABEOIBINT — % 263 2498E & Siv, Ao F 25T
T B, TRBRIE 2 [o] B BEff% 15 A DABRIZHEBL L. SARS-CoV-2 &Y 7 A /L A FEHITHEE S 7= F%%
DOIEMEME COVID-19 & STz,

LUF. BRWED FEFHIZES T 5 FHEIZOW TRF 21T 5 72,

7R.2.1.1  ARWED F BRI REMN % LDSD XX SDSD O#:fE %52 1 F - EM L Li=Z L2201 T

DR IS B 1 DA 2 E D B iM% 5 4 LDSD X i3 SDSD O #afli 452 1} 728 & L 7= H#H Iz oW
T, HEFHIZUTO L2 IZHHA LTV 5,

KN D FANDOFER T & % COV001 R DA D H &1L, 4 LV LAENZ M & 4172 ChAdOx1 ~ 27 & —
U7 FNCBT DR RBE RIS S ARMENRE TR OAEFRENE VAR TH D 1 HEEHZY
5X10"°vp (SD) ZBIR SN (TR6.1EBM) , F7-, —EBOWBRFERETIE 2 EIHEFARE S, 2 [
HoSMAEE LTSD UIAEZENT 57200 25x100yp (LD) 2NMBR S/ (7.1.2 1H, NatMed
2021;27:279-88) , COV002 iR Tix, SD XX LD ##fif%(2, 2[MBOHELE LT, SD ##f -
BRI SD LD Z el S AL 7o MR 12U LD 2 #FE 3 5 518 C & > 72 7% (Lancet 2020; 396: 1979-93) |
B ER I, BRI L2WERHEORRY BNRE L2720 (1.5 H2H) | FERMIZ, SD, LD, SDSD,
LDSD & O*LDLD @Mk - HEMNE L (721 HBH) . 72, COV005 R THER LARWVHED
Y NH Y, FERAIC SD, LD, SDSD, LDSD & ONLDLD O fk - HEBNSAELE (713 EHEW LS
W)

COV002 RN LEDLNT — XKD & YIREERE 28 A% ORERIET — 2 13AHK] LD By &
SD BEFEIF CHEIL TE Y | 18~55 7%, 56~69 ik, 70 iklh EOWFTHOMAEMIZIB VT, LD X
SD % 1 [m#Efi# O h PR lIE R & < BZe 572 o 72 (Lancet 2020; 396: 1979-93) . LA EX v | wllnlHz
fiiz LD L LTCHEROHLEITELT, b DOHEREZMITIZE D D 2 & THADO X5 & 72 D485
FHEPHER L, L0 BRHICAIMES 7TV ERINCTEDAEEENEED EEX T2 b, A0 E
P B Ofif#T Tlix LDSD & U SDSD O F — & % & L7z,

BEREIL, BEEEOMMAZEEE 2 2 & ARA | [BIHEERER O RIERIEDORERICIE-SE | AR = BT
RG2SV T LDSD % #5ff S 7= & SDSD & SN EM & 2 —HoDEM & 55 & L7z
ZLIXEEARE L B 2 D, WEME —ODEME L TR Hho7m 2 & OZMPEICONTIX, JFEMRITIC
B DHEIER OGERMEORBRE LB E 2 T, &OT#EmT 25 (TR2212HESM) |

7.R2.1.2 FEFHHEA (ZOWT

OFE T O EZH BT, 18 LA EDORRAZ x5 E LT, COVID-19 [Z%f 7 5 T Pigh Ao TARKIRE
EXRIRREL 2T D Z LIk 0, AFIOENEEZFMT 2 2 & & &, EEFMEE X, 2 [ HERE
#% 15 HUABRIZFEBL L, SARS-CoV-2 YLD 7 A )L AR HEE S AL AT DIEBME COVID-19 & S
Too FERHMIEE OBREIDOWT, HEFEIZLLTO LI IZHBHA LT 5,

19) RT-PCR X I % Ofth DL RIEEMR A IZ X 5
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@O COVID-19 DFIETRINFE L7z Z LIZHOWNT

SARS-CoV-2 U 7 F Mgl 2 Al 3~ 2 72 9 D ERIRFRER D EAEIZ O Tk, EMA KUY FDA 23 L [AlG%
W ICMRA OV —7 2= v 7 CTHEOHHI S RHIZ LD 2020 4 6 AICERICE>THY | FEFHMm
THH%Z [HEIEEZRDT, A CHE S COVID-19] &35 Z ERHERSN TV (http/www.icm
ra.info/drupal/covid-19/vaccines_confidence statement for heps (i HEEEH : 2021 24 A 6 H) ) . =D
#%. WHO L O'EMA 76 b [AEROBNVE R 72 ST, LIciio T, Ay 7 A7 4 — KRB L D ERR
Bk D =B 2 AT MR IR B 1%, BIERE A 720 SARS-CoV-2 JRYLA 7 A /b A BT HERE S VT JE s
£ COVID-19 & &hz,

72k, MESEW@EE SARS-CoV-2 YL TR BN FIE L TV A RIETIE e <, f%&ﬁﬁa iaihfm
20N, FE7z, BIE COVID-19 JEF DI DWW TH M 2 FEfi T 256, ot ham5720
#ﬁmkﬁﬁﬁﬁ%ﬁ%%&ﬁw\%mﬁﬁ%f%éo&%@EL\%E%¢%E@ﬁ%%%%#é_
CIIEETH D0, HIEE Zb e VEREM: COVID-19 2 EEHMIEE & L2 Z S &5 25,

@ PRI SIIRIC >V T

HRWED EEFANIE B OFHlX R SO\ T, BRI NEF LN RHZBE L, V7 F o4l
FHWERRH3ICRBLS I, U F oADK T ¢y A0 ZF T & 28 & LT 2 [\ B B i
15 BUBEERE LT, ZOMMOBREILHART —Z IS O TIERWN, WHO A X AD [+
PO IE B OfFAT R I IX, PR D 14 AU ERIB L7ZO BICRBL L - HRE Z & 0RO
COVID-19 A XV "R EENLRE ] L OTHARVEHEZ TH, W THDHEEZ D,

@ TEFHMHEHE & Sz COVID-19 1 X2 FDEFEICOWNT

COVID-19 A X hDEFIL, [SARS-CoV-2 JEYLN 7 A )L A FHICHEE S, 37.8°CLL EDOFEL, 1%
Wk, B, ERESUIRTEHEADOD RS L 1 SDIEREZA L, =2 RBRA > MHEZE2IC LV
RENTIEF]] & Uiz, 7ed, EMBHEERAEDE & 72 o 72RO A & O COVID-19 JEk D F L H
INDTI G IEERIK 2 Bl H OB 15 B TH S TZIEFI DI, 4 X b & LTHR LTz, 2 OTEE
HE 28T 5 COVID-19 DERARFER T, COVID-19 O FA5AT ORI, %Eﬁ%ﬁif&@WHO®
A RTA LD W RCEARICL D0 ESWTHRESINTL DO TH D, ZOEFOERIL, WY
awm49ﬁ%®%ﬁ&%%\%%ﬁ&@@ﬁﬁ&@%%%ﬁ%ﬁ%ﬁ%#é@_%EE@Q&%ﬁﬁ
EHLTEBY, AFNCOWTRYE T Y 7 F 2 & LTI SN D FEIRE  OVARE A 72 BB
HESNWCTTPRTHREERENML TWDEEXD, 7o, IO OEKIER (37.8°CLL LA, 1%
ik, BEIAL, BERTESUIBRTEIER) 1. BRI COVID-19 38N DIEGI 2 KE T 572D S
T3,

@ SARS-CoV-2 &G D 7 A )V AR 722 W BB O RRIEIEMR A 2 W e 2 L lzHon T
COV003 35 & T COV005 3Bk Tlx SARS-CoV-2 JEKYL D v7 1 )L A/ 722 W% RT-PCR OA&IZ L - 7=
M, Ay 7 AT F— FRED COV001 3Bk & TN COV002 3R A2 Bt L7-RRcit, Mo MG 114

20) Considerations for the Assessment of COVID-19 Vaccines — Points to consider for manufacturers of COVID-19 vaccines. WHO; 2020 2 U8 EMA
considerations on COIVD-19 vaccine approval. EMA; 2020

21) WHO R&D Blueprint: novel Coronavirus. An international randomized trial of candidate vaccines against COVID-19. WHO; 2020

22) https://www.gov.uk/government/publications/covid-19-stay-at-home-guidance/stay-at-home-guidance-for-households-with-possible-coronavirus-
covid-19-infectionf#fsymptoms ~ (Ff&HEFR H : 2021 4 4 A 6 H) KO https://www.who.int/health-topics/coronavirus#tab=tab_3  (Ff&HER
H 2021441 6H)
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T2, UA VAL BENIC O TN OBRIEIRMR AL 2 V02 D3RR & S ISIRERN e Shiz, £0
fE g, COVO001 7R & Y COV002 3R CTld, 18 flifHD RT-PCR EK TN 1 FliEHD TMAVEIZ LY U A LR
FRIRBMINER S, TNHOREEITVTN O ANY F— 3 VN SN 50 EsEA R ST
B, A[REZREGAIZIE EMA @ B 2 iRFEFHICB W T invitro ZWi3k & U CHGRIE A DR RN H WV 5
iz, Flo. T D OMRA DR i O FLEE A3 10m 0y (B : 80%~100%. FFHLE 1 93.07%~100%)
TEEBETDLE. VA NRFNIRDE @ﬁ@%®ﬁ&%%ﬁﬁﬁ%mwt;kﬂxﬁmﬁm HE AT
IR RITT EIFB 2L, BAROMBAKRICIDBREEZFRRICERVE S Z L3 E B2 D,

® COVID-19 1 X b O FEICONT

AT O 7= D COVID-19 A X Mg B G IcE En AT &L Tk, 1%
SR B Skt o P H B IS S < FHIi A M T 2 BT LA T o LB Th o7,

® HEWIRMITAER (BB %, B, XU R DK 2B Lo giiE 13, BRI T —

LZERE L, SIS U TC COVID-19 DREAE~ET FIEIZDOWTT RS 2R &2%1F 5 L5 RS
N5,
® COVID-19 D& A4 5T 5 BTz LICBRITIEL, sl MHEE < VVRRR & HERAR IR O V37400
MITZEOW T, 2R OSERMERE O 72 O O MEIRIE, A Z 3 A 2 RO O OERKRTE
WA S LD,

COVID-19 DO FIFHRLCHARIZ T D HEMOELREI Y, BB A N2 FOFER KL ORERITIEIC
WT 113 THFE 57~60 D X 5 RAERR 2 I, BREOBRIERED 2 <. BERTORIIZBNT,
AN S DOFEFRMERITE T DB BT M OFHHIC KR & R BN T A B L ST
REMEIX eV E B2 5, RRHET B RZONT, 4 BRI X TTHEN O LTz RARA > Mf
ELZBRZRE L, SARS-CoV-2 EYL T A /L A FLHNTHEE S NI BRI OV THEANTER S v
FEITHE > TEM T C COVID-19 BIEBIOHEFAL A TN TIH Y . £RBRE T, FHEmRELs s —
BRI TS EE XD,

® UAINAEHRED T2 ORBERIUTIE L LT, ZEN 2RISR & RRENT) 72 MR IARER ISR AE L T

W5HZ EIZHONT

T 21T o 72 4 MR Tl ERE@®D & B0 | 5RO FE i E CER SN T % COVID-19 728
O DIER D HEL L2580, BRI T a7z,

—J7. COV002 #BRTix, EREOZER LML O, Hrd s o i Rt 0 U T, #K
BE B K2 1 0B QI X 2BER R IRERI Tz, BB R IR 21T - 7o R 1
BOWTIERDHEL L72581E, ERE AT 245 E B3 5 FIE (COVID-19 kb, ZRiEind
OB EIE) 1265 2L s, £, awmsﬁﬁfm\%kﬁmﬁﬁ%%ﬁféawf\ﬁ
[5] D L TE et T e <V OY AT MERRIZ & 2 BEEN 22 i R ER I3 T o T,

FIF ATRE 72 TEIRIE DY 22 W GEIZ DWW T, %@$%%ﬁ#%@ﬁ@ﬁL%rﬁ@mﬁuw@%&
FTHREMEIHR VY, 72, b ORBRITEEA L ERRBR CTH 5720 IRBREELSOZER (GER| O E
e OVERBITIE DRI IS TAE)  SAKIEE &t FREE D OJEWNE D SARS-CoV-2 [EYE~DHERE D71 5 %

LEEITIRV, X T, BOBRBRE TOBRERER S &, igﬂﬁ@9®*iéﬁkbfwémxﬁ
DHIEIL, ERILSNIZMNLO T RARA » MEZBERICEY, T—F 2R LT EThahiz, U
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X, HRERE TR 2B A TEE —EBMITHEA S TEY . COV002 #ER & T COV005 3ER TDHRE
FE 72 AR B S A OB SR C BB % B 2 7= AT REME IRV & B 2 D,

o

I

HEREIT, EEIFMEIEBICOWT, LT X S Hkr L7,

Ml o a0 A LV ABYEIAR D T 7 F 2 OFEFEICHOWT (5F1 3 4E 2 A 9 ANKEEEEASE
4) | (https://www.cas.go.jp/jp/seisaku/ful/bunkakai/wakuchin_sesyu.pdf (&8 H : 202144 H 6 H) )
IZ& D L. SARS-CoV-2 U7 F o OEfHENNE T an U A L AEGYEDRIELZ TP L, SETER
FREEOREEZTELRVMO L, FRELTHMan T U A NV AEPIEO FALEDORIEZ XS] Z &
EINTWD, BUED SARS-CoV-2 XU T I v 7 DRMEZ 2 D & ARFEA IT COVID-19 DIESE %
TRITHZENEETHY , BIELEZMEIT 52 L THEZTROMHNC L SRR bDEEZHND,
L= - T, PEOENT O EEFMEE 2, JEEEME COVID-19 ORJE TR L LIz Z LiIdZ Y Tho 7o
LFEZ D, Ik, HIEATHRICOWTIEGHEHEE & L THRFSATHND Z &b, 7R23 HIZ
BWTHERT 2,

FERHlIE A (22T, COVID-19 A X2 FOERFRIT, EERRRTA BT A FEOHETERD & K& <
B oT ., AROFNEEZTNT 2I1CH7- 0 RE BRI 227 B2 5, £12, FHEMIMIZ DN T
b, BURE AU CARKIOFIE TP R A2 TN T 2125720 15 ARFGEN T L TIER2W O, WHO O
A RITANCBNTHEEEHERO D 7 F o O TREER% 14 BELUEO VE 236§ 2 Bldk
SNTNDHZEPEEEEX L &, 2 [ HEEM% 15 B LR & 5E L7 FEEE OFHHEIC DUV T —E O BRI
AREE E X D,

SARS-CoV-2 &G D T A )L AR R B W B OB IIRRATE 2 W2 2 Lo T, AR ThN
XREHEEHT—T 5, FRBREZITIEOXEE L DHREThoTR, N TF Iy 7 FICRAILT Y
F U BRFE A 6D D BN B o T2 RS BR BR AR IR LR A IR 23+ 0 ST S AU TN o TR TR 50 |
RLEHFT. FREORERORRESE L EX 5 L. AROFIMEEZFMT 2 ECREZ2MEE 1372
SN bDEEZD,

