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Notice for Isolation Treatment and Right to Petition for Habeas

Corpus Relief (Mpox)

Vi A F iR/ R ke

Name Citizen ID No. /Passport No

Whes B - Mgk

TEL Address
A&t B4
Dear Mr. / Ms. , :
1648 B G0 S5 W SR 00/ TR B MUE (Mpox) » B4R 1R B H b A 844k B
wika_ # A_ARE % A AL [0 BV i AR

BXTads Rk LHTrRERE ‘
As you are suspected of having Mpox after a doctor’s assessment, to protect the health

and safety of your friends, family members and the public, please undergo isolation in

the hospital/institution for treatment during the period from /
(YYYY/MM/DD) to /] (YYYY/MM/DD), and comply with rules of
isolation as below.

- BRI AR FREW IR THL LR T %&Pﬁ'ﬁ

= ERMRMESRIETE IR TRRER SR, B 44 {l % 45 ERFESR
67 kI EW 6% %308 T REHE o

=- ﬁatzhi@%nﬁuﬁﬂa BN A BB R EZRABA 30 BN RIFFEE S 58 15
# 1SR 4 BYRRR T R AT BUR 5 B v SRR A R A B 42 Ae SRR o

. Please stay in either the isolation room or individual room for treatment as
instructed. Do not leave the room arbitrarily.

2. Those who flout the isolation regulations will violate Articles 44, 45 and 67 of
the Communicable Disease Control Act, and be fined ranging from NT$60,000
to NT$300,000.

3. Ifyyou disagree with this notice, please prepare an administrative appeal pleading
and file the administrative appeal to the agency which the administrative action
was made to transfer to the agency with jurisdiction of administrative appeal
within 30 days from the next day of the receipt of this notice in accordance with
the provisions of Paragraph 1, Article 58 of the Administrative Appeal Act.4.
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To protect your rights and interests, we hereby inform you of the following
(please complete the Proof of Receipt, Annex 1) |
— BRI AR AR BRE R IRE I R ERE
= 75?4#15 TR B RV 0 AT A BRI G AT A TG R b
B ZERMIG R B FROTBUR IR IR R RS R Z R E 5 M(T)
B ERERITE o BEMNET  FRECRATAHUGRIEGFZLE -
Zo i HAETRE AR MR A 0 TR A B R -

1. You have the right to petition to the local court for relief in accordance with the
Habeas Corpus Act.

2. Whether you have submitted an appeal or a petition or not, the responsible
person will evaluate if you require isolation treatment at any time. If isolation
treatment is not required, the isolation order will be lifted by the local health
authority. The local health authority will assess whether you need to be isolated
for treatment every 30 days at the latest.

3. If you have any questions about “R1ght to Petition f01 Habeas Corpus Relief”,
please contact the local health authority. '

R B

i 4 F B I 4% Bl Agency
Competent authority stamp
Wk F B L EFR] F A B i 2
Time of notice: ; , (yyyy) (mm) (dd)
Mpox {8 % Ml R lb & ARFEHA Lok EER 4 1
Proof of Receipt of Notice for Isolation Treatment and Right to Petition for
Habeas Corpus Relief (Mpox) Annex
E N et F A 2 ey o
WA B(TEJE Mpox BEMmEEHEELE B TRAARAA

Z M ARH HAVRR B FRE T EREFRE -

I have received the “Notice of Isolation Treatment and Right to Petition for Habeas
Corpus Relief” on /| (YYYY/MM/DD) and also understood that my
relatives, friends and T have the right to petition the district COUlt for trial in
accordance with the Habeas Corpus Act.
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
JYNNEOS safely and effectively. See full prescribing information
for JYNNEOS.

JYNNEOS (Smallpox and Monkeypox Vaccine, Live, Non-
replicating) suspension for subcutaneous injection
Initial U.S. Approval: 2019

--------------------------- RECENT MAJOR CHANGES v--r-ere e
Dosage and Administration (2.2) 03/2023
Warnings and Precautions (5.2) 0X72023

INDICATIONS AND USAGE «ncremsmemmmmeemcmnn
JYNNEQS is a vaccine indicated for prevention of smalipox and
monkeypox disease in adults 18 years of age and older determined to
be at high risk for smallpox or monkeypox infection. (1) N

------------------------ DOSAGE AND ADMINISTRATION-=seserememmmmem.
For subcutaneous injection only.
Administer two doses (0.6 mL each) 4 weeks apart. (2.1, 2.2)

--------------------- DOSAGE FORMS AND STRENGTHS -serremsmmemememmnn..
Suspension for injection. Each dose (0.5 mL) is supplied in a single-
dose vial, (3)

==l

ADVERSE REACTIONS

* Insmallpox vaccine-najve healthy aduits, the most
common (> 10%) solicited injection site reactions were pain
(84.9%), redness (60.8%), swelling (61.6%), induration (45.4%),
and itching (43.1%); the most common solicited systemic adverse
reactions were muscle pain (42.8%), headache (34.8%), fatigue
(30.4%), nausea (17.3%) and chills (10.4%). (6.1)

¢ Inhealthy adults previously vaccinated with a smallpox vaccine,
the most common (> 10%) solicited injection site reactions were
redness (80.9%), pain (79.5%), induration (70.4%),
swelling (67.2%), and itching (32.0%); the most common solicited
systemic adverse reactions were fatigue (33.5%),
headache (27.6%), and muscle pain (21.5%). (6.1)

°  The frequencies of solicited local and systemic adverse reactions
among adults with HIV-infection and adults with atopic dermatitis
were generally similar to those observed in healthy adults. (6.1)

To report SUSPECTED ADVERSE REACTIONS, contact Bavarian
Nordic at toll-free phone 1-800-675-9596 or VAERS at 1-800-822-
7967 or www.vaers.hhs.gov.

SRR e P ATIEN T O UNSEEING INE ORMATION

Revised: 0X/2023

FULL PRESCRIBING INFORMATION: CONTENTS*
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FULL PRESCRIBING INFORMATION

1 INDICATIONS AND USAGE

JYNNEOS is a vaccine indicated for prevention of smallpox and monkeypox disease in adults
18 years of age and older determined to be at high risk for smallpox or monkeypox infection.

2 DOSAGE AND ADMINISTRATION

For subcutaneous injection only.

2.1 Dose and Schedule

Administer two doses (0.5 mL each) of JYNNEOS 4 weeks apart.

2.2 Preparation and Administration

Allow the vaccine to thaw and reach room temperature before use.

Once thawed, the vaccine may be kept at +2°C to +8°C (+36°F to +46°F) for 4 weeks.
Do not refreeze.

When thawed, JYNNEOS is a milky, light yellow to pale white colored suspension.
Parenteral drug products should be inspected visually for particulate matter and discoloration prior to
administration, whenever solution and container permit.

If either of these conditions exists, the vaccine should not be administered.

Swirl the vial gently before use for at least 30 seconds.
Withdraw a dose of 0.5 mL into a sterile syringe for injection.

Administer JYNNEOS by subcutaneous injection, preferably into the upper arm.

3 DOSAGE FORMS AND STRENGTHS

JYNNEOS is a suspension for injection. Each dose (0.5mL) is supplied ina single-dose vial.
5 WARNINGS AND PRECAUTIONS

5.1 Severe Allergic Reactions

Appropriate medical treatment must be available to manage possible anaphylactic reactions following
administration of JYNNEOS.
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5.2 Syncope

Syncope (fainting) has been reported following vaccination with JYNNEOS. Procedures should be in
place to avoid injury from fainting.

5.3 Altered Immunocompetence

Immunocompromised persons, including those receiving immunosuppressive therapy, may have a
diminished immune response to JYNNEOQOS. _ :

5.4 Limitations of Vaccine Effectiveness

Vaccination with JYNNEOS May not protect all recipients.

6 ADVERSE REACTIONS

6.1 Clinical Trials Experience

in the clinical trials of a vaccine cannot be directly compared with rates in the clinical trials

Because clinical trials are conducted under widely varying conditions, adverse reaction rates -
observed
of another vaccine, and may not reflect the rates observed in practice. There is the possibility that

" broad use of JYNNEOS couid reveal adverse reactions not observed in clinical trials.

The overall clinical trial program included 22 studies and a total of 7,859 individuals
18 through 80 years of age who received at least 1 dose of JYNNEOS (7,093 smallpox vaccine-najve

and 766 smallpox vaccine-experienced individuals).

Solicited Adverse Reactions

Solicited Adverse Reactions in Smallpox Vaccine-Naijve Individuals:

The safety of JYNNEOS in smallpox vaccine-naive individuals was evaluated in Study 1[1], a
randomized, double-blind, placebo-controlled study conducted in the US in which vaccinia-najve
adults ages 18 to 40 years received either two doses of JYNNEOS (N=3003), or two injections of

_ Tris-Buffered Saline (placebo, N=1002) four weeks apart.

In the total study population, the mean age was 28 years; 47.9% of the subjects were men: 77.4%

- were white/Cauoasian, 17.8% black/African American, 1.9% Asian, 0.5% American Indian/Alaska

Native, 0.4% Native Hawaiian/Other Pacific, 1.9% other racia| groups; and 11.4% of subjects were of
Hispanic/Latino ethnicity. The demographic compositions of JYNNEOS and placebo groups were

similar.
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In Study 1, subjects were monitored for local and systemic adverse reactions using diary cards for an
8-day period starting on the day of each vaccination. The frequencies of solicited local and systemic
adverse reactions following any dose of JYNNEOS are presented in Table 1.

Table 1: Percentages of Subjects with solicited Local Injection Site Reactions and Systemic
Adverse Reactions within 8 Days of Administration of Any Dose of JYNNEOS in
Adults 18 to 40 Years of Age, Study 1*
Reaction JYNNEOS
N=2943
%

Placebo
N=980

%

Local (Injection site

|
|

Pain 84.9
Pain, Grade 3° ﬂ___
Redness 60.8_ __

w
2%
loRE=S
:__:3
=3
w
v
o
O
3
3

|
|

Swelling = 100 mm )

Induration 2 100 mm

|
%%
|

ltching _ﬂ__l_
ltching, Grade 3° —___
Systemic —”

|
%%
!

Muscle Pain, Grade 3p
Headache
Headache, Grade 3°

I
)
i

Fatigue, Grade 3°

i\i
%%%
I

Nausea, Grade 3°

|
|
|

Chills, Grade 3°

|
!
!

Fever, Grade 2 3°
X NCT01144637
aGrade 3 pain defined as spontaneously painful
b Grade 3 itching, muscle pain, headache, fatigue, nausea and chills defined as preventing routine daily activities
¢ Fever defined as oral temperature 2 100.4°F (= 38°C), Grade 2 3 fever defined as 2 102.2°F (2 39.0°C)
N=number of subjects

In Study 1, the majority of solicited local and systemic adverse reactions reported with JYNNEOS had -
a median duration of 10 6 days. In general, there were similar proportions of subjects reporting
solicited local or systemic reactions of any severity after Dose 2 of JYNNEOS compared with Dose 1,
with the exception of injection site pain, which was more commonly reported following Dose 1
(79.3%) than Dose 2 (69.9%).

Solicited Adverse Reactions in Persons Previously Vaccinated with a Smallpox Vaccine:
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Three studies (Study 2, Study 3, and Study 4, [2-4]) conducted in the US and Germany evaluated the
safety of JYNNEOS in 409 persons previously vaccinated with a smallpox vaccine who received one
or two doses of JYNNEOS (mean age 39 years, range 20-80 years; 59% women,

98.8% white/Caucasian; 0.7% Asian; 0.5% black/African American). Subjects were monitored for

local and systemic adverse reactions using diary cards for an 8-day period starting on the day of each
vaccination. Across all three studies, solicited local adverse reactions reported following any dose of
JYNNEOS were redness (80.9%), pain (79.5%), induration (70.4%), swelling (67.2%), and itching
(32.0%) at the injection site; solicited systemic adverse reactions reported following any dose of
JYNNEOS were fatigue (33.5%), headache (27.6%), muscle pain (21 5%), nausea (9.8%), chills
(0.7%), and fever (0.5%). :

Solicited Adverse Reactions in HiIV-infected Individuals:

2

The safety of JYNNEOS in HIV-infected individuals was evaluated in Study 5 [5], an open label trial
conducted in the US that included 351 HIV-infected smalipox vaccine-naive subjects,

131 HIV-infected subjects who previously received smallpox vaccine, 88 non-HIV-infected smallpox
vaccine-naive subjects and 9 non-HIV-infected subjects who had previously received a smallpox
vaccine. The racial/ethnic and gender compositions of HIV-infected smallpox vaccine-naive subjects
and those who had previously received smallpox vaccine were similar and overall were 17.0%
women; 45.8% white/Caucasian; 0.4% Asian; 33.2% black/African American; 19.0% Hispanic/Latino
ethnicity; the HIV-infected smallpox vaccine-naive group tended to be younger (mean age 37 years)
compared to those who had previously received a smallpox vaccine (mean age 45 years). Subjects
had CD4 counts = 200 and < 750 cells/uL at study entry.