COVID-19 FIEDHEEZMI DT DD T A N A FHIGEZIT O MU T— LR DiERoERIE, JHHlE L
TRBOBPCTERET HRETIERNEZ 2 D08, COVID-19 OEFLIEHCRREIC R 5 1 L OEFEIC
fEV, YT — LT REIEROERELTE S L2/ ROUTEMEFRETH 5, I HIZ, WTh
ORI L EM T CRIRS AR T 2R TH Y . £72, FIEGIEL. SARS-CoV-2 L DHER K OV E MK
ToOxy RRA Y NMELZBSICE RN 2SN LT, FEHMEEBICEET LA e LTHE
e, MA T, MANBRARZICIER O ERNEE INT-DIE COVO0l RO A TH Y | TDOEE
FHANBMBEZ ChHoT-Z 2 E XD L. AIMEOFMICE W TEEIIIZEAERNLD EE XS,
FTo, UANVAFHIREE T D 72D ORREE I I Z B R 7 AR I & REBhAY 72 S AR BRI IR AR
U722 SN TC, REBMZARIBELEClE, A VA ZBRENED N H— L R AR A S0
BB VA NAFRIRENRFERMEIND OO, AN EEFME R ISR D A N2 MIEE UTER] &
LCEHEINDIDIE, ERSINTIEROH DGEIZROND 720, AOMEOFHEIZBS W CTEEITITE A
ElrnwbotEZ 5,

7R.2.2 AZMEOFERIZHONWT

23) WHO R&D Blueprint: novel Coronavirus. An international randomized trial of candidate vaccines against COVID-19. WHO; 2020
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7.R.2.2.1 EANMIESFEATIC R T 2B DN T
AH|D COVID-19 (ZxF T D HIMEICDONT, HFEFIZLLTO XL I IZHBH L TW5,

7.R2.2.1.1  MESMFERRNTIC I T 2 50E T PRI DWW T

DFEFRITIC I W CEERME E & Sz, 2 [ H#fEE 15 A LIRRICHSE L. SARS-CoV-2 iYL’ ¥ A
IV AN THERE S T2 A)FE D COVID-19 FEIEIT 33 D AHA D VE O R % 3 29 (-4, F1 AT (DCOI)
K OFEMEHT (DCO2) DOWFHIZIWT S, SDSDHLDSD i S i Fa i A sh I i s G245 [ 12

VE D iffl] 95.84%CI I 95%CI @ T RRIZHFRITICHLE L?‘:ﬁ&ﬁ‘i@%ﬁ“@&pé 20%%Llﬁlo7”:o ZI:
HOAPEZTFREMEST (DCOL) IZBWTHREES 1L, ZOHfEfiElT (DCOL) (ZH1T DflmITE DD FE
RN (DCO2) Ik iz E X 5,

29 FEFEMIEE : 2 0] B EEE 15 B LRI EL L 72418 O COVID-19 EJEIZxl4 5 VE
FRIfEST (DCO1) K OEZfEYT (DCO2)

AHITE it BERE VE%
Hl%% P 5% AN MK [ i . a
1 95.84%CI] »
N n (%) N n (%) ’
DCO1 : COV002 & B+COV003 R
TR RHSRAE R 70.42
SDSD.LLDSD. Lt 5807 30 (0.52) 5829 101 (1.73) [54.84. 80.63]
ITT 69.13
SDSD+LDSD, _ffiLikka: 814 31 (053) 831 100 (171) [53.10, 79.68]
Yy 62.10
SDSD. i ifffaft 4440 27 (0.61) 4455 71 (1.59) 139,96 76.08]
LDSD. itk 1367 3 (0.22) 1374 30 (2.18) 6 53‘25710]
DCO2 : COV001 #ER+COV002 FER+COV003 ZER+COV005 ik
FEMRHT G 66.73
SDSD LLDSD. it 8597 84 (0.98) 8581 248 (2.89) [57.41,74.01] ®
ITT 65.65
SDSD+LDSD, _ffiLikkat 8603 86 (1.00) 8586 246 (2.87) [56.11,73.11]1 ®
S (4 63.0
SDSD. L ifFff: 7201 74 (1.03) 7179 197 (2.74) 'si8l 71973] .
LDSD, itk 1396 10 (0.72) 1402 51 (3.64) 8031

[60.77,91.09] »

N=fEHT T SRBIE, n=FEBLHIEL

a) REREE. BER, A7 U —=V JHEOER (18~55 %, 56~69 ik, 70 %Ll L) KT & L, B oOxEE 47y b
B e LR T Y vEie T v

b) M 95%CI

FEHEHr (DCO2) WD SDSD+LDSD ML F SRt A ZhPEMRHT S AR I 31T 5 A MBI+ 2 &1
SEMOERIIRIODEBY TH D,

FEMEERI D VE (25T, SDSD+LDSD i SUSERPEAT DM REM D 5 b HER T T v

DETEMTIX, AANZ LD COVID-19 IZH4 5 FRZRIGRD bivle, VE ORHEEEIZT 7 VLo
BB & ik U CRE OHERE TEVMEATRD S s, ThuE, SEE TR R VRS 2

Zhololod LB Z BID ORAIECHAERIE 9 UL EOBERE OFEIGITHRE 71.0%, 77 21 12.3%)

(TR2213HSH) 7 7 U A HLRE O F /8 CRAIRE CHAR IR 9 18 LA O #ER#E DFI5130.5%)
TlE, VE 2§l 57200 DA X N b ieino iz,

Z O, R 65 TR EKX T 55~64 7%, WONZHALSAO AFETIE, VE Zaffid 5 72D A~
N DI otz EBREBEEZET DA TR, TS OESE & RO VE 23388 Hiviz,

NERAB TV TIHE_T A b 783 DS _FRHIEGEL 172’ =



7230 JRERIE 2 0] BB 15 B URIZHREL L. SARS-CoV-2 BN 7 A )V A INTHEE S L2 H15 OFEWGNE COVID-19 DX HLIZ
5% VE (ZE$ 2885 OfE H (SDSD+LDSD 175 5 i Bt A S PE AT %I 5245 . DCO2)

AFIEE (1) 77 v REE ()
N ) COVID-19 it & 1) N (%) COVID-19 feEH]|  VE [l 95%CI1] (%)
n (wN) n (n/N)

B 8597 (100) 84 (0.98) 8581 (100) 248 (2.89) 66.73 [57.41,74.01] ©

18-64 7% 7894 (91.8) 80 (1.01) 7901 (92.1) 240 (3.04) 67.15 [57.70,74.49] @

65 L I 703 (8.2) 4 (0.57) 680 (7.9) 8 (1.18) 51.91 [-59.98,85.54] 9

il |18-54 1% 7062 (82.1) 73 (1.03) 7046 (82.1) 226 (3.21) 68.32 [58.76,75.66] 9
55-64 1% 832 (9.7) 7 (0.84) 855 (10.0) 14 (1.64) 47.78 [-29.60,78.96] 9

65 L I 703 (8.2) 4 (0.57) 680 (7.9) 8 (1.18) 51.91 [-59.98,85.54] 9

PR Bk 3781 (44.0) 28 (0.74) 3701 (43.1) 101 (2.73) 73.19 [59.25,82.36] @
ok 4816 (56.0) 56 (1.16) 4880 (56.9) 147 (3.01) 62.01 [48.33,72.07] @

HA 6443 (74.9) 68 (1.06) 6556 (76.4) 202 (3.08) 66.17 [55.47,74.29] 9

BEA 872 (10.1) 6 (0.69) 820 (9.6) 10 (1.22) 4479 [-51.92,79.93] 9

NS |7V T 5% 320 (3.7) 0 (0) 285 (3.3) 16 (5.61) 100 [76.91, NE] 0
JRIfL 358 (4.2) 8 (2.23) 359 (4.2) 6 (1.67) -22.29 [-251.07,57.40] &

Z DA, 592 (6.9) 2 (0.34) 548 (6.4) 13 (2.37) 85.45 [35.32,96.73] ¢

B 4427 (51.5) 33 (0.75) 4521 (52.7) 133 (2.94) 75.20 [63.71,83.06] ¥

e %;;/UvﬁlL 3414 (39.7) 49 (1.44) 3339 (38.9) 112 (3.35) 57.61 [40.73,69.68]
N e), f
I 756 (8.8) 2 (0.26) 721 (8.4) 3 (0.42) 37.04 [-277.20,89.49] -0

BEfEgR D HY 3056 (35.5) 34 (L11) 3102 (36.1) 93 (3.00) 62.71 [44.79,74.82] @
oL 5241 (61.0) 50 (0.95) 5156 (60.1) 149 (2.89) 67.70 [55.51,76.55] @

N=fHT et G4, n=28BL134. NE : Not Evaluable

Q) TITREIEANELTH Y hEN, KRB 126 ORI 1LF, 7472 L 1) ROSHREE 13 6] CRBT 116, 7—%
RL2HN AL T TV —ICE TN TR,

b) R—RT A O BMIZ30kg/m?, LMEF R, FREERBIIERBOVTNOEGTHHEIC (V) Lk, T—40k
VWAHIEE 300 1l O FREE 323 Bl A TR,

¢) REBREE. R, A7 VU= JHOER (18~551%. 56~69 %, 70 MLl L) #R+F & L, BESRosEs 478y k
B LT=RT Y VEIFET L

dy BHEBEZETE L, BIIROXEE A7y NEE LIZART Y UERET IV

e) PEFEREZ[NT & L7z exact conditional R 7Y VIElFE T L

f) il 97.5%CI1

ML, DLF o X 5 1l Lz,

HESNOEA AT O hRSIEHT (DCO1) 1238V T, SDSD+LDSD I &R A Zh AT 6 S 4E M1 T VE @
WfH] 95.84%CI FRRIIFE 29 IR L7 LB THY | FIRIZH L THANIRE SN2 HEME (20%) DY
PRI LTINS DD, FDA DT A RT7 A4 VETRENTETRIE 30%) b EREl->THSZ
EWEEEEZR D L RBRIOAEIEITRENTND EE XD, EHIZ, SDSD+LDSD Mif KIS FEMEA 2k
ITT AT S E GRER I DA EEIZ )00 b T EEMEA L SRR IS BE D < RHD) 12317 5 2
Hr (DCO2) & [FAIERDIFAT K OMERE L 2 A B OER A EEITIZ BV T HEfEST (DCOL) & [FlERD
FERNDRE NI,

— I DOEEINZ DN TR E D IEF IR SN D720, KM EHOFHEZ SOV THREIZT S
ZLIEWNEETH BN, SERMEOMAES (TR2212 EHL N TR223 HEBR) 25E 5 &, sk
LM EEEITRR DT, STy 7 ORI FICB W TIAAREREIC L 2% 7 ¢ v bB#IfFTED L
EZx D, 212 L, EHROKED S BT 7 U B IFEOEERICIIT D VE MMLOEEER & T
AR L2 EI2OW T, 7R24 B Cilam 3 D, E7o. FEOEFNC OV TR I ALTZAHF D VE O
FEEEIZ DWW TIE, K[E D8110C00001 FRERSE D S 572 57 — # DER & FF > THENET 2 LN H D,

24) Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19. FDA;2020, WHO R&D Blueprint: novel Coronavirus. An
international randomized trial of candidate vaccines against COVID-19. WHO; 2020 %5
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F7o. OFEMRITICE T 2 HMEOBIZMIRIZR 5 TR Y (DCO2 123\ T SDSD+LDSD IfiL i 5 i~ fa
PEA DM S S DO ARAIRE T 64.1+129.86 H CEAMEHFEHERE) ) | BEOAET — 213G 6N
TWRNZ ED . ARMEDEHEHRIC W TIIRLEIRFER b S RANME L E LD,

7p¥s. R, B HEEFEMRER], R OWERE L A > (SDSD &KUY LDSD) BIDRFSRE SAZ DV TiE,
FNENTR223H, TR2213HL N 7T.R22.1.2 HTiEm T Do

7.R.2.2.1.2  WENPEFEITIZ I 1T B S R ME DR Iz >V T
BEBHRNTIC BT DS FEME DRSO C, BEFIILLFO L S I8 LT\ 5,

O WEHERZEITONT

DFAFRNTIZ 31T 2 S IR PEREAT St BRI 35 1T DR L ¥ A NS K D85 M3 D SARS-CoV-2 (2%t
T 5 AUt 2 % 31 12”3, SDSD+LDSD S MM REMIC IR 1T 2 X— 2 T A T IIFIK
RS REMEDHERE T, FIEMERETR 28 FICHAIGUAMMO EH-25580 Hav, 2 [ B #E#% 28 AIZ S HI
B 72 EADFRD BTz,

# 31 PFAMITIZIT 5 SARS-CoV-2 IZHf T~ 5 FRIHLAM (2 = — KA VR ZHO TR SHTE)
(S AT o AR . G RUGEEE. DCO2)

SDSD+LDSD SDSD LDSD
T EREHA AFIRE o BRRE AR AFHIEE
N 2122 1569 1746 376
. /N 801/2079 684/1536 652/1706 149/373
’28&;@ GMT 60.081 20.817 61.266 55.162
! [ 95%CI] [54.91, 65.74] [20.25, 21.39] [55.46, 67.68] [44.61,68.21]
. /N 834/2079 683/1536 676/1706 158/373
2 ,Z' iﬁf GMT 180.881 21.721 174.773 209.516
k [T {1 95%CI1] [167.07, 195.83] [20.93, 22.55] [159.73, 191.23] [177.48,247.34]

N=&Y7 7N —TDOFEk, n=aHlifl%k

AFEBID SARS-CoV-2 (Zx9 5 R 2 3 32 (ORT, T _XTOAFY 7 7 v—FlcBnT, &
A 1A RO 2 6] B #ff % S R gl o LA 235380 bz,

FH[E B D SARS-CoV-2 1Tk 5 FHFPLAMN A2 2K 33 ITRT, 77 VLOEHRF T, KEKOET
7 U Jy JFNE O#ERE & el LT 2 [8] B il o TRHUAMN O GMT 2ME o7, EEOHERE &7 7
TV OBIRE O O FRFHUAMM O ZE 1T BRI & O ITER T 5 rREEDR B 5 (7.R2.2.1.3 HBH) .
77 U A FIE OYERE TIEEm WM RE OENEB SN TE Y  ZOHBIIRHTH L L OO ~N—
AT A ANAFAET DM T 0 T U A NV ASDOAZZEROER, BISHIZER, FI#E%E (trained immunity) %5
DGR B B (J Glob Health 2020; 10: 020348, Int J Infect Dis 2021; 102: 577) .
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# 32 PFAEATICRT 2 AR SARS-CoV-2 (253 2 FRPIARM (32— K7 A V2 Z RO R RFR S #HrE)
(SafZ MR A R AE M . G BUGEETE, DCO2)