Solicited local and systemic adverse reactions were reported at similar or lower frequencies in
HIV-infected smallpox vaccine-naive subjects as compared to those seen in non-HIV-infected
smallpox vaccine-naive individuals in this study.

In HIV-infected subjects with previous smallpox vaccine exposure, fever and chilis were reported in
1.5% and 8.4% of subjects respectively. Frequencies of other solicited local and general adverse
reactions in this population were similar to those reported in Studies 2-4 in non-HIV-infected subjects

who had previously received smallpox vaccination.

Solicited Adverse Reactions in Individuals with Atopic Dermatitis:

The safety of JYNNEOS in smallpox vaccine-naive subjects with currently active or a history of atopic
dermatitis (AD) was evaluated in a multicenter, open-label clinical study (Study 6 [6]) conducted in-the
US and Mexico that included 350 subjects with AD and 282 subjects without AD. In the overall study
the mean age of subjects was 27 years (range 18-42 years), and subjects were 59.0% women,
39.4% white/Caucasian, 10.9% Asian, 9.0% black/African American, 2.2% Other, and 38.4%
Hispanic/Latino ethnicity. Demographic compositions were similar between subjects with and without
AD. In subjects with AD, solicited local and systemic adverse reactions were reported at similar
frequencies as those in subjects without AD in this study, with the exception of redness (61 2% with
AD vs. 49.3% without AD), swelling (52.2% with AD vs. 40.8% without AD), chills (15.9% with AD vs.
7 8% without AD) and headache (47.2% with AD vs. 34.8% without AD).

Serious Adverse Events
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The integrated analyses of serious adverse events (SAEs) pooled safety data across 22 studies,
which included a total of 7,093 smallpox vaccine-naive subjects and 766 smallpox vaccine- -
experienced subjects who received at least 1 dose of JYNNEOS and 1,206 smallpox vaccine-naive
subjects who received placebo only. SAEs were monitored from the day of the first study vaccination
through at least 6 months after the last study vaccination.

Among the smallpox vaccine-naive subjects, SAEs were reported for 1.5% of JYNNEOS recipients
and 1.1% of placebo recipients. Among the smallpox vaccine-experienced subjects enrolled in
studies without a placebo comparator, SAEs were reported for 2.3% of JYNNEOS recipients. Across
all studies, a causal relationship to JYNNEOS could not be excluded for 4 SAEs, all non-fatal, which
included Crohn'’s disease, sarcoidosis, extraocular muscle paresis and throat tightness.

Cardiac Adverse Events of Special Interest

Evaluation of cardiac adverse events of special interest (AESIs) included any cardiac signs or
symptoms, ECG changes determined to be clinically significant, or troponin-I elevated above 2 times
the upper limit of normal. In the 22 studies, subjects were monitored for cardiac-related signs or
symptoms through at least 6 months after the last vaccination.

The numbers of JYNNEOS and placebo recipients, respectively, with troponin-l data were: baseline
level (6,376 and 1,203); level two weeks after first dose (6,279 and 1,166); level two weeks after
second dose (1,683 and 193); unscheduled visit, including for clinical evaluation of suspected cardiac
adverse events (500 and 60). '

Cardiac AESIs were reported to occur in 1.3% (95/7,093) of JYNNEOS recipients and 0.2% (3/1,206)
of placebo recipients who were smallpox vaccine-naive. Cardiac AESIs were reported to occur in
2.1% (16/766) of JYNNEOS recipients who were smalipox vaccine-experienced. The higher
proportion of JYNNEOS recipients who experienced cardiac AESIs was driven by 28 cases of
asymptomatic post-vaccination elevation of troponin-I in two studies: Study 5, which enrolled

482 HiV-infected subjects and 97 healthy subjects, and Study 6, which enrolled 350 subjects with
atopic dermatitis and 282 healthy subjects. An additional 127 cases of asymptomatic post-vaccination
elevation of troponin-l above the upper limit of normal but not above 2 times the upper limit of normal
were documented in JYNNEOS recipients throughout the clinical development program, 124 of which
occurred in Study 5 and Study 6. Proportions of subjects with troponin-I elevations were similar
between heaithy and HiV-infected subjects in Study 5 and between healthy and atopic dermatitis
subjects in Study 6. A different troponin assay was used in these two studies compared to the other
studies, and these two studies had no placebo controls. The clinical significance of these
asymptomatic post-vaccination elevations of troponin-I is unknown.

Among the cardiac AESIs reported, 6 cases (0.08%) were considered to be causally related to
JYNNEOS vaccination and included tachycardia, electrocardiogram T wave inversion,

electrocardiogram abnormal, electrocardiogram ST segment elevation, electrocardiogram T wave
abnormal, and palpitations.

None of the cardiac AESIs considered causally related to study vaccination were considered serious.

6.2 Postmarketing Experience
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The following adverse reactions have been identified during postmarketing use of JYNNEOS.
Because these reactions are reported voluntarily from a population of uncertain size, it is not always
possible to reliably estimate their frequency or establish a causal relationship to vaccine exposure.

Cardiac Disorders: myocarditis, pericarditis

Immune System Disorders: hypersensitivity reactions, including angioedema, rash, and urticaria

Nervous System Disorders: dizziness, syncope

General disorders and administration site conditions: injection site warmth, injection site vesicles

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

Risk Summary

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the US general
population, the estimated background risk of major birth defects and miscarriage in clinically
recognized pregnancies is 2% to 4% and 15% to 20%, respectively. Available human data on
JYNNEOS administered to pregnant women are insufficient to inform vaccine-associated risks in

pregnancy.

The effect of JYNNEOS on embryo-fetal and post-natal development was evaluated in

four developmental toxicity studies conducted in female rats and rabbits. [n two studies, rats were
administered a single human dose of JYNNEOS (0.5 mL) once prior to mating and on one or two
occasions during gestation. In the third study, rats were administered a single human dose of
JYNNEOS (0.5 mL) on two occasions during gestation. in the fourth study, rabbits were administered
a single human dose of JYNNEOS (0.5 mL) once prior to mating and on two occasions during
gestation. These animal studies revealed no evidence of harm to the fetus [see Dataj.

Data

Animal Data

Developmental toxicity studies were conducted in female rats and rabbits. In one study, female
rabbits were administered a single human dose of JYNNEOS (0.5 mL.) by the subcutaneous route on
three occasions: prior to mating, and on gestation days 0 and 14. Three studies were conducted in
female rats administered a single human dose of JYNNEOS (0.5 mL) by the subcutaneous route on
two or three occasions: prior to mating, and on gestation days 0 and 14; or prior to mating, and on
gestation day O; or on gestation days O and 6. No vaccine-related fetal malformations or variations
and adverse effects on female fertility or pre-weaning development were reported in these studies.

8.2 Lactation

Risk Summary
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Itis not known whether JYNNEOS is excreted in human milk. Data are not available to assess the
effects of JYNNEOS in the breastfed infant or on milk production/excretion.

The development and health benefits of breastfeeding should be considered along with the mother’s
clinical need for JYNNEOS and any potential adverse effects on the breastfed child from JYNNEOS
or from the underlying maternal condition. For preventive vaccines, the underlying condition is
susceptibility to disease prevented by the vaccine.

8.4 Pediatric Use

Safety and effectiveness of JYNNEOS have not been established in individuals less than 18 years of
age.

8.5 Geriatric Use

Forty-two smallpox vaccine-experienced adults 65 to 80 years of age received at least one dose of
JYNNEOS (Study 4).

Clinical studies of JYNNEOS did not include sufficient numbers of subjects aged 65 and over to
determine whether they respond differently from younger subjects.

11 DESCRIPTION

When thawed, JYNNEOS (Smallpox and Monkeypox Vaccine, Live, Non-replicating) is a milky, light
yellow to pale white colored suspension for subcutaneous injection.

JYNNEOS is a live vaccine produced from the strain Modified Vaccinia Ankara-Bavarian Nordic
(MVA-BN), an attenuated, non-replicating orthopoxvirus. MVA-BN is grown in primary Chicken
Embryo Fibroblast (CEF) cells suspended in a serum-free medium containing no material of direct
animal origin, harvested from the CEF cells, purified and concentrated by several Tangential Flow
Filtration (TFF) steps including benzonase digestion. Each 0.5 mL dose is formulated to contain

0.5 x 10% to 3.95 x 108 infectious units of MVA-BN live virus in 10 mM Tris (tromethamine),

140 mM sodium chloride at pH 7.7. Each 0.5 mL dose may contain residual amounts of host-cell DNA
(= 20 mcg), protein (< 500 mcg), benzonase (< 0.0025 mcg), gentamicin (< 0.400 mcg) and
ciprofloxacin (£ 0.005 mcg). :

JYNNEOS is a sterile vaccine formulated without preservatives. The vial stoppers are not made with
natural rubber latex.

12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action
JYNNEOS is an attenuated, live, non-replicating smallpox and monkeypox vaccine that elicits

humoral and cellular immune responses to orthopoxviruses. Vaccinia neutralizing antibody responses
in humans were evaluated to establish the effectiveness of JYNNEOS for prevention of smallpox and

monkeypox.
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13 NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

JYNNEOS has not been evaluated for carcinogenic or mutagenic potential, or for impairment of male
fertility in animals. Developmental toxicity studies conducted in rats and rabbits vaccinated with
JYNNEOS revealed no evidence of impaired female fertility [see Use in Specific Populations (8. 1)1

13.2 Animal Toxicology and/or Pharmacology

The efficacy of JYNNEOS to protect cynomolgus macaques (Macaca fascicularis) against a
monkeypox virus (MPXV) challenge was evaluated in several studies. Animals were administered
Tris-Buffered Saline (placebo) or JYNNEOS (1 x 108 TCIDso) sub-cutaneously on day 0 and day 28.
On day 63, animals were challenged with MPXV delivered by aerosol (3 x 105 pfu), intravenous

(5 x 107 pfu) or intratracheal (5 x 108 pfu) route. Across all studies, 80-100% of JYNNEOS-vaccinated

animals survived compared to 0-40% of control animals.

14 CLINICAL STUDIES
14.1 Vaccine Effectiveness

Vaccine effectiveness against smallpox was inferred by comparing the immunogenicity of JYNNEOS
to a licensed smallpox vaccine (ACAM2000) based on a Plague Reduction Neutralization Test
(PRNT) using the Westem Reserve strain of vaccinia virus and was supported by efficacy data from
animal challenge studies. [see Nonclinical Toxicology (13.2)]

Vaccine effectiveness against monkeypox was inferred from the immunogenicity of JYNNEOS in a
clinical study and from efficacy data from animal challenge studies. ‘
[see Nonclinical Toxicology (13.2)]

14.2 Immunogenicity

Study 7 [7] (N=433) was a randomized, open-label study conducted at US military facilities in South
Korea to compare the immunogenicity of JYNNEOS to ACAM2000 in healthy smallpox vaccine-naive
adults 18 through 42 years of age. Subjects were randomized to receive either two doses of ,
JYNNEOS (N=220) administered 28 days apart or one dose of ACAM2000 (N=213). In the total study
population, the mean age was 24 years and 23 years in subjects receiving JYNNEOS and.
ACAM2000, respectively; 82.3% and 86.4% of the subjects were men; 57.3% and 63.8% were
white/Caucasian, 21.8% and 18.8% black/African American, 6.4% and 5.6% Asian, 3.6% and 2.8%
American Indian/Alaska Native, 2.3% and 1.4% Native Hawaiian/Other Pacific, 8.6% and 7.5% other
racial groups, and 24.5% and 18.8% of Hispanic/Latino ethnicity (JYNNEOS and ACAMZ2000,

respectively).

The primary immunogenicity endpoint was geometric mean titer (GMT) of vaccinia neutralizing
antibodies assessed by PRNT at “peak visits” defined as two weeks after the second dose of
JYNNEOS and four weeks after the single dose of ACAM2000. Analyses of antibody responses were
. performed in the per-protocol immunogenicity (PP1) population, consisting of individuals who received.
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all vaccinations and completed éll visits up until the peak visit without major protocol violations
pertaining to immunogenicity assessments. Table 2 presents the pre-vaccination and “peak visit’
PRNT GMTs from Study 7.

Table 2: Comparison of Vaccinia-Neutralizing Antibody Responses Following Vaccination with

c

JYNNEOS or ACAM2000 in Healthy Smallpox Vaccine-Naive Adults 18 through
42 Years of Age, Study 7%, Per Protocol Set for InmunogenicityY

Time Point JYNNEOS? (N=185) ACAM2000° (N=186)
' GMT® [95% CI] - GMT" [95% Cl]

Pre-Vaccination 10.1[9.9, 10.2] 10.0[10.0, 10.0]

Post-Vaccination c c

“Peak Visit" 152.8°[133.3, 175.0] 84.4°[73.4, 97.0]

NCT01913353

Per Protocol Set for Immunogenicity included subjects who received all vaccinations, completed all visits up until the
specified “peak visits” (two weeks after the second dose of JYNNEOS or 4 weeks after the single dose of
ACAM2000) without major protocol violations pertaining to immunogenicity assessments.