SDSD+LDSD SDSD
N illratitn] ARHIEE *fHRBE AKIE
N 2077 1534 1704
e /N 607 / 1665 484 /1173 474 /1322
0 @zgﬁf‘ﬁ GMT 53.996 20.346 54.429
G [l 95%CI] [48.85, 59.68] [19.93,20.77] [48.69, 60.85]
2 E BB /Ny 632/ 1665 486 /1173 491/1322
28 B L GMT 171.398 21.600 161.840
[ 95%CI] [156.42,187.81] [20.72,22.51] [145.54,179.96]
e 1n/Ngyp 96/ 158 107 /157 92 /153
% I%l;fiﬁ@fﬁ GMT 107.630 22.167 107.335
N [ {8 95%CI] [81.15, 142.75] [19.97, 24.60] [80.08, 143.87]
e /N 108 / 158 105/ 157 104 /153
2 Mi*ﬁ@ﬁ GMT 258.871 23.456 255.909
(i {8l 95%CI] [207.95, 322.26] [20.31,27.09] [204.21, 320.69]
St /N 41/89 25/61 30/71
2 %’?H@‘ﬁ GMT 68.286 20.000 66.238
TIT %R [ 95%CI] [43.42,107.40] [NE, NE] [37.43,117.21]
s /N 40/ 89 24 /61 29/71
2 fﬁl@ﬁ GMT 152.788 20.000 148.913
[ 95%CI] [106.96,218.25] [NE, NE] [97.46, 227.53]
e /N 16 / 60 21/49 16 /56
| EZS@SE& GMT 55.479 20.000 55.479
JR . [l 95%CI] [29.33, 104.93] [NE, NE] [29.33,104.93]
e /N 18 /60 22/49 17/56
2 @iﬁé@ﬁ GMT 196.745 20.000 204.227
({1 95%CI1] [115.39, 335.45] [NE, NE] [116.37,358.40]
e 1n/Ngyp 40/ 105 46 / 94 39/102
] l%lgféifﬁ GMT 69.766 23.833 69.403
Z O [ 95%CI] [46.92,103.74] [18.56, 30.60] [46.19, 104.29]
e /Ny 35/105 45 /94 34/102
2 @iﬁéﬁ{ﬁ GMT 180.728 21.017 172.054
[ 95%CI] [120.77,270.45] [19.02,23.23] [115.03,257.34]

N=%Y%7 7 V—7"OfH, n=FAMif1%. NE : Not Evaluable

%33 PFAMNTIC T 2 EMER] D SARS-CoV-2 (2% 5 HAIHUEM (2= — KU A /LR &AW T2 R RIHUE S HTE)

R R GAE M, ERUS 2N, DCO2)

SDSD+LDSD SDSD
S/ ifEs| T PR ) A K R AR
N 2079 1536 1706
g /N 499/1474 378/944 353/1104
#) %‘gﬁﬁfﬁ GMT 53.218 20.221 52572
S [ 95%CI] [47.67,59.41] [19.91, 20.54] [46.26, 59.74]
S 2 E BB 1n/Ngyp 527/1474 375/944 372/1104
28 B t GMT 187.482 21.403 179.318
[ 95%CI] [170.26, 206.44] [20.45, 22.40] [159.49,201.61]
e 10 /Ny 217/495 205/486 217/495
2 %’ff‘ﬁ GMT 61.870 20.752 61.870
S5 (i {8l 95%CI] [52.13,73.43] [19.71,21.85] [52.13,73.43]
> [ F 10/Nap 205/495 206/486 205/495
28 b GMT 133.883 21.091 133.883
[ 95%CI] [112.61, 159.18] [20.12,22.11] [112.61,159.18]
iy /Ny 85/110 101/106 82/107
2 ?f"é GMT 113.627 23.351 115.361
77U (@181 95%CI1] [83.57, 154.49] [20.26,26.91] [83.94, 158.54]
S HFnE e /Ny 102/110 102/106 99/107
2 Ei*ﬁi{ﬁ GMT 275.149 24335 275.588
({1 95%CI1] [223.86, 338.19] [20.73, 28.56 [223.01, 340.57]

N=&Y7 7V —T OBk, n=iFlif%k

M5 1X. LDSD #FE4ER & SDSD #fiEM A2 — S DEM E L TRV Hi->72 2 L DS HEIZ >N TS
AT T D AT A 20 e O R M O Rl 1o S %

776
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BEEMRIT ClT, TEMATIS & &7z SDSD+LDSD I i S RatE A AT o S EE N BT #E]
KO2EIH &S SD 2 S L/ (SDSD) &, #IEIC LD Z#fEfE St 2 [M H IC SD Z #6E S 722k
[ (LDSD) &% — ODHEME L TRVEIFHEE Lz (TR2.1.1ESM) |, RIS, WfELr o2
TIE VE 72572 (TR22.1L.1HSH) OO, ClLIZER->TEY, £z, @D b/ =R 38
FRR TG L TWD ERmlaind 2 & (T.R2213HBM) Mo AR ZENPIRIEAED H &SR

HZHDTHLIEERTZET VAT RNWEE XD, 7035, LDSD #EMII T X CIEmImE Th o7,

TR DR RIZ OV T, UEDE@%. ZRWTCIX BRI 8 HLL FOMBRENIZE A LD LR
Ipio ey, BRI 9~12 O LRI T D AK 2 BHEEFER O Y 2 — R U A L 2R FIHT AT X
$%D%ﬁﬁ%ﬁl&UUMDmﬁﬁ%ﬁlf%ubfwk(ﬂQlLﬂEﬁ%%%)

UlbEDZ &t 2 [BIBEIC SD # % %) 7242 — 2O EEMT R REM E L TH-o72 2 &3
ThoT-tEZ D,

FTo. BHEIL. AHIO COVID-19 FAE TRIENR & FAHUAAl oo BEEIZ >V TR 5 K o sk, H
FBEIILUTO X ) ICEZE LT,

DFE AT IC 38 1T D S0P MR X — S OHERE DA TR L T 0 . 2021 4F 2 H 26 AFRFRT, S5
FEMT S RN FU T COVID-19 HEN RS SNICHIRE D O B, ¥ 2 — R U A L 2 Fguiih & OV %
7 AV ZAFRFGURM D RE SN2 DIZENEN AP RN FlOHTH o7z, Lo T, ZORLT
o EHITIX, COVID-19 FAE TR0 R & AR & DORARIEIZ DWW TERD & 2 iftr 2 FEhid 5 =
CIEREEE B 2D, Lo L s, FIAAREZR T — % OFEM %2 £5> T COVID-19 ZIE T Bhh i & hFndt
Al & OBIRIEIZ DWW T 21T H TETH 5,

@ MRt DN T

HEE L. LT X 9B LT,

SDSD + LDSD i/ 5 Jis Bt S P AFAT X G 4R H11Z 35 1F 5 IFN-y ELISpot VEIZ K 5 S & v /37 BT
B 70 T MRS A A L 7285 R IFN-y AR MEAGRIIREL (SFC) DA [l 95%CL] 1%, A&
Kl ow)[alHEFE% 28 H TiE 607.7[518.8,711.9]SFC/10° PBMC, 2 [A] H #ffi % 28 H TliX 421.6[344.5,516.0]
SFC/10° PBMC Th v, AAID 1 BIFEFEZIC T MRS E OFENFRO G223, 2 B HEREIZL S T M
RIS E DYETRITFRD DR Do T2,

F£72. COV001 AR K& T COV002 iR TAFK| SDSD DR 4 5% 1T 7= 4 BRE (238 1 e Y+ b A
VYR K D S X LRy IR RS T ARG ORI T, AFIWIE L O 2 [B] B BEFE% 28 HIZE
W Thl YA S A > (IFN-y, IL-2 J2ON TNF-0) OHMARD Siiz—J7, Th2 A bh A > (IL-4 K&
OVIL-13) 13IF & A EBIINE, AFIBERHIC S # /7 R F) 72 Thl AL O INE R Hilz,

gL, LT L 9 LT,

AFH| D COVID-19 FEIE T Bz 5 & FRFnHUIAR O BIENE I DU TIX E B 72 2 1 HUIUE e OFHM A L 22 &
ZZHbDD, FHREERICEOTWTNOMAERIZIBW T, KA SD OHEFEIC L 0 SRR
D HAL, 2 BEHEFEIC LY X675 FRHUAME D L2380 b,

LDSD it st AL 35 W TAAI 2 [B] H Beffi % O AU 23 SDSD fbir cb A & e~ T RS E
o lboOO, HREEREOFELZEET L E P EMIEEERAM CEHEL L TWEZ b
(7R2.2.1.3 ) | RHGEIZ BV TARAIO A 2 ME K V222 73 512672 v | LDSD #f#4£[H & SDSD
PEREEMZ —oDOHEME LT L7722 S ICOWTRIEIE R o2 D EEZ 5,
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72720, EHAOET 7 U A LFE ORI, BRI 4 B OPERE 23 K555 2 HH TV
7= (BEFERSNE S5 BLLFAARAIRED 93.7%) (ZH B 53, MoOFAHEN & A TE W RIFUR M RO
LN EIZHONWTIE, BRBEORE (TR24HZR) L E®, BERTHZ DO &k S HHINES L E
LEZD,

7RJLL3%%§W%#ﬁm Wz O

BERR M RR 2N A 2 I %@kowf\$% LT DXL I L TS,
K%W%%fﬂﬁ?bfi\é@ﬁ%@@@l@@#?%%?é?ﬁ?%okﬁ COV001 5% 3 #f
R B G E R ORI T 2 [8] B OFREZ I FUEO IR AR S bz (TR.6.1HBM) 720, &R
BREABARLIC, L0 KHUNC 2 BHER ORI Z R4 5 2 L BRE Sz, £, RBRIEORER r—L
DIER EAT U TAREERBR 7 v 7T AREREICIER SRR, 4 BT T T 2HEDT 7 F 8
FED 72D DIRBRIEOHFG DRI L, FIZHEE OB (COV001 7R & Y COV002 5llR) N EEA 2T T-,
INBICERT DEIED =D, FIEIE 2 [B1H OEEEOHEFERMIRIL 4~26 MR O Th o 7223, HfE L
VAVBIZEDETIRVEHER L, SERERIRO R HEFE —DDOEME U THIT IS & Lz,
FEfEYT (DCO2) W 0D LI B B A PR R R 351 26501 (VE) (CBE3 28 iR
MOFRERIT, £34 DEBY THDH, 4L EOBERERMETIL, SDSD+LDSD i SO FEMEA b AT
KGR K O SDSD i SUSENT S REM O N T ICE N TS, SRR W E VE B3E< 2513
MR BT,

# 34 OFAMRITICR T D RERERIFER 0 2 (8] B #EFE% 15 B DARRIC IR L,
SARS-CoV-2 &Y 7 A )L A FHTHEE S T-F13 D COVID-19 D3I kIT % VE (DCO2)

COVID-19 F&Hi %k
HAERIRR AFHE *f AR VE (%) iR 95 % CI (%) @
n/N (%) n/N (%)
SDSD + LDSD i St R e AT sh Mt T o G4
4 A 1/206 (0.49) 3/203 (1.48) 66.56 [-221.83,96.53]
4580 E 8 I A 47/4312 (1.09) 90/4200 (2.14) 50.48 [29.56, 65.19]
WL E 12 LT 23/2308 (1.00) 92/2348 (3.92) 74.97 [60.48, 84.14]
12 iR 13/1771 (0.73) 63/1830 (3.44) 78.91 [61.68, 88.39]
SDSD i 7% S hia Bt A5 2h it gt e S 4L [
4 A A 1/206 (0.49) 3/203 (1.48) 66.56 [-221.83,96.53]
4 L F 8 A 47/4294 (1.09) 90/4183 (2.15) 50.48 [29.55, 65.19]
WL L 12 LT 18/1555 (1.16) 66/1580 (4.18) 72.64 [53.95, 83.75]
1204 8/1146 (0.7) 38/1213 (3.13) 77.62 [51.98, 89.57]
LDSD IfiL i SIS Fa AT DM i o S 55 [
4 A A 0/0 0/0 NA NA
4 L b 8 A 0/18 0/17 NC NC
SHELLE 12 HLLT 5/753 (0.66) 26/768 (3.39) 80.80 [50.05, 92.62]
12 04 5/625 (0.80) 25/617 (4.05) 80.78 [49.86, 92.63]

N=fEHT S8, n=FBB1, NA : #%248F, NC: Bl
a) HEREREAREFE L, BEWIROMEE A 7y MERLE LIERT Y VRERET IV

BERE IR O Er: (PFdiiRf) OFEFEIZIR 35S DB TH Y, VE EREEIC, 438LL PR
MIkE I, SRR AREVIEE 2 8] H 85 % O P RFURE 2 & < 72 D80 H v,
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# 35 PFAMATIC I T 2 BERERIRR A O 2 [B] B $EfE#% 0O SARS-CoV-2 (2513 2 R FnHuiAAm
(a—F r74 VA Z VTR RBUROHTE) (SRR 54E . DCO2)

SDSD+LDSD SDSD LDSD
BRI R AKIE <} HRRE ARHIEE A B
N 2079 1536 1706 373
/N 17/32 20/32 17/32 NA
4 B A GMT 326.744 24.389 325.744 NA
(18 95%CI] [207.22, 515.22] [16.10, 36.94] [207.22, 515.22] NA
. 1n/Ngyo 359/818 369/674 356/815 3/3
4 ’Euf GMT 131.693 21.184 130.936 261.046
8 AT [ 95%CI] [115.98, 149.54] [20.27,22.13] [115.22, 148.79] [45.31, 1503.97]
. 1n/Ngyo 274/775 170/557 182/587 92/188
8 ’Eﬁﬁ GMT 213.815 21.674 215.953 209.647
1238LF [TE 181 95%CI] [189.94, 240.69] [20.23,23.22] [187.10, 249.25] [169.37,259.50]
/Ny 184/454 124/273 121/272 63/182
12 18 GMT 247.973 23.035 272.323 207.145
[ 95%CI] [209.22,293.90] [20.57, 25.80] [219.92,337.22] [156.34, 274.47]

N=%YT 7 V—70%, n=fFMliFl5k, NA : %4587

BRI, LT X ol L7,

DFAFRNT Tl B ERRBBR IR T 31T 2 Ak 2 22 IR D> B F2BRICHERE S 4L 7= BB O Bl [ bR 1 3kk %
Thole (KARE : 4~26 HF]) LoD, BEHERORRDEME —>OEME L THIT S, KR
(2, BRI OIER & & HIZ VE, TRHUAME & &2 A9 5 m 235 W%htoﬁ%fﬁhi A 3
&V EG AR OBEREMBIZ OV TRFTTRETho 7 & & % 578, HuHiZ SARS-CoV-2 V7 F D
HEARDIR D GV TV D BUREEITINZ . ERI, Flnnl OB HENT OFE R D & RIROFER & T JE e
FERPBFONTND Z L aBiE 22 & HERFIRIC L 2B +HoRE Lz BT AROADMEIZ O
TR+ 2 2 L IXATREE B 2 5,

¥, MR E S DI AAO ML - HEIZOW T, TR HTiEm T 5.