JYNNEOS was administered as a series of two doses given 28 days apart, and ACAM2000 was administered as a
single dose.

GMT of vaccinia-neutralizing antibody titers assessed by plaque reduction neutralization test (PRNT) using the
Western Reserve vaccinia strain. Values below the assay lower limit of quantitation (LLOQ) of 20 were imputed to a
titer of 10; the proportions of subjects with pre-vaccination titers less than the assay lower limit of detection were
98.9% among subjects randomized to JYNNEOS and 97.8% among subjects randomized to ACAM2000,
respectively.

Non-inferiority of the “peak visit’ PRNT GMT for JYNNEOS compared to ACAM2000 was demonstrated as the lower
bound of the 1-sided 97.5% CI for the GMT ratio (JYNNEOS/ACAM2000) was > 0.5.

N: Number of subjects in the specified treatment group; GMT: Geometric Mean Titer; 95% Cl: 95% confidence interval,

lower limit and upper limit.

PRNT GMTs were also evaluated at pre-specified time points post-vaccination and prior to the ‘peak
visits”. The PRNT GMTs at two and four weeks after the first dose of JYNNEOS (prior to the second
dose), were 23.4 (95% CI: 20.5, 26.7) and 23.5 (95% CI: 20.6, 26.9), respectively. The PRNT GMT at

two weeks after the single dose of ACAM2000 was 23.7 (95% Cl: 20.9, 26.8).

15 REFERENCES

NOoOOGAWLN~

Study 1: NCT01144637
Study 2: NCT00316524
Study 3: NCT00686582
Study 4: NCT00857493
Study 5: NCT00316589
Study 6: NCT00316602
Study 7: NCT01913353

16 HOW SUPPLIED/STORAGE AND HANDLING
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16.1 How Supplied

e Package of 10 single-dose vials
(Package NDC number: 50632-001-03: Vial NDC number: 50632-001-01)

* Package of 20 single-dose vials
(Package NDC number: 50632-001-02; Vial NDC number: 50632-001-01)

16.2 Storage Conditions

Keep frozen at -25°C to -15°C (-13°F to +5°F),

Store in the original package to protect from light.

Do not re-freeze a vial once it has been thawed.

Once thawed, the vaccine may be kept at +2°C to +8°C (+36°F to +46°F) for 4 weeks.
Do not use the vaccine after the expiration date shown on the vial label.

17 PATIENT COUNSELING INFORMATION

* Inform vaccine recipient of the potential benefits and risks of vaccination with JYNNEOS.

* Inform vaccine recipient of the importance of completing the two dose vaccination series.

* Advise vaccine recipient to report any adverse events to their healthcare provider or to the
Vaccine Adverse Event Reporting System at 1-800-822-7967 and www.vaers.hhs.gov.,

Manufactured for:
Bavarian Nordic A/S
Philip Heymans Alle 3
2900 Hellerup
Denmark
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lttlﬁ’illHjZE%ﬁiE%%ﬁ?ﬁﬁ%Eﬁ?ﬂi&{iFﬁ JYNNEOS BFif2Z
FREE - EBNE2E JYNNEOS STEEERAA -

BT iEaTE JYNNEOS ( R1E8 M R - E SR - FFER
B ) MR

EEYIL®KT : 2019 &£

———————————————————————————— IFEREAREE) -
HERAERE (22) 2023 # 03 A
waEEREE (52) 2023 £ OX A
——————————————————————————————— JBRERE -~ -

JYNNEOS HTapiRIEsL M R AR R R - AR
18 HERLERLA - (1)

TRAA BT L8 -
ﬁ%ﬁm(ﬁwosmu'ﬁm%ﬁﬁﬁ4ﬁ=(.‘

gt RMEE - S8 0.5mL ERERBNE - (3)

----------------------------- R E---mmmmmmmmmmm T
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SR ERH AR RERES (335% y - BENE (27.6%) F
BLARERE (21.5%) ° ( 6.1)

o TEREE HIV ABARMUERERIAAT HIRBE E B
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=R A
1R

IWNNEOS ATEBFEILS M 155 B ME SRR Rs 25 - BAR 18 BLEMA -
2RERAE '

R TS -

2,17 B LR BRI
EEmM JYNNEOS (&8 05mL) - mERiERR 4 & -

2.2 B EARE

FERARESREEREER -

fRE%  BEAGRR+2°C ~ +8°C (+36°F ~ +46°F) WIRIR T 4 &
EMEHLR

% - )YNNEOS RILEE  REBGIRACIHNEZ MR -
ERERBRANNERT - BEMEEREGEHN - BERREEEHREZBH B ENER -
IR — BT - S FI -

EFAT - RS 30 WL -
AL 0.5 mL MBS E RET S R ETIES -

JYNNEOS FELLEZ TSH Bt T - EBE i L BE0 M -

SEEEZE
JYNNEOS Hi+8tFRRTS - &5 0.5mL - HREH S/ -

SEFEUMEEEHE
5.1 TE?:EI@E&EF
SH¥EMA JYNNEOS TTHESIRBRASUSIE - MR IF % AYER -
RIS EMEA JYNNEOS S JYNNEOS MAMSIEREBHREE  REREAFRBNIEMRS -

BREBYRERRIEH M BA5IRERNRR 2 - BEHEEE -

52 ER
RIS EE JYNNEOS BE#EHIRER (&) B - BHERERFLUIREERTZIE

5.3 fEAERE
GEEET (DFEESREMEIARE) A - 4 JYNNEOS MRERAMTAEME -
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5.4 BHEBRWZIRE
#1E JYNNEOS A URFrAREE Mo LISEIRE -

6FERE

6.1 FAMRER

AR AR RETHREERBA - EILEEHHRE R BRI N RERBERER . MARS — BB NGER

HMERETR  BRSSANERR RN TELE— - ABEA JYNNEOS AT saRnkRaRD
4 22 3 ) R B RO

BERFARIBEIET 22 BMELRER 7859 &

(FEESNIR 18 Z 80 B 2R ) #5508 1 MILLL JYNNEOS BIA (7,093 Bk uiSIEBRICGMHH 766 B

EBXICEHMA ) -

BREGCIR T RRIE

REHEBXTEREE VRELHLARRE . :

e 1[1] A TERD BB RTCEERIAD - JYNNEOS MZ 2 - M 9Tt iR 26 - A—TERE
VR  DIRREESERENTTR . B 18 F 40 % AEUEEAXICEHNMASEIME JYNNEOS