7.R2.2.2 HAANZBIFLHEMHEICONT

FEEZIILL T O L 5 I8 LT,

[E PN D8111C00002 #k5R D EEE AR5 & STz FVS-1 R USBINET 64 & Sz FVS-2 TiE, A
FFEONT O 3R — MIBWTH, FIEEFRE 56 HOHL S ¥ U RV EHURIRER (R—RAF7 1 )
5 4 (5 2L E OB EF- 23 ST gEBRE OFEIE) 12 100% TH Y . PFERET TOMNE YR E I AA] SD
Z 2 [AMHERE L7ZBRORER (99%LL E, 65 mEll BTl 100%) LBk THo7-, —F, FVS-1 IZB T,
SARS-CoV-2 |4 % ¥ 2 — RO A /L ZARFHFURISE R, BARNEERE K OSNE NS TEnEth
66.1% K% T 79.1%TH v . HARAPEERE TR -7, 72720, EWN D8111C00002 iRERIZE I LT3~ T
O A NEBRE Tl — I 4 BRI T 2 B S T 2olax L, BFA T IS B L7244 E
NERE TIT LD RWHEREFRE T2 B I TEHY . ZHUITERKR L THARAN TIERO TR ISZ =R A
REINTATREMED B D (TR22.13THBM)

FEMEHTRISR & STz FVS-1 L OB IR x5 & S41L72 FVS-2 IZ8B W T, HARABERF 12T 5 2 [1]
HEAEL 28 HDO Y 2 — R A LV AFFIFUAM O GMT [Wiff] 95%CI] (3242741 103.0 [78.9,134.4] &
UV 98.0 [824, 116.5] ThoT-, —F., &M O EZfH T (DCO2) 128\ T, 4 LA 1 8 AR Oz
MR CAF SD % 2 [mIHEfd L 7= SDSD S R AT et REE NI 351T 2 2 Rl H M 28 HD v = — N
A VARG O GMT [ 95%CI] 1%, 130.936 [115.22,148.79] T&» v . [EPN D8111C00002 7k
BRICH T DI L TR oTe, L, AMEABREFICIIT 52 2 — KU A )V ZAHRIFURMIC 12
BAENRD LA TR, SR 4 B2 E 8 RO LRI T, KA 2[5 HEERER 28 HO
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v a— RUA VAR RPURMG O GMT [ 95%CI] 1%, #“EEKRT 7 PNV TENLI 97434 [79.81,
118.95] &Y 110.964 [91.06,135.22] Tho7=DIZxf L, M7 7 U A HFN[ETiX 268.614 [211.63,340.94]
Thot, HEROT 7 VN TH LI L ER D8111C00002 RER TR b MiTEL LTk, H
WA O FHFIHFURATOEVERT 7 7 U 2 RETH LN RPUR IR SN2 EIC L2 b D EE X bk,
TIHDOFERIZEESL &L AHKSD @ 2 BHEREIZ X - THE SN D BRIV T, BAANESME
ANDRNZH SN RENIRNEEZ B,

BRI, HEEEICAI LT, LTS EFRA L LT, BARANIE W T b ABIBERER IS & RO %
ERMERFONTWD EBZ Z200HD THMT D LKk, HFEFIZLLTO L 5 ICHEZE LT,

O [EHN D8111C00002 iR D FVS-1 ® 2R — K~ C (18~557%) (281725 GMT 28 27—k D (56 ik LA
k) EHE L TR o 7 E

FVS-1 ® 955, @adR— bk C Tik, KA 2 [ HERER 28 HOD Y 2 — RU A L ZAHRIFUAGO GMT [
%%%ayﬁmjbiamm]f%b\:T—%lensmasww]kmﬁfﬁ#otﬁ(MJ@
K16 2M) | BEOVEH 2R — MBI LIZZ LT, T2 DOEL ENEEBE L REENEZ 6N
770 FVS-2 OFERICHESL &, ak— FC&UD@2EE%@%%E IBITDHY2a— Ry A L AR
PURMGO GMT [ 95%CI] 124 107.3 [84.2, 136.7] } (1 90.0 [70.1, 115.6] TH Y. FHE@#mE
&wﬁbf%%%fmﬁﬁm WP AR D Sz, £72, FVS2 D9 b7 adk— bk DI (56~69
) MOYD2 (70 LA E) 12815 GMT [ififil 95%CI] (XZ+ 240 101.5 [74.3, 138.5] K1V 70.2 [45.6,
108.1] TH Y, E#@Lﬁ (205 U CHUAMAME T3 2 AA7—0 Sz, LasL, @B Tk
ERIETHHOE VD BV, W 95%CLIZIZ AR — FHTERD RO LNLTNWDLZ LML, ZH GMT
DIFEWZ DWW TR R ERIT W EE X bz,

@ 2B HBEMEOFRGUAMD EF (T —R2 % =205 BRO LNRVERFE DR ND Z L1220 T
FVS-1 (81 #) OfERICHES< & WlEERE#% 28 H HIZx3 2 2 [EHERE% 28 H H D GMT O L5 -iE
I, BLS & o7 FHURM K O FPTAR M O WU oW T H /S L BRlcadk— F C Tidb Tk
F LB Lo (T11HEK16BMK) . UL, B0 153 A&7 FVS-2 (234 fi) Tk
T5 L. GMT O EREIEL. H1S & 237 BHURM L O FEiRfio VT iz >nTd, adh—h C %
GOT, PFEMIT Bl SN b D LRRETH o 72,

F£7-. EN D8111C00002 FERD FVS-2 D 5 HARK|D 2 [B] BHEFERZIZ S =2 — K7 A L A HFIFTAAN O
T — ARG DI T EBRE OBIGPIL, BIKT 26.6% (41/154 ) THoTo, —H. OF
BIENT (R—R T A VRIS RGRIEER) (2B W T T — R Z =2 BN S IR0 TR E DEIE
IE. IR T 17.1% (102/597 ) TH 7=, [EN D8111C00002 iR, PFAMEHT & bio, 7 —AZ —2hift

B BT T HERE OEISIIIEE RS (18~55 %) &L CHElnE (56 mbllb) TR, B
ICE & 23728 WD B LR o 7o, BMIRCHEFEF R OE VI L2 E LR bivin ol

22— RO AV ZRFHURMB OB EZ AN BB AN 7 — a U &, M7 v A
ELTEFARBEEZALTWZE0D, JIEEOIXL ST RE N2 &b (CV @ 34.7%
~56.7%) . —HOYERE TARKIO 2 B HERZIZT — A X = RR BN o T REERE 2 b
Tzo EEE. DFEMATICB VT Y 2 — RO A LV AFRPURMIC K T2 7 — A X =R BO e o Tz

25) FVS-2 OAFIEE 174 B> 5 B, HRHLAMZS LLoQ A EZ7R L2 b DD, KRBT A HE (BB O RPN 3 5L
) AW S 720 20 B 2 R TR 23T oAz,
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WeBRE DR TE T A L ZAFRPURMABTE STV S FO 5 S 4 F T, EU A 20 FnHsho k
AN 5T,

@ FRERPWrETR DG EZ —HSOEH & L TEHEIT 5 2 & D4

[EN D8111C00002 75 0 G JFMEFTARE 2 DUV Tl FVS-1 (2HES BT & FVS-2 125 < fi#tr
& ORI ER BB 5778, FVS-1 @ 81 #il& FVS-1 LISAD 153 BT, adk— k2 &l L= wibk
WEITELL L Tz, — RIS, SEIREICBE LTI, RN—A 7 A VEOEFZ —H I - BmE N
Th o> THHEER T RORER FOZERMEICERT 2 ARENRIES DX BB LD, TRBRIEMMR 4
S5HiEXD 5 H FVS-1 IZHEENTWZDIX 2 X DA THY . 96 1 s ISENBEIEE TV oTz
M. T RTORBRERMR BN T, IBRER CBRIKIZENENOFIEEFEICE > TR N TED |
FERRIEBRIESEFH B EE LT e o T2, T, PLS X U T EHURKL Y 22— R A VAR R RO M
EIE, Wb A —ORERBIC TRIE Sz,

UL EZEEE 22 & ARFI O FMETHnRE RV T FVS-1 & FVS-2 O TEWATRD b v FIA
X, EARERD T 7 L7 KR OIEEOIX D S E IR T 2 alietEn kb <. ATRERR Y K
IR TR 5 2 LIC kv, X0 #EURMIRA IR D LB XD,

@ AAISD OFEI KT 2 [BIH OWTHOBFREHZ IV T H FRHUARAMG A LLoQ A DHLERE M358
noHZ EizonT
[EN D8111C00002 7k K OMIFG AT O EZfFEHT (DCO2) 123V TAHAI SD % 2 [alHefE L 72BR D A)[=]
B2 B HOWTHOHEFEZIZB N TS 22— R U A /L ZARFHURAE A LLoQ Al T - 7 D F|
Alx, K36 DBV Thot, ¥, va— RUANAFFFUEMMIL, EN D8111C00002 75k & UM
BT E ENT-TRTORRICHENT, F—ORIE-ERE THIE Sz,

# 36 EHN D8111C00002 7Bk K OMIF& AT O FEARHT (DCO2) (23 TAA SD % 2 [mIHfE L 72 BRIC
PER X2 EHOWTHOEFBKIZBNTEH Y 2 — R A L AP FRIHHRE2Y LLeQ Ajifi T o 7ot O Hl &

[N D8111C00002 A5k BE&fEtT o F2ifighr (DCO2)
(FVS-2¥) (SDSD L I B A O PERRT X R4 )
Bz LY BUS7a L
n/N % n/N %
S 32/154 20.8 64/597 10.7
18~55 7§ 12/73 16.4 23/428 5.4
Fln 56 LA 20/81 24.7 41/169 24.3
56~69 Ik 12/54 222 33/117 28.2
70 Lk 8/27 29.6 8/52 15.4
PRI B 25/99 253 33/308 10.7
EZgcd 7/55 12.7 31/289 10.7
BMI <30 kg/m® 30/148 20.3 46/496 9.3
=30 kg/m? 2/6 33.3 18/99 18.2
438 (£2 H) 32/154 20.8 12/123 9.8
AR | 6 E AR 32/154 20.8 47/283 16.6
6~8 JE[H] ND NC 7/110 6.4
9~11 #H ND NC 4/83 438
12 ML E ND NC 6/121 5.0

N=&Y 7 7NV —T OB, n="FPiikflis LLoQ Kl Th - 1o, ND= 7 —¥ 72 L, NC= &7

a)  FVS-2 OAFIEE 174 B0 5 5, PRIHUAMA LLoQ (40) ML LEZRL7Zb DD, YR O PRFAED 3 5475
TH-o7220 HlEERL,

by UG Ze Lo AEIEERER L EERO2 BH &IPS LLoQ K TH 5
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[ElPN D8111C00002 7k K OMFAMENT OWTHUCEB N T H, ¥ =2— R A L ZAHFHLRE Y LLoQ A
Th o - WEE OFEIA T, FEmlng (18~55m) L L CaEling (56 MLl L) TEn-o7=, AT
T, BREMROER T > Ty 2 — RO A /L ZAFFHUAMMAY LLoQ Aili Td o 7o fBRE OFIG MMET
T AHMHEMMBRD DTS, PRAFNT O A I L CHERMBAE N -T2 2 L5 XSy & B
FROBNZAERRE S (TR22.13HSM) | B CTHGEWIT RV EE X b,

PLEDOFERES | [EN D8111C00002 3AER D4 =1 v — MR W TEI S - AF oz ir i, fRaiE
HrCROONTREEEEEY L TEBY ., BAACBW T HRBOFEGENYF T LE2 LN,

BekEIL, LITF o X o1l L7,

HFRIHUAMEOREMIZITIX G SEREOONDLZ L bEEE LD &, Bo e BARAAERESROT —#
DD X FAR O FEIR A IR EE 72 26 & 2 23, [EN D8111C00002 7B TAHI 2 [0 H R4 1258 & 7= fnt
ML, PFSMRITICE T D RE /R VT T VL ORI 4~8 B O EM TH L 2 [\ B BM% O
FERERESERLT, £, BARARIEIZOWTS Eilnd LSO & RO PRiFTEAGo E5-23
RO BNTz, £z, LS X v R EHFIROIGESE D H HARANZEB O THME A & [FEERO R F D R &
NTWDLZEbBEEEZD L. HRMNMIOWTARFIEERER OREILENAEN & KRE S ERHHAITRS
nNTWhnwbnE&Ex 5,

Uboz b ROPEFERITICE W CEIEESCAFEDEA VE R OIS FEMEO I K& 8% &
I ATREMEIL—#B D SARS-CoV-2 ZZFER (B.1.351 FKift) IC L DREEFRNT (TR24 HEM) RS h
TWRNWZ ExEFEx DL, Flaibhd 18 Wl EO HARANZBWTAFOAMEIHIFRFTCE L LE
Z 5,

7R.2.2.3 @EEEICE TS HIMEICONT

OFE AT IC BT DB X D BRI OFERIL, 7TR22.1LIEE IO DL EBY THD, EEEIC
F2EDMECHONT, BHEEIZUTOL S IZHHAL TV 5,

FEfEHT (DCO2) WU WT, DR IRHT O A 201 D T E AT Xt 4EH  (SDSD+LDSD ifiL i SOtk
PG ZIMERRIT S RAER) 1281T D 65 LA EDO RN RIED 82% & V7o 7= RAIRE 703 41 K& OV
T 680 ) #mfwéamuL@W%%imnD@%g%E@éh\kﬁﬂ($ﬁﬁ@8wm\ﬁ%ﬁ
7 87.8%) DHERFE OBEFERIRIL 6 WA CTh o7z, F7o., VB OBHM CEAMHE = AR E)
1382.9+21.5 A, 2 [ A 15 A LI OBEMIRK CEAME AR HERAE) 133491209 HTH-oT,

SDSD+ LDSD IfiL i i B A PE AR 6 S8 D 65 ke Lh E ORI T, 2 [B] B B 15 A LI
\ZHHL L 7= COVID-19 JEFIE, AHFIEE 4/703 511 (0.57%) . XFHEEE 8/680 ] (1.18%) Th -7z, £z, ¥
[6] SD 1 {5 S BEMEA ZhIHEMEAT XS R EE M D 65 mLL LD AIZI\W T, Bl SD #Ff% 22 B LARRIZ R E
L 72 COVID-19 SEGIIAFIRE 6/945 5l (0.63%) . XIHERE 13/896 4] (1.45%) TV, 5 5H, COVID-19
(2B U 7o ABTIIAAKIRE 0 #, EREEE 2 51T, HAE COVID-19 [FAHIRE L O IREE & H 123D b7
Mmool

LED X 51z, 65 sl Lomin# Tlix, VE a3 272000 A X NSO IR hr o 723 BREH
DOFRER L —B LR RENRD bz,

Flo. BFEIATIC T 2 Al O T FHFUAMEOHER TR 37 D LBV TH Y | KR & L CHRRRIR
DENEZZBETIUL (TR22.13HBM) | TR TOFEMXFIZIBV CTARFIBFEIC X 5 HFftROFFE N
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O BT, mlE IS T D GRS A & e L TRWEI 2RO by HRFR T Z
DHT ROEKRB 72 ERIINATH D,

# 37 GEFAMENTIC T D AHE] SD % 2 [ L7- & & OFEEEEI D SARS-CoV-2 (254 % R AL O HERS
(V2— RUA NVRERN-RRPUROATE)  GosE IR RER . G EME, DCO2)

18~55 7% 56~69 7% 70 7% LL 1
AFIEE o BR R ARFNEE I AR AFIRE *f AR
N=1287 N=962 N=250 N=222 N=169 N=131
NR—RT A n 549 391 133 127 56 58
GMT 2[% 11(; 2[(13 7955 20.0 20.0 20.0 20.0
1050 13, .95,
[l 95% CI] 2131] 2081] [NE, NE] [NE, NE] [NE, NE] [NE, NE]
FE % n 476 380 122 122 54 54
28 H 74.268 21.172 36.568 20.963 36.037
GMT 20.0
) [65.84 [20.27 [30.66 [19.51 [27.12
F Al 050 , , , , ,
ity 95% Cl] 83.78] 22.12] 43.61] 22.52] 47.89] [NE, NE]
2 [a] B 1% n 493 375 128 126 55 58
28 H 221.642 22.505 85.511 20.450 109.684
GMT 20.0
[200.80 [21.20 [69.72 [19.57 [81.14
1950 , , , ) ,
[Fifiy 95% Cl1] 244.65] 23.90] 104.89] 21.37] 148.26] [NE, NE]

N=%Y7 7 V—7DW%, n=#fifF1%%. NE : Not Evaluable

T2, BARNBEEEIZBIT 2 P RHURMEORERIT, SEEUSAOEM ERES B LRV EEZD
(TR222EZM) .

BekEIZ, LITF D X o1l L7,

DFARATICE EN T @l OFIEIIR S 5729, @l O EIC BT 2 AR K OF L 5 2
TR, FTo, ElE O ERIC I CRFIBEREH% O R FHUAMNILZ VLA O 8 M & bk LTI
EAERLTW2b DD, JFEMITOIZE A L O EnE D HEFERE 6 AR CAFIZ I TRy, #
FEMRARE < 72 21 F EHFFPUEGS AT HEAAEO b Tl L bEETH L (TR22.13 HE
M) | EEE BV T S 2SN OER & RIFRICARFIBEREIC L 0 hfngiikflin BRI 2 E 252 L0
ZXThHDH, Mz T, BREE T, @ iloEr & 2SO ER & THMENRR D 2 L 2R
THZETUALHELNTWRWI LA EX DL, BMEDLE D, 18 LOT X TOFEREIZIH N
TARBDOEIMER IR CTE D B2 5,

EEE 2 H 1T 2 ARHN DA IOV T, R ik T Oiim & OBUE FEHE - 0 K[E D8110C00001 7R
DOFRAE R BB E 2 T, BT Lz,

7.R.2.3  COVID-19 O EIEALINHIZN ROV T

AANO EIEALINHIZDRIZ DN T, HEEZ I T O X 2 IZFH LT 5,

AR OBEIECINHIR Z G 212 H 720 . EIEFIZ WHO DEFR (3K 38-1. Lancet Infect Dis 2020;
20:¢192-7) ICHESE# 382 DL IZER L, BIRUWZHE Lz, el LEORE (COV001 kM
N COVO002 i&BR) Tik. IRBRFEM T E T ICU ~D ARt & fHIEH & L722S, BRAMITIC ST 0 ERE
RE D MLl 76 2 SR [H] CIEYE(L T 5728 ICU ~D ABE & FRER L, A LIRSS E 72 WHO O BE I
MU T DIER & LT,
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7 38-1 WHO FAE [ REm R
BEDIREE TEFR 2
IR FJERGYL, A LA RNA O e L
Sk B DA HEFEMENE, 7 A /LA RNA O H Y
JEBEE, NBhO LB L
JEWGENE, NBhOXLEH Y
ABE - EEORE | ABi, BERERL GREEZ TS BNOGE RIS T 5)
ABt, BEFRE (A7 XNEIREI=a—1) HY
AP - BEEDOERA ABe. BEFEPE1E (Non Invasive Ventilation XiX@miiE) H Y
LB NHRE KON TIPS (pO,/Fi0, =150 X% SpO,/Fi0,=200)
N T2 (pOy/Fi0,<150 (SpO,/Fi0,<200) X I3 H-FEF)
ANTLIERGR (pOy/Fi0,<150) M ONFFEA], #HT X1Z ECMO
FT LA

\4

||| un|h~fw|N|—|of

—
[=]

# 382 HJEGIOEFE
JiE 5] E
COVID-19 |ZBHE# L 7= AR WHO OEJEE N AT 4L E
HJE COVID-19 WHO OFEJEE N AT 6 Ll L
COVID-19 {ZBH# U 7= ICU ~D ARz WHO O EJEE N A a7 7L 1
COVID-19 B8:#i5E WHO OEIEEN AT 10

FESEHT (DCO2) W8> SDSD+LDSD iy S i B A B PR it SAEIIZ 350N T, COVID-19 |2 B
L7 AP e OVERAE COVID-19 (233 2013 39 o LBV TH Y, EREINIZA XY MInThb
IR TS AFIOFMED — B LIZEHASRD bz, & OMOMHTHHEM IRV T H AR O30
O—E LTHRNRD b,

# 39 COVID-19 |[Z B U 72 AR & OVFAE COVID-19 IZX7 9~ 5 A% (DCO2)

COVID-19 |ZBHE# L 7= AR HJiE COVID-19
77 N g\f N 2 DE N y ~ DE -
g;g H;[{*E AFHEE o B VE% AFHIEE . o B VE%
’ N n (%) N n (%) [97.5% CI] @ N %) N n (%) [97.5% CI] 2
0.
IRES 3 %{iﬁf 8597 0 8381 (0.10) [50.19, NE] 8397 0 8581 (0.02) [ﬁéﬁﬁg’
IS RENE i
SDSD. 2 [ H$E 8 100 | 100
JIiIREYSR % 15 7201 0 7179 7201 0 7179 [-3742.53,
0.11 42.58, NE 0.01
ElatE | RO ©m L ! (0.01) NE]
. 90.92 100
wlalHE 29 1177 22 3
Any dose e 11794 [63.06, 11794 0 11776 [-143.64,
FRLLE (0.02) 6 (0.19) 98.97] (0.03) NE]

NE : Not Evaluable

a) PEHARNTEL, RBRES, 27 ) —= VFOER (18~55 %, 56~69 1%, 70 Ll ) 2@ L L@ R T Y v Eliies
V%

b) 2 BIEENENAFIPIEEEREE 1 B KO0 BIZ COVID-19 & F&4E L=,

FEREIL, COVID-19 (2B U 72 AR M OVHE COVID-19 O EFIBUTIEF IR LN TH Y | Bl AT,
AFD COVID-19 (2B L 7= ARt e OVESE COVID-19 (2659 2 AEILH S TR W s 0D, AF|D
FREALINHIZRICE L TRERBEELZA LS ELIMBRIIBEOLN TV RNWEE R D, Sk, Flo R mEN
BFONTHEITIE, LEIDS U THERIBROES 2 RETT 2%, EUIHIST 2 0ERH 5,

7R.24 EEREIZKT DHEIIEICHONT

WX, BARZEOIEE, M7 7 U AE, 77 U0, KESTHRE S TWDH72 7 SARS-CoV-
2 EBEE (B.1.1.7 %6, B.1.351 B&ft. B1.1.248 Rft. B.1.429 SZ#%E) (ZxI3 D ARKHOHNMEIC OV THL
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BHLZLET, SBRHERTIF=RERKRIIOVTHAFOEIMEEEZ LD L S IZRFTTHTFETH D05
AT 5L oKD~

HEHEIZ, UTO X3 ICEE LT,

Ay I AT F—FRERVPV 4 b —F—X5 0 FAZLEELE-FHOITMB VT,
covooz R B ohi7—5 QiE A asA. keyvsF—#) WESE, BLLT RREOE
EBRIIXT 5 KB OF MR OERERME % M L7z (Lancet 2021; DOLhttps:/doi.org/10.1016/S0140-
6736(21)00628-0) . AN EBFHMEDOMR Lo A XV P THOTUVANADEEREFINE LN T
WEHDD 5L, 34 A X b (283%) 75 B.1.1.7 BEK, 86 41X b (71.7%) 233k B.1.1.7 BEHKT
bolz, FHID VE L, B.1.1.7EEKERUIB.LLTERBHKTENTN 74.6% [ 95% CI: 41.6, 88.9]
&1 84.1% [l 95%CI: 70.7,91.4] TH Y, |EL Tz, —F, AFzERIN - EREOMEL H
WY A NV ZARFGUESTETIE, B.1.1.7 ERFRICXH 2 PRHUEMEI Victoria #:29 (2x19 % fnft
D 953D 1 ThHo72 (GMT (A 95%CI] 1XZnF4 58 [44,77]1 RU517 [424,631] ) ,

Flo, FVIRATFH—FRERVTU 4 v hU—F =5 FRZELRE L FHOFEMIIBNT,
covoos B oBonT—4 Qe P EsA. ke vrF—») KESE, B135SI ZHO
ERBRIZHT 5 AH OF SR U & Rt % 5Ef L 7= (N Engl J Med 2021; DOI: 10.1056/NEJMo0a2102214) .
FELRBITICTBNT, FFEED 2.5% (19/750 F) . 77 FRBED 3.2% (23/717 #) & COVID-19 D3
FEMNFED B, VE IX21.9% [l 95% CI: 49.9, 59.8] Tdh o7z, COVID-19 % IJE L - #BRE 42 Hio
26, VANZDBRERSNNBELI, 52 B.1351 ZFETHoEBREITXI9FHTHY ., B.1.351 TEK
WZxH3- 2 AH|D VE i 10.4% [ 95% CI: -76.8, 54.8] Tholz, —F. FHEZEREIN-HBREOM
BrRAVWEEVA NV ZPRGUESIETIE, BLIHE? T 39E®EZFLE. RREDS B, 7/H
& (58%) TiXB.1.351 BERHKIIHT 2 FREMSEHLNT, BY O 5 BRIKTIZ 41~31.5 FOEMK
TR bz, Lizo T, B.1.351 ZRKIZOWT, BE~FPEFED COVID-19 (o3 A BH#%hRix
B THWRnS, THRTY b—70RERGERVBEEROMOD 7 F BT 57 —2 b,
AFix B.1.351 BRIZ L B EAED COVID-19 2% L Tl BBEsh R 2 R4 maEtndH 5, PEHITRE.
BETIERKRNEE L TV AHIRICE T2, ARSCEELICHT2HMCET37F— 2 2BET 5
FRIZOWTREFTH B,

P.1 R# (B.1.1.248 KHt) OV TH, FIEERIRY BEIC Z 0B RAENCE T 3BT 2 EH3
LEHETH D, B.1.429 BEERIZ OV TIL, 2021 £ 2 AR TKREIZBWTHITL TV 3 SARS-CoV-2
D 10~20%F2 S B.1.429 BEK THo7=Z L 25 (https://outbreak.info/situation-reports?pango=B.1.429&
loc=USA&loc=USA_US-CA&selected=USA_US-CA (F#HEZEHR : 202146 H) ) . XkE, FIRWL
ANV —TRIEF O D8110C00001 B 5, B.1.429 ROV THSMEICBET AL 10T —F 134585
NAHFREMRDH D,

72, COV001 RER (7.12BBMR) THAZ 2 MERE L-EREOMEE AV TB.1.1.7, B.1.1248 &
RHEKR U B.1.351 ERKICH T2 ELEIE LRI, 3R2EOLBY Tholz,

BEEIL. UTOERBMBRUVANVAENBERBAES TV 2ERLTRY, 5% b3 EHT S,
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DFEFREITIZI VT, FEAFFRICOWTEBIOE R CHRIKIIZEW®R D H 2 REEITRD ben-o
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Fk L7=73, 95 (COV001 } O COV002 #dBR) . 77 L (COV003 iRER) M O 7 7 U 4 :F1[E (COV005
B CTHEEAZEAR SNIWHRE OFIS X, ZNEN 36%, 2% KN B% TH-oT-, 77 VN Tik, #hbk
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7 7 ) AEFETIE, FEAEFLORBREENRER DT T U0 LB L RN 723, Zhi
HEE CINET 2 EAEFROME L AN RR -~ LENFRERTH D L EZ BT, COV005 B
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RER T, 7 EEORMER LU0 O EFERE 8 HIRIWE LTz, /-, B7 7V ZEfmETA
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FRELTHESNTWDEEZXOND Z D, Rtk 7 HURRICHE SN IEEER EFRIIAA|
CIXBEMEN W EE 2 D,

F a2 OREMTIC T 2 EBIOIRBREEESR 7 0 LIPICRE LR EA & F R L OTR RS 28 H DIPITHEBL Lo

e EA ERBOER (WA SD L2V REM © . DCO2)
Pl EIEs 2 X 2 ] H %
ARFIEE pogiichis AF ok

#[E (COVe0l, COV002) N=4122 N=3944 N=4122 N=3944
FEE A 5 R SR B E 1645 1493 932 825
JRITORFEAERESR n (%) 1343 (81.6) 871 (58.3) 535 (57.4) 375 (45.5)

JL—FR3PE9 13 (0.8) 4 (0.3) 0 3 (0.4)
EHORFEAEFREn (%) 1312 (79.8) 968 (64.8) 515 (55.3) 387 (46.9)

L —FR3pL9 145 (8.8) 18 (1.2) 15 (1.6) 8 (1.0)
IFFEAEFR n (%) 923 (22.4) 559 (14.2) 403 (9.8) 436 (11.1)

L — K3 L9 41 (1.0) 26 (0.7) 25 (0.6) 24 (0.6)
7'F Y0 (COV003) N=5205 N=5209 N=5205 N=5209
e GRS E AL 100 100 82 70
JRTOREAEFES n (%) 81 (81.0) 57 (57.0) 46 (56.1) 13 (18.6)

L —R3LE9 1 (1.0) 1 (1.0) 0 0
PHOREAEFRn (%) 63 (63.0) 62 (62.0) 39 (47.6) 18 (25.7)

L —FK3LE9 8 (8.0) 1 (1.0) 0 0
IFEAEER n (%) 2857 (54.9) 1978 (38.0) 915 (17.6) 605 (11.6)
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EWVEE AT S D RAGR IR L CW D ATREMEDN B D, B 21T, BRI EImE TITAEFRORH,
LIS MEVMERNZ B > 723, FOEE D% (87.8%) 13, WIEHEFEEL D 6 WHRIAEIC 2 B H o#:fd
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(HIIE] SD 22 A= PERRAT R G 01 XL R R ERRAT M S H] . DCO2)

BRI R
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iﬁ%@ig;i 18/282 (6.4) 559/5762 (9.7) 291/2425 (12.0) 129/1979 (6.5)
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OFA AT OARFIFECIL, PIEEAEE 63 HRICHEER L — R 2 O7 77 4 7F — a0 1 iR
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7an7x=7 I UOFRANEGICEDIRREZIT R ARG U, YEFEIEERE, R IIhAEmE
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) UIEFEE A (2 f]) Toholz, Sampson FEHEIZEE L 720> 7 7 fli% Sampson FEVEIZEE T 5+
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(TR 2 4, REIE 1T, 2RINEE Tholz, RFIER L ORREBERITEE S R0 o7z,
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JEAR 6 1, EHEAE 6 5, ARFECAEAR 5 6, NHSEAERR 4 F1, CFEIERR 2 61 ) VIR A PHIERR 2 1l Td - 7=,
3BHIO S H 27 FlIEEREL 2 BLUNORBLTH Y, 70 O 6 FlIITREILE £ TOHEBE SN TRV
B 4 AR OB TH o7z, MERIE 7 F10 5 6 4 FlITEAER 24 RN ORBLTH D | 21~73 %
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ek, MM (ERSHEAE R 20204512 A 29 B (E[E) ) 2 A 28 HETOFRIZIE S &
TFT7 4 7% —ICBETOWMEIL S22 (P a vy, va vy ZIERKOIEEREN 18 th25T) . =
> HLEEGIT 408 fETH -T2,
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BIE, v a v - TT 74 7R HORERIGIION T, BRSO SR e RICB T 5
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ONTHIEFRIEMRTDIULER DD EEZXD,
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WIS AT B A FIHRICE D ismIE 1 FlEE, 3 flEkch o7,