(N=3003 ) 5% Tris EEHEAAR (LZMM  N=1002 ) f05E8T - MEESERSD 4 B -

RSN FRGEHNTIIERS 28 5% ; 47.9% WEAERBM ; 774% AAA/SMEA - 17.8% HBA /IFH
ZEAN1.9% BEMA-05% REMEDLLRA / WHHEINERER 04% REREE / Hth XA PEHENFRER -
19% REMBERIIE; 11.4% WRAEREVTE /1T H - E5 JYNNEOS MAILRMAM A EERL -

TS 1 & SHEESREERER 8 RWHRA - 8EHEMHR (diary cards ) BRIERSE25H FE

K2h& - %= 1 SIHTEEA JYNNEOS (EfTHE ) % - LIRENAR B MR ETH AR ERER -

1. TS 1" 4. 18 E 40 mALAERE JYNNEOS ({EAEIE )% 8 RHEIREA - HIEHEM (B
i) REBURERBRITRREZE AL

FERE JYNNEOS Zmm
N=2943 N=980
% %
S8R (SR ) -- --
& 84.9 19.1
i =/ 74 ' 1.0
24l | 60.8 177
#8412 100 mm 15 . 0.0
HEIE 51.6 | 5.6
fEfE = 100 mm 0.8 0.0
fiF 18 - 454 4.6
48 = 100 mm ’ 03 0.0
RE 431 117
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R SR 16 0.2

=4 ' -- --

PINESEER 42.8 17.6
MAERE  =/R° 2.6 0.7

R 34.8 25.6
R =#R° 2.4 2.1

ik 304 20.5
wE . =R 3.0 . 1.3
T 17.3 13.1
By =AR° C 15 1.2
8% 10.4 5.8
w5 ZHR° 1.0 0.3
) © 17 0.9
BE .2 SRS 0.2 0.0

X NCT01144637

T CHRRENEREHBEMER

b apime | AR GER S BAMBANESREIBREEE

¢ srEEEAERE > 1004°F (238°C) - 2 SRBBMESR 21022°F (239.0°C)
N = ZalE AR

EWS 1 b - 18 JYNNEOS % - ABHERNENNZSURECRAIRREHERBPUHS 1 £ 6
. TS SN BERNEDNESUREDEFRRMED - thiRiEESE 1 B JYNNEOS M5E 2 Bz -
SR ARRERENARSELAHEEL - weh O FISN R TSR AINER - BEE 1 BIEBRALLA (793%) 8
REETESE 2 Mg (69.9%) -

S BERATEEE 2 RELBRARRE :

TEEEAEEE TSN (FFE 2 B 3 AR 4 (2-4]) ST 409 BEATREBERARICEE - Wi
187 —miskmE JYNNEOS RIA ( SES4EEL R 39 A% - %5/ 20-80 % ; 59% Bl ; 98.8% REA /EME
A 0.7% RIMA ; 05% BBA /FHEEEA ) - EIEIJYNNEOS M2 - SHBEEEREEEER 8 X
FEIR - BEREY A HENS NN B U RRRE - EESIERRD - B ( L ERY ) JYNNEOS # -

IR IB B R TR A RREARA (80.9% ) &R (79.5%) R (704%) - MK (67.2%)
FIRE (32.0% ) ; 8 (EOEEH ) JYNNEOS % - BIRHRMNRSURTDHARRBRES (33.5% )
BERE (27.6% )  BLAERE (21.5% ) ~ B (9.8%) ~ #/% (0.7%) M & (05%) -

B HIV E2RECHARRE

Wge 5 SAHELR HIV Zi1E JYNNEOS WZ2ME (5] iRfAETAB M AtSSE - A—IRRMIE SRS
(Open-label trial ) - B#MAT 351 &R HIV B eE@EEXItEENERE - 131 BEMR HIV BX
A% A B AT S 5 88 REER HIV BREBEBRICEEOZHEN 9 SRBAR HV B
fi i EEHE B RTE B SR E - LR HIV EREBEBXICEENRHE - MM BREBRITRENRE
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AEZE BER / EERMEMADABEL BEWMS . 17.0% A%t ;458% BAA /SNEA; 04% 5B
SENA S 33.2% BABA /FEEEA ; 19.0% BERTE /T H ; HERESE HV BefigsEmsRitat
H—f (FIOFRE 45 5 ) - AYBREBRIEHN—ARERAER ( TIFEHE 37 %) - wHREEE .
ol &M CD4 MEIREEEH 200~750 fEARNE/UL & -

TEATRD  REIRERS HV BRGSEERTCEENSRE - B HV NERSEBRNE S0 R0
%A R 2 & _EABIRIE SRAR B R (E -

TR HIV BEATSEREBRIGEENZHED  BRRENESNIERIRS 1.5% ) 8.4% - £ lir—5
Rt BIEEMENAETSURETHARREAIERERE 2-4 PRY/E HIV - BEMNSEEBRILEHE
AU E AL -

BRAERUMREREVRELCHARTRE

AL 6 [6] ATh FERES RERARUMAIER (AD ) BRGHEBRIEEEZED - IYNNEOS MZe
4 EIRRETHME R ERNEES  H—E2D0 - BESRNERFE  MAAT 350 Z2F AD 1
REEN 282 BARGERIB AD HSHE - RENEMNEHETI9FRE 27 5% (HE 18-42 ) - SHE
B 59.0% /I - 394% RAA/BMEA - 10.9% BTEWA « 9.0% BBA /EFEEA - 22% AEMA
T 384% RAVTH /HWTH - BFE AD AREBRB AD W EALLBAEL - EAHED - 85 AD
MEHENRERRA AD WEHE RN 2SR ERHFRRRE L ABRIER A0 - EhrflNmS
AL (-BF AD & 61.2% B8N REBRE AD & 493%) - IR (BA AD & 52 2% MK ERER AD
H40.8% ) 4 (RA AD E 159%MBIKRLERE AD & 7.8% ) Mgk (B4 AD & 47.2% ABERHK
BMESRIB ADE348%) -