Flo. AAMECTHEEZRE 6 PRRFRE GMEHHRURE) 23, 2 [0l B #AE%A) 3 7 HICRO b, Wi
RIEE T, A & DORREERITA U &l S dv7z,

[ElN D8111C00002 #RER Tik, Filkod & 350 ARFIRE 1 BIIZ/E FHE OB O RGE SLH M 5BL L 723, FaME
HERIER 22 L OIEIR CTdo 5 & 2 W S, AAI & ORRBMRIZEE STz, KFERIIYEHEREE 56 HOT —
271y A TZURIZ, IRBRHSIEMICEVER T REAEFROLIY TITF 5 s,

WS T O IFF AT TGS AR 584 O H 3RS CGRE IR : 2021/1/1~2021/2/28) 1285 < &
FEMEARR A HRIT 101 fHRE S TRY ., 95 86 N EEN TH 72, PT HAGEIC L DAL, #
&I 54 1. ZRMERECIE R ORIEME= 2 — a8 F—%& 8 ff. ¥7 1 « N —JEGER &K OUERIHAS 6
fh RRTERETE 5, ZIEMEREAE A 38 M ORI PR R RE AR 45 4 1, HARRR SR 3 k. IMAe. JIMIE K OCRIE M
EREH =2 —m F—F 1 ETHY . 205 LEEHITMHFRIE 48 1, K=o —mF =7}, ¥
T v NU—IEBERE 6 . ZRMEREIRIE 5 1R, ZFMERELAE B 4 1. BT PEEBE R & QU k% 4
T, BB 3 /F, BIARRRSE 2 1, MR, BOE R ORI R EE = 2 —a X F—K 1 ThoTo, F
Too ZHHLSNOMRRIEE & LT PT JEAGE CRAEIAE 77 1, BRI 39 £F, CTAdA 151, Bl
ANARRSE 9 1, B MEIRIEPERIMEFEAE 5 M, SRIELMEIRAE 3 £, F b a L o —2 BRI 2
TAMATERUREE 2 . FHMUHEERAE | R23580 B AL, BHmBRE 6 7F, B N2 2 RO CANA |
FaRE EEM TH -T2,

IR RRICE E D2 < OFEROFEBUFEIT RIS YRR BLEN D TR SN2 kv
Dip < MIRFRIEIR & ARKI & OBIEME I SN T RN OO, JFEIRITIZ W CRAIEER I H
BRBMEEERN MG SN TVWD 2 EEZHE X, IMICESICBWTHERREATTH & &b, &
PENAEPE DR A S %2 RMP (B W CEHERBIEN U A7 ICRET 5,

BAEIE, MR A EFEERICOWVWT, HFEEOBMAL T/A L, 7220, BRRRBRKL OV EIRTEH%
(CAAMERRR \CEE 2 RMBE FRFOMBRAETEFRPEIL TVDH Z Lo 0T, I SCERT
EMHEICR W TIEFRIEHT oBERH D LB XD,

7.R.3.2.3 et fARZERRVE R ORI AE A < bk
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WA LT B,

68

NRERAET Y THHTE_T A N 783 H RS _F51 ,V*T"\'”r&"i\;j:?g> 4‘-1 R



DFAREATICIV T, et AR SRR ML ORI A R R D 5 B RFIFET 1 BILL RICREBLL
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[N D8111C00002 3B TIX, 4T 2 HROHEBUIR N -T2,

WES T OMERFRF Al SUTRIEIRTER O B RS I L D & M/ EIRFE#% 2021 45 3 A 8 H £ TITE
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53 B R A2 i 1
R4 HARRIEL 10 10
HA R 33 31
N LS 34 34
A% IR 2 2
kF R 1
AN IFRIH 3 2
B SR AR E 1 1
PH AR I A% E 1 1
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FLROEMIRDON TV ARNEEZ D,

WESMT I B FF Al % T RE IR GE R I DN TR D ARFIORE T 4 v b« VR T 774
MIEDLTRIFTHDEEZZD,

# 50 YESMLERGER IS 5 DL B S s O R
(178 : 202141 3 1 H~2021 422 A 28 H)

soC PT (MedDRA/J Ver.23.1) 13
P Dk 17
AL P T o
i Ui 13
Bl M 5
) 5E 5
FETS 150
—i% - EFREER L ORGSO R RS 8
I 6
ZEIRAE. 7
; COVID-19 13
JRYLE F5 & VB Ry —
FRYER L O BUE iz 10
R A4 FE A 7
N S V% DR 8
ST T B B N w\/A gsﬁ% - =
WP as. FasRds K OMERE s SRS 5

KRS 1L, VBN T DA% UTELER B % DL BMEIERICOWTHER L=, B, AT
HERFRGIZOW T, TRI2E, mlE I L OVNRICBIT 528 FFRIIOVW UL FNE TR3.3.2,
TR333MNTRA25TEDO LB TH 5,

TR FERAIALEAT T R OBk 2R SRS )9~ S B I DU T
7R4.1  FERRWINLES T IZ DN T

AENOEGEREAINL B FIZON T, BEILL T X 51282 5,

2021 -4 H 6 HIRFR T, AFLTD SARS-CoV-2 DEGLEEL D FAGHE 485,085 il FEL-HEIE 9,246 H1
Th 5 (https://www.mhlw.go.jp/stf/newpage 17903.html (Ff&fEid H 2021 -4 A 6 H) ) , MIERE 25
DIEREFHNLZ DIZE N EHERI S LD, FARBIORYENT 20 K23 B2 <. IRV T 30 R, 40 1%, 50
RONEIZ LN, FETEERCEIEEFUT 60 2L EICZ W (https://www.mhlw.go.jp/content/10906000/0007
16059.pdf (Fc#&rERSH : 20214E4 H 6 H) )

SARS-CoV-2 BRFEEMN & FIE £ TOEMRYIENIL 1~14 BRIT, @HEIT 5 BRETEIET S Z LREWN
(https://www.who.int/publications/i/item/modes-of-transmission-of-virus-causing-covid-19-implications-for-ipc-
precaution-recommendations (FF&FERH : 2021 44 A 6 BH) ) . F7=. JERDFIT D H1H HIEGLMEN
BHY . FIENDM G RV OGMEN N2 ERTHTFEEOFRE STWS Fiflae AL
JEYYIE COVID-19 29D T-51 & (55 42 i)  (https://www.mhlw.go.jp/content/000742297.pdf (Fcf&esB H -
2021 -4 H6H) ) .

AFLTIX, 2020 -5 H 7 HIZ SARS-CoV-2 {2 K D EYEDRNHE - IR THUA N A TH L L LT &
EULNEEI L U CRRENTZ, 72, T XA XY I3HAR OB RO THEATTEETH Y |
Z O, ERBLS TITEREE RIS U THFHEERES VLA TN D (il a e F 7 A L A EGYE
COVID-19 ZHD TR & (BB 42/ ) 2. TS DIRREIT> Th YR, EAEF K OBE L FIHm
LCW5b, £72. COVID-19 & DRERERITHAL N E 2> TORND, —EBORYE TIL T A VAR
b, RS, WREE, RN, BHESEOERMELET DS LI HEHHD (Open Forum Infect
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Dis. 2020;7:0faa507.doi:10.1093/ofid/0ofaa507) . A TREGLFEEL DM TIR Y | ERRAH RSO -H L
TWORMTHDHZ &, COVID-19 #FIET D &, BRI CDIRIFE R 2560052 L2 HE
% &, COVID-19 DIIETRLHIMMD TEETH 5,

(il o o A )V ABYEIAR D T 7 F 2 OEFEICOWT (5 3 4 2 A 9 ANBEEEEA S5 E
) | (https://www.cas.go.jp/jp/seisaku/ful/bunkakai/wakuchin_sesyu.pdf (&8 H : 202144 H 6 H) )
kb é, Hlan AV AEPYEDORIEL T L, ECESXEEEORAEL TEX LIRS L,
FERELTHMan T U A NV AEIYED EASEDIEZ XD Z LNV 7 F MO E STV D,
AFTIX, 2021 2 A 14 HIZ COVID-19 O FRix B & T HEGYE TV 7 F & LTaI 7 4/
H (77 A —#A&th) 23 TSARS-CoV-2 |2 X DIEGYED TBE | DORhHE « IR TERBINTVDHHOD
7, SARS-CoV-2 JEIL DI, Frigeh) CRull 72 YL R, R RIRATIC K 5 B K O RRE ~ D5
BORE S, WNTHFTHEDO U 7 F RIS MG R OREN S . EEMEEO U 7 F o ol 7 it
fan RO BTN D,

AENZDONT, MESIFAFRNT OFEF & COVID-19 OFIETFRHE AR S, [EN D8111C00002 FhER
TOFEMEAT & RIFRE O Mg AP o EFBS#ER S 2 &, BARANIX L THRFEED COVID-
19 OFRIE TR PBFTEH B0 (TR2 2) | BRI EMITHO VT HARD AR
EETLBRI RN EBZ b (TR3 M)  AFIEAEEL ORI DA ZWE R OV 20 BRI %)
RIFBRFETIEIAATHY (TR2 K 7R3 M) | ZBEKRITKHT 2 KK OGN HIEZEITH D
(BR2ZMH) L OO, AFIOFEFIZL Y COVID-19 OFIE TR HAFF T & ENOIRIEE O
ZoRND b0 LM END,

F72, AHNL 2~8CTHHARE T HHATHD Z L b, EAMICAATHER SN TV D FHitE1
TINT WY T F U O RETRIEGIE T T 7 F v OB & R ERERIF A ATRECTH 0 | s,
Bl X MR E ISR W TR REGSE T T 7 T 0 2B 2 DR IR ETH D, LN ->T, A
W< OV 7 FUoBREASY CHEENARE T, BREICEDBEREOABARB TE 5720, AFIX
COVID-19 OAT FIZHBWT Y 7 F oz N<RET L2 Z LIZHIRT 2 &2 6D,

UL EZREE 2 RIEIZHBWT, COVID-19 (23T 5TV 7 F e LT, RAlZERBESICRET 5
BREIIbODLDEEZD,

7R42  FeERER ISR D HEFRIC DN T

AR OBOEIRFEZITIE, BARRER CHAAN DI o Toffk 2 ZRIEUTE R A AT 5 NCHER I
L2 ENRESNDTD, BAEITLLT O & B 0 Rk R RN 2 B SO W TR 21T o 7,
TR421 HEBREZHT DA

RIS N TSR G & SO R R O s & U, By, 12 MR ac i, 8RR i
i, 2 BUBESRIE . @i E . BMI 30 kg/m?* OREY, 0 OEREAE T LI2REERZZIT ATV D
(https://www.cas.go.jp/jp/seisaku/ful/bunkakai/wakuchin_sesyu.pdf (Ff&fEREH : 202144 H 6 H) ) , H
L. ZNOOHMEREMOEREZAT 2FHIIKT 2ARFOERICHOWT, BLFO X S IZHBA L TY
Do

AN BN TEISEERG R L SN D EMIRB L OE Rz AT 581, AA 2 H5EHE LIZBROA LD
LEMEIZBET DR T — 2 1T E A EHELR TR, AFIO—FOEBRKRRBR T, X—ZXA7 1~
R EERE R B e OV . (BRI (BIIE R OV O DI E R B A S Te) | PRRERE R, 2 BUNE IR
KON BMIZ30 kg/m?) 20T 5FZMAANTEY, ZhbOERICEIT 2 HMEITEERER TR 5
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NI TR R L R%E T, ZatE7 a7 7 A VBB LTz (7.R2.2.1.1 HA T 7.R33.1 HSBH)
722U, BRRRBR CITEEOKREBE AT HWERE AR Lol MM, 1BMEPAZEMEITZE A, 180
BB E IS AR K 2 e R ARiE A A3 DB E S, EEOKREEZ AT HEMICKIT L%
T4y b VR0 T 7 A VTR I TN,

F iz, ARHN OB TIIBRIN ST E AR RIREOE TlL, —RIZT 7 F o TTRLrTRE e R O
R MOZEOHRBIZLZETDO Y A7 W@V, —J, BEORERELZATLHITBW TR, ER
NI RS T U7 F OB T D EBEZ LN, ERHEEOR G 22 -8 550,
RIENBEIEELZ R T 2HICHBNT, RERICEEDORNE LR CRERIEAAFERIC LV FRIN
DIENIRFTHY . KDL EVECOWVWTHELA TS T —XEIRENTWDL b0, BIED L Z
AERBNOLZEMNT 0 7 7 A VR RER E RRD VS 2T 2/ TUVRY,

TS DOF KK B L 7-BR ORI oW Tk RS IRGER I b 5 St & A HHIUEETT ),
723, COV002 B K OV COVO005 #EBR Tld, [EFEMICLE LT\ 5 HIV SR 255 L L, SR K&
OLZEMAZRFI L TR, ZOMEIIELNRERBTL2TETH D,

BHEIX, LR O L 5 ITHI LT,

RIS W TSRO R L SN D EMERELZ AT 58 IARAZHR LT & S OFER LA
PEIZOWT, AEIFFESNZEBRT — 2 Ry r— VG ENDERRBEN OB LN T — XX RS
NTn5 (TR2211HEK T TR331EHSM) . —H T, 2 b DOEMKESEIT COVID-19 EIE(LD U
A2 RA &SR Bl oo 7oA L 2 KYYE COVID-19 MO FF& (BB 42 /) ) . T b DR
BEAZHTHHETIEICOVID-19 DFRINEETHDL Z b, AFOLERTEWEEZZ NS, Hx
DEFEORBSUTIREEZEE 2, BT 587 4 v FRAKAOY 27 % ES Ll S HEa ok
Rl INL DO LBESND, LIcio T, BERTEHE OFH A SUIBILEMIE, BRI ORRARR
BRIZHT 2 HIV GHEE ISR D IEWREN D, EEREE L AT 2 NI 2 ARFIHEEFEIZ OV TRrz 72
ANELNEHAICIE, BN ERIgMt T o0 ERH D,

7RA4.22 EiE

HEEE T, ElE T 2 AFBRICHOWT, UTFO X5 ICHB LTV,

2021 4F 3 A 27 HERERC, AANX 70 HELLETERBEINTEY . TXTOET 65 bl Lo RS %
FZe 18 L EOFIZIH T D COVID-19 O FPhzis & L TRBINTWD, £2, WHO 2°H b 65 ik
YL EoE g 25 iz 18 Ll O AIZEIT D COVID-19 O TR 7= OREEN LS 2 BrY & LT
BB 220 T\ 5, Zeds. KETIE, 65 il bomind 2 Gt KHL (30,000 B2 L) DERK
RN FERET CTH Y | HERE D 23 %L B 65 ETH D,

7R223 HKEO TR332 HTHE L7z LBV | HFEMHT L OEN D8111C00002 3R DA & &K U
BT — 2 R OVSMEIREH% DL EMERE RO . AREE T BT L AEREIfFCE ., 24t
IZOWTHEEARETH 5, mlind X COVID-19 OFEJE(L Y R 7 BFFZHEWERMTH Y | BIfED COVID-
19 DBAFEICBWV T, AFNTEEH O COVID-19 fRE U 27 KT 5 & o Akl Lo B E+
FIECRETEDOEERX D,