BEARSEH

BEAREN (SAE ) WREDITEET 22 BIFRNZE2EH  EhaE TR 7,093 SRS EEBRICE
MREE 766 BREBEBRICESR 1 BB JYNNEOS MISH®E - f] 1,206 SRBE@BRItEEE
AEFEZRHNZHE - BEARBHNER A5 —-REEVEEH ARG  EERE—RBEEHELE
wEOAEA - _
ERSHBBRICHHNSHED - 5 1.5% B8 JYNNEOS WAR 1.1% BSeREMAEE 7 BE RS
- AREBXICEYE - EMEPLALREMBANSHED A 23%SH B EE JYNNEOS BIER 75K
BEARSEN - EFANTRD - A 4 fERGUNREFREEEEHRES JYNNEOS TRNWESEH% - |
PEUEARIEEEE ( Crohn's disease ) ~ $EPMEJ ( sarcoidosis ) ~ IRSMILEREE ( extraocular muscle paresis )
FINRRESESR -

FRIBDEM AR O ME B G ‘

FAIBEN AR O MBS (AESls ) Wil - BFFAIANOMERIER - BEASSHOER(ECG) B -
MREBBIER LR 2 E90MMIBES- (troponin-1 ) A8 « 1 22 BWHIRD . BHEERE—REEH
FEREE/NME A EAHERA - S RO B AR IS SEARETT 7 B0 -

1318 JYNNEOS MZHBMAS  BELOHNNBES -1 BRWABDRS | BEAH (6,279 & 1,203) ;
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BEE—-BMABKNAY (6279 f 1,166) ; #ES _HEMBHENAR (1,683 M 193) ; IFFRMEZE
R R ERA RO ME B U0 IR ARETAS)REL ( 500 71 60 ) -

ERIRAE BIRE AR O BB 4ch - 1578 JYNNEOS fUBIRER 1.3% (95/7,093) ; HRLMEHERE &
BRI MIERRAS 02%(3/1,206); #E JYNNEOS BEEBRIEHEMNERER 2.1%(16/766 ) -
1518 JYNNEOS fAZF N EARSLANSIREFRONESEE SRAEMENEDE 28 AERERN
% BETEEROONIEES- AE WHE 5-BET 482 BER HIV WEREN 97 BRROZHE |
DR 6 - B8 7 350 SRERMUEBRNTHEN 282 SRENIHE CREHARIAED 55
127 flEEfE JYNNEOS RIAMGEERE  EREREERE T RERNONAEER-| FE@RBERELR @
RiE 2 EERELRMER . H0FE 124 FILRRARE 5 MPE 6 & - €K 5 - RENZHEMER
HIV g2z IROMIEES-| FHSRtEAIAEEL ; EMRE 6 & RENZHENSAERUMEERNZHE
HIEOAAIEES-| FBHALEEE - BBNEMAE  EMERRER T AENOIISESRERE - mH
BB A BRI B E R A - B R EELENREROINSER- AENERKEEEH

luj;f;/}%m °

EBRROE RN AR OMESE4D - B 6 fl (0.08% ) WidHHE JYNNEOS MEmEEEBRRM%G - &
EEMERE - MDEE T NEE - LEEER - OBE ST REFA - LEE T RES  LEF -

B RGEEEEARRMANEIFTAROMESY - BRUBRRESH -

6.2 L

JYNNEOS LH#ERRUNFARKE - EEH’\LE‘:Kﬁﬁﬁﬁ?ﬁ’fﬁ*mﬁ’]?ﬂi%ﬁﬁﬁkﬁﬁ E A S E N
IRSESR e SR AR R R & -

BT ALK D ERES

IR RBER  BENE - SFENEHKE - KEHNEME -

WA MER  HE - S -

— MR BT BT EMIE Y « SRR - B

BYFTRIGREIEEEIR
8.1 &=

AR
FARZ2RLHOESEMBERERE - RENEMARERIER - FEEEG—RA LD - BER EEREIE
ZERIA R E AL R RETREN TGS SAREE - 5815 2% & 4% T 15% £ 20% - REBFEFNAR
7Zh . ARMHERZRLEA JYNNEOS SERIE2 MM REMNCHEARIER -

#R JYNNEOS iR - BRMESSENTE Ll@lﬁffﬁiﬂt&téjtesﬁﬂﬁa?ﬁ B AR TSR T - 1
HORIEMED ARSI - CEBEER AR EMN JYNNEOS (0.5 mL) « WRIFIRIAREE— R -
EETIERRD - ARREIREERE T R AREBA JYNNEOS (0.5 mL) - EHENENED - R TFEERM
S — R ABSB B JYNNEOS (0.5 mL) - IR RERREMR - BhanmRineAmn L g
RS ENEIESRER] - '
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-
BEH |
AMREFUITR - RRUBEABRG TS - £HE—BRFRP - IRIESEN - ER0S 0 XAF 14
REG=(ERRES - DU FAEMAO 08T 7 ABBIE (B8 ) 19 JYNNEOS (05 mL) - TEE S ZEHFZRD -
WK R4 T 3 = AR« A - SEARAOS O KIS 14 X ; SEAAILEREVE 0 X ; SUEIRMSE O
RANE 6 K - DI TOEMM0A5E 7 AREIR (30 59 JYNNEOS (05 mL) - BLHTRIEARMARHE
ARNRERTY R - RN DS DT R AR R

8.2
N

HATEAEE JYNNEOS 2EDMAARNILT T - BATHMEN AR JYNNEOS HIHiBT, 49825 -
A HBBE / DWFEMTE -

BR#R JYNNEOS HIERARTEK - BURMEM JYNNEOS SiEHRA KR - WIHRSINBRIAEELENAR
FH RSN B SERENSE—EETEE - PIRBMRREMS - [RAERENIEET 2R
MERREEANNS RS -

8.4 /N5 )
ERM 18 AT - JYNNEOS M MM MR -

8.5 EEA
42 BREBRICEEMN 65 £ 80 BAA - BB 7T —HILIEM JYNNEOS (#H% 4) -

JYNNEOS HSFRITSth - R EMARIABEY 65 5 L25E  URRMANREEERRERNSH =18 -

114448
FRERTE - JYNNEOS ( KTEM M yE&E - FiEmsERMm - JFERE ) RIAG  KEBRRAGIHNE . FRET
EHAZBER -

JYNNEOS #&—HHEafi4-fe# &K Ankara-Bavarian Nordic ( MVA-BN ) FTB¢ i — 1R 5 « JEEREINIEER
| EEMEE - MVA-BN EXREIRIA S SN (CEF ) AR  BLARMIN RS EES VIR FR 1R
MEHEED - 1 CEF MAE-PHETRINE - ERAMRIERBRE ( TFF ) A58 ( 845 benzonase #ZEEEHN1L )
MAAEEFNEME - B8 ( 0.5 mL ) E A7E pH 7.7 #9510 mM Tris ( tromethamine ) 4 & /KA 140 mM ??L
fE#APZHE 05x10° & 3.95x10° ERREMA MVA-BN EES - S8 (0.5 mL ) JeE2ATBEMIE DNA
(s20mcg) ~ EEE (<500 mcg ) - benzonase ( <0.0025 mcg )  £EEK ( gentamicin - <0.400 mcg )
FIBEZ D3 ( ciprofloxacin - £0.005 mcg ) IRZE - '