BetgIL, LN X o L7,
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TR223 HIZBIT LMD LBY | AT IS b ANEITIRETE 5, £72. 7TR332 HHITKIS
LRFIO LB @E CORENT 0T 7 A VI OER & KX 2T, AEFZORIEEIL
<, FEmins & i L CRilnE TS LR DIEEMENNELRFERITRNWEEX D, £/, 65l LD
EinE 13 COVID-19 HAELD Y 27 A& St Ol = v F 7 A L ZEYYIE COVID-19 @23 D F51 & (5
42 00) ) . AIICEIT HEEHERGE THY . COVID-19 DTN EETH D Z b, KEIOLEN
EEWEEZI LD,

7.R.4.2.3 T M O FLb

BT s M OV L L XA D BRI RRBR CIIRF R BRI ST e, BRI RRER I 0 o O AEHR K QT2 35
B AEMEIZ oW T, TR33IHEICEH LB TH D,

1L, A & O b3 2 ARABEREIC OV T, BLFO L S IZFHB LT\ 5,

I ARNZ R L2 EOT — X FROENTWD D, T TR L T D AlEEO & 5 4otk
ZITRHA K OWR R O T B8R OB SN ERMEE R 2 SR SN DS AICOR ST H &) LiE
BEMLE 21T 0 . ARAIO LR EFBERBRICB W TREOREITRD DN TWARNI Enb (5.5 51) |
ﬂ%mﬁbfm%%ﬁﬁhwﬁﬁﬁﬁﬁ@@%k@é&%méhé%é_&@ﬁé_&17%&%150
Fo, BIRICAANEZHERE L2t EOTF =2 32 LA E 2, T PR EOA SRR O
DAERMEEZE L, RAOMKGE UIFIEZRFTT5 2 &) LEEMELEITH,

I, 7R3 TETORFOLEEFE X, HiFEOMBHE T/K LT,

7.R4.2.4 BURGE % 5 HURGIESE

HFEH T, UTFTO XL ICHHL TV,

DEAIRHT OFE R TIX, ANPERAT G BOS R 282 361 £ 2 [0l B #ffi% 15 A LR COVID-19
DFIEFIL, SDSD+LDSD #B/05EH TIEAKIRE 0/264 51, > FRHEE 3/284 1], SDSD 4y M CIIAKIRE
0/246 %, XHIREE 2/271 B CToH - 72y BEVEIZOWT, R—R T A UG SBE T - - 95E (R
FIRE 366 51, xHFREE 387 B) (IR SN D03, N—R T A RO MIFRRERI O LRI T, RIS D%
Brm 7740, WCHEFRERAEFEFRO T 07 7 A VR OBEIEEIZOWT, BRIIZEKRDH 5 21T
RBOBNRD 0T, o, X—ATA UOMIFBRIEIZ LV | REREE SHREEOM CEE A HEFL UL
EHTREAEFELOFKBEIGITON T, BRICEROH 2 RHEITRD bR o7,

DFEfEAT O E N (DCO2) DOFER. MGG IESEF OPERE 1L, HEFERT DR R TEW LV DR
PEGRIE 2 LTS, AR I AP ARG o Kig 2558 285580 bk (£ 51

NRERBPTY TE_T A T ¥ 3B Etk 45 éog



F 51 PFEARITIC

1T 5 SARS-CoV-2 IZ5t3 2 HAIHUAMM (2 = — NU A L 2% Wiz PRk s HriE)

(B R EfRRT X G4 [, DCO2)
N— R 7 SDSD+LDSD SDSD
FEVELNI ) REHA AHIE < HRRE AHIE
RN N 2122 1569 1746
s /Ny 801/2079 684/1536 652/1706
2 gﬁf‘ﬁ GMT 60.081 20.817 61.266
b {1 95%CI] [54.91, 65.74] [20.25,21.39] [55.46, 67.68]
= ey /Ny 834/2079 683/1536 676/1706
2 @iﬁ;@ﬁ GMT 180.881 21.721 174.773
[ {1 95%CI] [167.07, 195.83] [20.93, 22.55] [159.73,191.23]
e /Ny 26/43 25/33 25/40
2 Ezgﬁffﬁ GMT 1484.921 122.801 1473.330
bt L1 95%CI] [959.00, 2299.27] [72.66, 207.54] [934.07, 2323.93]
7 — /Ny 26/43 21/33 25/40
gl GMT 1004.487 124.464 1026.915
[TE 181 95%CI] [648.43,1556.05] [69.87,221.73] [652.15, 1617.04]

N=%Y7 7 V—7DOH%, n=Flif%k

SARS-CoV-2 EYLEIG S EF- LTS 2 & R OMIEEFMA CTrm Y XA 7 M (ERMEFEH K OH R
EHSE) O 16%H 75 SARS-CoV-2 (ZXxT HIMIESUSHMETH D Z LITMA, ZOFISITRBULR D 7 F
VERNERINDECTERLFTDLETREINDGZ EEBETDHLE (JAMA 2020; 9: 893-5) | BEIC
SARS-CoV-2 |Zx7 % m W HUil 4 A3 2 R H 123 T b ARFIEAEIZ K 2 5 BUS O FFE DS I HE
HDHZEIFEERFIALTH D,

7RE. ARFND 2 FHEREIC L D RIEFEEOHRI R EINTND Z D, FEMITORIG & 72572 43K
BRIZFBW TR, FIEHEEREZ I SARS-CoV-2 JEULA T A L A FHIZERD HALTZHERF 1IC W T h, 2 [BIH
BEREIC X B S F RIS ERIS 2 R T 2 7200 2 BIH B ORI G B R4 L dr o 7z, KRBROBLET
X, WEBRE S 2 [B B BEREORIIC COVID-19 % 34E L 72354 X T BHEfEME T SARS-CoV-2 &Y DM Tk
HETHHLEETH-oTH, —EOHH 2R LT, ZO#BREILE Y Y ToONIRRIED 2 [0 B %
2T B ENFREE ENT, PFERITICBNT, R—=RA T A U TMIERISEETH D | 7 A VAT
il £ 7z COVID-19 OBITIRBRIED 2 [Al B 2 52 1T 7o R E O BE, 2D 1%AR%0 (KRFEE
89/11,319 i, xtFREE 102/11,291 f5]) TH VY, £D 955 2 Al H B LIFEIZ SARS-CoV-2 D&Y 58
SITRERNT N2 Do 72,

BRI, X=X T A OGO HERE LI BV \Tﬁﬁ‘fiﬂ%ﬁﬁ{ﬁ%‘ﬁl &g LTt Lo
FREBO DN TN & ROVEBIIAR N S 2 BRI IR R MG R 2 iRt 3 2 A 13852
I TIEZRNZ &b, %mém%%:E.Bffﬁ{ﬂﬁ'ﬁﬁ;&%@ﬂ%#E[&%%Té%% TR EBZ D,

7.R4.2.5 /PR

RHFEDRGRT — 2 /% r — VI N & kb5 & Uz R ARG X5 STy, ZhvE To
ST O/NEASOARFIBERLIRINZ DN T, BHFEEIILLTO L S IZHHA LTV,

AHFNE, WTNOETH/NEEISOAGRITESG L TR b3, MANLEIRTE% I T /NS S
AATHD, LnLRR5, AMLEIRTER T 18 mAim D/ Lkb\fﬁ?ﬁ&%(‘: L CTHEFLN 534
FRESNTEY ., ZADLITESMEN TH D LE 2 b, MiEF SN ERBIBRISE, RATHRESHL

ZbDE—BL TN, SHUERESNIZREIRISITER 2 DB Tholz,

e g VSR S

7Y THE_T A LT
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F 52 WARERFERIC I8 BRRBONMNRIZENT SHUEBREENBIRE (PT)
(AR : 202141 8 1 B~202142 A 28 A)

SOC PT (MedDRA/J Ver.23.1) 13 HEHIK
BBEE _REEETE 5 5
TH# 16 8
Bz 27 16
IEH 9 5
—f - EFEERIUCRERE | EEREWVER 6 3
DIKKE BER 48 32
B 29 15
KB 6 4
A VTN PR B 10 6
B 9 3
EE 12 6
R 59 24
BYER X OFE B AVINZHF 5 2
HERZRIUESARES BEhTE 13 7
ARk 16 11
1o)ii3 10 3
R RREE ZEMED 13 8
(130 67 5
SR 7 3
RER 10 5
FERER, BERE L UMERES 0k 6 1
IR PR 8 3
ERE XU TARES BITIE 10 4
mEREE KAk 5 3

B o — LT 0~ 18 /MR E xR 20 & | A icB~ o AhE BT A L 2 BB
LTHREED TRY ., FRBVTHRATORE - RESEEREAFO/NRBRIC OV TR
BT 2 TETHSD, 2B, A7 AT+— FREE, 6~18 BO/NREHBICAR 2 Lo
Btk L RIS E R I T B BRARREBMAL TV 5,

B, AT X 5 ITHB L=,

AFRIZIT B SARS-CoV-2 D/NETORYGARIUITHNWT, BA/NRRIZELS R OB A)IGHESIC L3
&, COVID-19 iTEEBHIBREE T, Z< OB RIIERELBEL L2V HLOTHY, 2021 £2 A 23 BEA
T, ERIZBWT 10 mERBEO/NERITR 1 BA 10 BARD/NRIZH 2 F AL COVID-19 IZBALTW3
METCHOW|EIZ RN L, RUSPEARBRLERELLIZMNELRD LN LDONTRHEIBEIZ L > T
EELEZEBREINTND (R aa Tt U A NV RARREO/NREEFIZOWT] BANERS2S,
B &) B354, http://www jpeds.or.jp/modules/guidelines/index.php?content_id=129 (B#FER B : 2021 4
4A6H)) . BERAMO/NRCAREZER LZL ZOFDRUOLSEICETBRRBREEIIAS
NTELT, BRATIIHERNICAROBEBLHRT IR TRV EELSD, —FT, LEoLB
DOBBBOEEILTHPELRDLNDZ b, MREHRE LEBRABREER L. /NI
DEADOADERVEREEIC OV TRETAZLIZBEETHD LELS,

TRA426 BEIZAFRZELTT /) VANARY Z—8F (VIrFr, BEFHRERELE) 2FHL
&
O AFH| 2 B BEREROHT ChAdOx] X7 ¥ —5E 3 SARS-CoV-2 HiRIZX T 3 0EIc RITTERIC-
W<
&I, ATk 5 ICERBA LT,
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COV001 FRERICIBWNT, ARAIZ 4 BRI OBEFERME T 2 IR S - g (10 #1) O$FT ChAdOx1
A7 —hinfusi o gefE [ERFE] (X, PIEHEREER 28 A H T 506 [321,1246] | 2 [BIH #f#E#% 28 H H
T 432 [181,622] TH V| 2 [0 HEEFEL 2P ChAdOx1 X7 X — HHFIHUAM O BEINEERD H - 72,
F7-. 2 B EAER% 28 H H D%t ChAdOx1 ~ 27 Z —HFnguifii & 51 S # o /37 HHRMm XX S # 37
ERr A T MRS Z OFEBAVE 2 fiftir U7 b . 2 [0l B #8884 0 SARS-CoV-2 Hulill k4 2 S S & 13 ht
ChAdOXx1 X7 X —fBIZ L DB T E A EZ TN EARB I T, B, 4%, DFEMIT Ok
JEPEAREAT R AL M B T HHT ChAdOX] X7 & —HFFIFLR D S5 2T 5 5 TH 5,

Q@ WEIIARAILSNDOT T ) TANANy Z—8IF (U7 F o BioHianENRLE) 28 LEHEIC

AF 2 Bl U 7o 356 DA INE R V22 MEIZ DT

HEEE 1T, LT X 5 IZEA L7,

ARRNOERRT — 2 3y r —VICEENTRAERD 5 5 COV002 BRI DERRRER Tl @EICT T/
?4»x&7&~97?/@ﬁﬁéﬁTk_k#%éw%%%%%b\ﬁémﬁ_kwfﬁui_
ChAdOx1 X7 Z —U 7 F U L= Z & Db HEEOHRE (COV002 FERD 11 #) 1Fs L7z, L
TN o T, PRI OARE B 1%, BEICMD ChAdOXl X7 X —U 7 F o XD T T ) 7 A L AN
7&—@%%%@Lt:&ﬁ%é%%ﬁ’K%%%@LtEAwﬁ@é&0£éﬁiT%f%6

—J7, COV002 #RER TIX IZAFKILIAL D ChAdOX] X7 X —T 7 F L 2 HRE LT 2 & b D s

IR LTz a2k — kuw@% E#é LT XD SARS-CoV-2 HFUFIZ x4 % S I Z~DHt ChAdOx1
N B =GN RIAET BT L TV D, 11 BEOHEERE K N EIZ ChAdOx1 X7 2 —U 7 F o D
FREED 720N 18~55 Ik DHERFE 61T D AFIWE AL 28 HHOHL S # /37 Bkl (GMT [95%
CIl ) 1&. TNZh 132.1 [54.55,319.9] KTr214.10 [156.26, 293.36] TH V. 11 FEOHEHRE OHL S ¥
VRTEHUR R DT NAR D o T, LN LN D 4 B OBERERI G CAK 2 (8] H BEFE% 28 H H OHL S
L7 EURM (GMT [95%CI] ) (%, £ E4 679.5 [399.4,1156] K& TF627.88 [475.82,828.53] T
Y HERE ORI THEHELL Tz,

PLbEDZ et AFI%E 2 BT 255, BEfFOHL ChAdOx] 7 ¥ — Il L5 BT E AL

RN EDPIRES LI, LTe o T, mEICAAILSNO ChAdOxl N7 2 —T 7 F o a4 LTc 2
DB DHE~DRAMERLIIATREE B X D,

HREIX, LR X 9 IHIT LT,

HEEHE ORI ., o ERRAT R 585 12 38U T SARS-CoV-2 (2%~ 2 FRFnL iR Al 23 2 [a] H B
BIZHWIML TT—2AZ =R RRBOON TS Z L b EZ DL (TR22122M) | 2 [ HEEME®Z D S
BRI DRI E ~DHT ChAdOx1 7 X — 5 N i?%@i@ﬁ%f%ék%iéot
72U, $t ChAdOx1 7 ¥ — i WARFIOFME, S FE K OV I KAFE T BB 5 IR
%mé;&\ik\@fLﬁﬁu%®?7/?4»%«7&~%ﬁ%@%bk%Lﬂiéﬁmwﬁﬁﬁ
BRIXIZE A RN L2 E 2 5 & REGERICH I SRS IERINE L, =R EANHG N5 E
IR, BINOEEME OBER 2 a2 %, WIS T 2 ERH D,

7.R.5 ZhHEE « IOV T

HEEREDZNEE « 23 1%.  TSARS-CoV-2 12 X B BYYED T & STz,
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B IX, DFGMNT OFE . ARFID COVID-19 (27 2 3IE TRAZNE 2R S, EAN D8111C00002 35k

OFER DFEARHT & RFLE O Mg PO EA SR SN2 &b BARANCK L THREEED
COVID-19 OFJE TR RITMHTE D Ll L (TR2 M) | LREMEIC OV TARENIZR ATHe & HIlr

L7 (TR3IZM) . Lo T, [HAlanF AR (SARS-CoV-2) U7 F v OFIZET 5% %
771 OFCH, KGR D SARS-CoV-2 U 7 F o B OMLDEYLIE 85T 7 T O%hig - R EE M E 2 5 & |
AHNDOBHHE « ZhFIL. HFERFOZIHRE - 2D LBV . [SARS-CoV-2 1T L BIBYHUED FI5) L#%ET 52
& DY) & L7z,

7R.6 VL - HEICONT

FEERFO L - AR, [Ew. BRAICIE. 0.5mL % 4~12 #F O M2 BT 2 [EFh A NI BT
b, | LTz,

BEREIE, LT OB ORER, AFIOHEROCHET 118 0.5mL % 4~12 HFEORMEZ 33T 2 [
WNICEERET 5, | L322 &Ml Lz, £, HEAKOCHEICEET ZERICEN T, TR
FNZOWTHRRDODIREFGLHT-OICIT 8L LOMBA BN TR T 2 Z ENEE LY, | &R
T 5 &) &I LT,

AAND L« HEIZOW T, H M C Ogim & OBUE FH H o K [E D8110C00001 7R 0 8 ik S
HIEEE 2 T, AR L7z,

7.R.6.1  FHEKLOBERERIEIZ SV T

ARHNO B OBEREEE O EIZOW T, BHFEE I TO L3 ICHAL T 5D,

AR ORI TIL, B2 BN FE23BLT 5 ChAdOxl X7 ¥ —U 7 F o KOO OT 7
J A IVANRY Z— (ChAd63 X7 X —5) U7 F L OIEERBRICBIT LT O X ) ek RicE ST
Mk HEZRIRLT-,

o BEN—Xau) A LA THD MERS-CoV DFEER AL 7 2 37 B %3814 %5 ChAdOx1
I B—=U 7 F AT E THFABTIE, 3 HE (5X10°vp, 2.5X10" vp KT 5X 100 vp) DFFAfh
MERISIL, WTHOMETY | [EHEREEOIEMEIIRFTHY | T X TOHEMRE T 1gG KL ITH
SR XA, PEREALK 28 HICAEMEIZE L= (Lancet Infect Dis 2020; 20: 816-26) . 5X10%vp DHET
EFRFHURREEIN L7z, KV IRHAE TIERN—Z T 4 U026 O b2 INEER O iz o Tz,

« [FU7Z7y b7t —b8i a2 AW RR 58 NNEET 28T 5 ChAdOxl N7 X —U 7 F N2k
BT =25, 5X100vp OFBEOGEFRIENEWZ &R E 72 (PloS One 2012: 7: 40385,
Vaccine 2009; 27: 3501-4 %)

o BEREREKICOWT, PIRHEREGICREY 7 F oA BIERE TS LICK VT T ) UA VAR H—
Wk T DB EE DT LTS LTV % (Zabdeno: EPAR-Public assessment report.
EMA/323670/2020. 28 May 2020.1) 23, 77 J UA VA S AR W R T U7 F AL ARFED 7
Fod 2 BIEEETE ., MM R ONVEPE R RGO M 7 25858 S v, 2 [IBEfE% o S SR HT A A3
1 [EIBEfERE D) 9 /%12 E5F- L7~ (Lancet Glob Health 2017; 5: €324-34)

2, PFARATICE Tz 4 BBRIZ DWW TiE, Z8173° % COV001 38k 3 BEICRB W TR D 2 [[]

HOPM% (4 EMME) (20 RMEORFRNGRD Hiviz7=% (Nat Med 2021; 27: 279-88, Lancet 2020;
396:466-78) . K7 v /T AERE L C2EBEMZITY 2 LEBNRE SN,
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M RIR Lt D EEZ D,
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AT EIORD, HEHIILLTO X D ICREZE LT,
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] H R OREVER) 70 IR 2 4 B LFE LW B X Tz, ZD72%H, COV002
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K OVEN D8111C00002 FRBR 235 1) D HEFERE = & O [E R % o0 $2 [ b 0O 81 e %
FRBR TR SEME S E I HLE S BefERE (SDSD+LDSD A H R 5L DEEENT O T X R 3K
To ARG (FrASHEp) PSRN R G HE [ D I (&#D (SDSD+LDSD A %) A
*IHRREES ) Mt SRHER)
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EWN 43 (2 H) ERaNE 256 14l
D8111C00002
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FEFRIRR OO _ERRIZ DU TIE 4~12 TR OFEFERIFE C 2 8] H HEFE 21T > 725568 O ARAID VE Ofif 51
KON 12 HEE 2 A HMEMRICET H2ERDPIBEOLNTWDZ EommAs FICHEE LT 12 HEEHREL
776

GFERNT D B FMEOENT T 2 R RIfENT (DCO1) OfESR 5, 2 [EHfE (SDSD XX LDSD)
BT _R— AT A CREOIMIESOSEMERNC IS T 2 2 [ B BfE% 15 B BLAREO VE [l 95.84% CI]
1% 70.42% [54.84,80.6] TV . KA COVID-19 (%95 FRIZ R MR Sz, £7-. SD % 2 Al
fi L7- (SDSD) #¢8r+# %M K& O SDSD+LDSD IfiLif KSR 20 ITT fEAT R RER O Wiz is T
HIAERD VE (21 EH, 62.10%4% T 69.13%) DR SILTND Z Enb b, ARIFNTORERNEAT Hh
TWo, E6IT, SDSD HLik SIS EMEA N HEMEHT R RAER 456t 52 & 3~ 2 Hefifiibg 4~12 WHH O T
VE [i#{il] 95% CI] 1% 60.86% [36.61,75.84] & —E LI=fRENELN TS,

72%5, SDSD+ LDSD i SRR MEA IMEMHT SRR (DCO1) 1Z361) % VE ISk % HEFEHIRRE D 52
A VRRONRNT LT-FE RO . BEFERIRS 12 B2 B X 72356, #E S5 VE OBEENME T 5
T EDRE S NI, MEEMEAT CIL, SERERINE 30 B0 100 HE T 1 H Z & T, & BTk L CHERERIE
NZD P LETHS TR EERG L LTT— A N v 7B K D EIEAE T 2 1,000 [B] 3
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54 IRBRIEWIEIBERET 22 H L 2 Bl B #5FE £ TO COVID-19 i EHIZHE-S< VE
(WIIE] SD M B i BT A O PR AT KT 5 4EF . DCO2)

AFEE kf REE

151155 9335 9312

A2 M (%) 32 (0.34) 82 (0.88)
VE [i#if1|95%CI1] *! 60.99 [41.37,74.05]

*1 o REBRE . BERERE, R U —= U JEEOMER (18~55m%, 56~69i%, 70l L) KL L, BEEIMOMEE L 7y FE
¥l LE=RT Y EIRET L

Loz s, 20 BIZ4~12 BRE CEREAREE Z 21,

RS, DLF O X 512 b L=,

AFNOBRAFIZIBNTIZ, N7 2y 7 ORI T T, EROBKRRERZ FRIOET IS, ok
(ZHEDEARFNONE - HE% 5 CREGHESFERFAE S 2 L2z, fAIORAECmIRIZLE S il
BR2NG . FERENC, DFERRITIZ B W CTRBIO AN E DR R L 7o o T E 1) % BEfE MR I X ARKIRE
T3~28 H LIEFITMRIAWN S D L 7p 0Tz, Fo, HREEMROA Y 7 A7 4+ — FRFX, AA| 2 B R
DM E L THY 4 BEZBE L TWeb DD, FEMIT Tl AAlZ 4 BUL EoOBFEM R CHRE L
T BB RN OIER ARV VE DS LR 2RI RIB SN T D, Ak ThHhiE, kv KkilEksh
T AR IR CARAN DA RNEZ REET 272D OB A GHH, FT XEThHo7meBERXLbDD, T
L7 FCORFIZHES LR X5 ehllRElE 2 5 & IFEMTICE e —EO KRR O EhEIC
BRLC EROFEER -T2 Z L1300 a B nbD LB XD,

DFARNTICI W CIE, BEED K 5 I2kk % 7o BRI b CAK 2 5 S NI E DIFEL TV D H DD,
ARHIFEDK) 82% DR 1TV T 4~ 12 HOHEFFR CHEE I TS (K4) . b2, A0 E
BUAT 65 & S 4172 SDSD+LDSD IL{F St Rt A ZhPEARHT e AR HINT N 2. C, #EfifbE 4~8 WA T 9
~12 HOWTHOWIENICBNTHEABIOFIEIRE S LTINS Z &(nuzz@%%)\lm
DMH@%M%%@HKA%%% BWTH 4 HOBERERIR CAMZ BT 5 Z LIk v, JFEaMHTo
EFRMIR Y 4~8 T O] & RIFEE O PR GF 6 Tngd Z & kam3@%%> NIAONA
ﬁ%%4~uL@@@ﬁ%f@ﬁéhk%%%ﬁl BT D LM BRI OWTERERN & bk
LTRERBRITRD LN TRV & (TRIIIQHSR) ZikE x5 &, B EIRE 128 &
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PEREFIRR O T 2 MOBMEEITO ZENEETHDL B2 D,

723, EP D8111C00002 #ER TR & ALz FAIHUAMmI L OF & ARt D HEFE R MR 4~8 1 D FR /LR D
FpLifli & [FFREE CThH - 7= —FH T, PREfITIcB VT, Wﬁ%@ﬁ%fi%5%®®ﬁﬁﬁ%%@VE
D5 EE AT IZ I THEREFIBR D IE AT LRV VE 28 ERT B HAA RS ST\ 5 2 & PFfiisfh
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D8111C00002 38k T 18 mklh [, #FEF COVO001 7R T 18~55 7%, COV002 7B T 18 kLA £, COV003 3

90

ARACT Y THET A b ARG NIV A



BRC 18 I Ll L& TN COV005 FRABR T 18~65 i TH o 72, 55~65 DAL 65 i LA Lo & oy
FHIIROND OO, 7R223H, TR332HL N TRA22 HIZE T H2MFNEEZE X2 & KAl
DOPEFEXGAEENT 18 A EE T Z MY & & 2 5,

PLbEX 0 ARENOREROHEICBE#ET 2 EEICRW T, #ERlxgE & LT IRFIoBEMIL 18 5Lk
DFIATH, | LT s &l EEx 5%,

7R.7  ELERGER ORETFEHIZOWT

HEEE I, AR ORLERGEZAEIC OV T, LFOX I ICHHL TV 5,

KENOEM]T — 2 &Gt ARANDLZEVEZ DWW T, BERGEAGRRE £ TIC/ L2 RIZIRERN ThH
LD EENS (TR3 M) | RAIOKRKER 12 VA% E COREMERFT 22BN E Lio—i%
ARG A 2 E T2 TETH L, MEMNRIE. THan U7 F o o5 BGHH O =R
(mR— i) J  (BFn 2 BEEAEITEHER A F LM e Bl - ﬁ@mmE&W%%%@
BORHEMERFZE 36, A T EBIEL : BRFFER ORISR L 705 U 7 F 1220 T4 10,000~20,000 ) |
I D8RR D 5 b, RAIDOEAEEERE 12 7 Atk £ TOBBEAE~OSINIC i#éﬁmf@%@@
FEL, Yavl - TF747F%— RENMEEOMREFNIE, KONT 7 F o B O MR g5 B
5 (VAERD) Z&TeD 7 F U BRI O AR (VAED) 2 ZaMMatFmEes L TRET 5, B
%, ARFIORMEER 28 A2 (1732 adh— NEEOBIEMIMKE T H) OB H DO 12 1 A
% (11 AW LTHTETHD,

FTo, AR OBEAKRR CHo R 2 2MEERAE LI TWRY, SileE 23 ® COVID-19 D FEEk U A
TN EEZONDEBEBEZAT HE (TR33.1 LN TRA42.15M) Ex5IC, AFIBERE DL 4
PEZ2 IR 2 FrE T A (BLEIM - ARIPIEIERE R (1 A H) 2 OIREEME% 28 HET) &3
T 5 TETHD, HETEFEIZONTIE, R ERD COVID-19 DEIEMY R 7 BEmNEB X B
HESOHERBFNIREIND Z LD, FEhiRerEOBLE b E 2T 1,000 # (22T GG
ELTQ) ERREL, HEMEED I DL, HIELY A7 BRFICEWEEZ LN EERE (TR422 BIR)
T —EREMAAND TETH D,

FREOREIC BT DREFHIIN 2, AAIEFRZIZEN D8111C00002 7R 2> 58 0 B 2 T FhE 3 2 RrEIR
Feik B IREER, WTNZ COVO001 &R, COVO002 &k, COV003 7R, COVO005 7k & U D8110C00001 &
BRD7 v —7 v T HEDERGEE X TARADOEMMORZEME LT 5 TETH D,

Fio, RENOEEMERZE LLEREOMRER D20, BINO Y 27 F/MEIEBI & LT, RAIOFIK
ISR B —EHIR IR L. EREFEEICRET 5T ETH S,

%%i,$§%@%’m@éAm@%ﬁé&U@%mmf4A/F#MW%MTW6 &En (7T.R3.3
ZH) | UEFRICOWVWTHLEEMERFTFELE L CGRE L, BERTEAEICB W CRIUR I E il d
é%%#%é&%zé F 72, BEAFED SARS-CoV-2 U 7 F 2 OEFEDERIRILIZ L - T, AF|OPERE
KBITEDY 5 5720, HEBRER R TORR OB G A Ml L 1T, RENRIE % A E il o FEH
WZOWTITHE ARG T 2 0ER S D EEX D,

REMR T ORRETFHIZOW T, FM R OHER b E 2 TRAEIITHET L2,

8. WNFATIEFNRITIEED < BIR TR X AW E O —HE RIS 2 HEA~OXG
BUE, FEPTHY . ZORRKOBEEDOHEIIRE (2) THRET D,

91

AT YTIET A TR YRR BRI



9. FEREIC X DKGBHIEEE ICIAT & ERHOAR 2 38 B PR A R S OBERS O 7
9.1 i AP T R ARG AT D BEAR OOk
HE, AR THY . TOMRELOEEOHWHIHE 2) THET D,

9.2 GCP SEHIFRARE R kT 2Bk o7
BE, AEFEF CTHY . ZORELOHEOHEHI®ME 2) THET D,

10. FrplARICR 2 8E (1) 1ERRRFIZI T DA T

fE éﬂf:iéfﬂz» 5. Adh H O SARS-CoV-2 |2 L DBYED TS 2 HEI RSN, Db
To_RT7 4w MBS E R D L ZAMITFIR R E B X 5, EEEFHO COVID-19 DTz LT 5D
7 T ORGERPAE AR D LN T BBURIZEB W T ARG B 2 ERBIGICIRIT 2BRIISH B2 D,
Fio, . G- HE, IRMNSCEICR T 2 EEREONE, RIEIRFEHR O FHEEIC OV T,
SEHICHRNNELEZ D,

HE#E COMRMNEE E X TRICIER 2V EHIBTE 2581213, RMBZAR L TELE X 20
LEZ 5,

NRERBTY TE_T A T ¥ 3B Atk 45 éig



	⑬参考資料１－８ 浜口班の議論における参考資料（令和３年12月６日開催）（令和３年度第６回安全技術調査会参考資料１－３）.pdf
	⑥ECDCの見解：Suspected-adverse-reactions-to-COVID-19-vaccination-and-safety-of-SoHO.pdf
	Key facts
	Scope of the document
	Target institutions

	Background
	Suspected adverse reactions to COVID-19 vaccines
	Thrombotic and thromboembolic events after vaccination

	COVID-19 vaccination and the donation of substances of human origin
	Current recommendations
	Suspected adverse reactions to COVID-19 vaccines and SoHO donations
	Donation of whole blood and plasma
	Organs and tissues from deceased donors

	Conclusion
	Consulted experts
	Disclaimer

	References