JYNNEOS 2—RBAZBIBHMRE R - JRELIERALB A -
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12838 5514

12.11EFKEE

JYNNEOS B—TERaE E 1S A - JHERARRIEA M EaE - 5| ¥ EARShRR Al S &R -
JYNNEOS ¥HIEBFAIER M RN - 2RARSE R EEPITEREETH -

13JERRBEE

13.AREER - MEER - £EBNZE :

JYNNEOS KR mM RIS Ze@is - LIRS s B WA 70 IR0 BT i R MEFT A4S - 73318 JYNNEOS &
HAERR T PEFNRESERE  RARRKEABEBNEEE HRBNBBISREKGIHIRSE
8.1)] - '

13. 28434 F / SREEIHAR
AYIEHEIET JYNNEOS fE(REBEEMIR (Macaca fascicularis ) HE M &#HE ( MPXV) ERER - 1
& 0 RSB 28 U TESMWAT - ABWES Tris FEEACAR (ZEM ) 5 JYNNEOS (1 x 108
TCIDgy ) - 7658 63 FM - LUEE (3 x10° pfu) ~ BEAREST (5 x 107 pfu ) LRER (5x 10° pfu ) BFOIRES -
EEYIET MPXV TR - EAANTRT RS IBARYA 0-40%F5E% - #18 JYNNEOS ]
MENTFERS 80-100% -

14 HIRHBER

14.1 BHEBEY

R TE MBS BELE JYNNEOS Fl—#Ef4EmE 2 WR(Western Reserve) - BIERASIAATLR
A eh RIS (PRNT ) SREBIATEEE (ACAM2000 ) =2 Ry S 14 HE1T R - W AE M El BRI E
BNERE - [SRIFRARSESR (13.2)]

i M SRR EE AR —TEE Y JYNNEOS s BRI BRRATSE - FIE) )35t BR A T S B LT HE T -
[(SRBIERARSEIES (13.2) ]

14.2 REfRk

HiZe 7 [7] (N=433 ) SESENZEEND TN IRERE - FRESROTSE - E7EHL8 JYNNEOS £
ACAM2000 xR BEBRIAEN 18 Z 42 mEERAPORERY - S2EE WM RaiEmH

JYNNEOS (N=220 ; fEIfg 28 x) ~Z—mH ACAM2000 (N=213) - TEEREM IR P - 1318 JYNNEOS ]

ACAM2000 st FH9Ee DA% 24 BH 23 5 ; JYNNEOS A ACAM2000 H&Rz A4 #5653 Al

- 823% 1 864% BBEMAIZHE ; 57.3% f 63.8% BAA /BIMRAA ; 21.8% 1 18.8% RBFEA /FE

E£FA  64% 1 5.6% BEMA ; 3.6% F 2.8% HEMENERA / WHITMEER ; 23% M 1.4% HE-,

=/ HEMATENBHEER ; 86 % F 7.5% HELMIEREE ; 24.5% M 18.8% REHETH / mes -

B ENNEEENIEERYE TREREED (peak visit ; ELERBHEE MR JYNNEOS L I G

BB M ACAM2000 BHEIESE ) , 1 - %8 PRNT SRKRMEPRABAMTIONE (GMT) - filE
REIA AT BRI B 2R RRY (PP ) AR REST - WG RERRE T AR - W ETRBRRMEFERE
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MR T REREANAEDR  AEREARRIEEEENSHEFHMEMN - & 2 BAeEWR 7 ¢ - cigiE
AR T BRERERIZ B PRNT GMT -

R 2: 18 F 42 pRYEREARCEHNEERA - fE8ET JYNNEOS 3 ACAM2000 1# - EEE BRI
RRRFEAVLEE - TR 7x - MOFEEZEBRKEY

Sk JYNNEOS® ( N=185) ACAM2000° (N=186)
GMT® [95% CI] GMT® [95% CI]
SR B ERT 10.1[9.9,10.2] 10.0[10.0, 10.0] J
TS C .
o 152.8%[133.3,175.0] 84.4°[73.4,97.0]
"BEREED ,

x NCT01913353 _

Y WEEEEZRBIRY (Per Protocol Set for Immunogenicity ) E14E T BRI ABE - WIEETRG RN
AR CRERTEEN "BEEEED, (HEE M JYNNEOS #ME " EEMAEEsn
ACAMZ2000 #BRISEINMEEE )  BESEAEMIEEBEENSHE .

®  JYNNEOS ME/EiiamiiR 28 RMMM : ACAM2000 4 (i8R AN -

" REPARENEN ST TIORENE (GMT) 2EBABERD DA LSS (PRNT) - R4 ERS
Z WR T - ERREEREERE TR (LLOQ) 20 MBEREAME 10 ; gD ke
JYNNEOS 1 ACAM2000 MsZa#ED  BERHEITNEESRERZREEE FRNSEES A 98.9%
M 97.8% -

¢ ETRBIBREMZ K JYNNEOS # ACAM2000 B PRNT GMT HI85HALH ( non- inferiority ) FE
Bl 97.5% EH&EM™ (Cl) WTFR - GMT Ztb (JYNNEOS / ACAM2000 )>05-

N: BEREAPHIHEAY ; GMT : ZATI9NUE ; 95% Cl : 95% (SHEER -

EREEEEN "RERELZ ) AINEEREE L - =T PRNT GMT M504 - i@ —m JYNNEOS 7%

(ERES EAT ) WIEE AN EZERN PRNT GMT RIS 23.4(95%Cl:20.5-26,7) #1 23.5(95%Cl :

206-26.9) - MEEEER ACAM2000 #EMEZHAA PRNT GMT & 23.7 (95%Cl:209-268) -

15 2338

1. W% 1. NCT01144637
2. & 2 NCT00316524
3. W% 3. NCT00686582
4. 3 4: NCT00857493
5. % 5: NCT00316589
6. W% 6: NCT00316602
7. WE 7. NCT01913353
16 aERFEE

16.1 E%—

BE 10 BEHSE/)\E
( B1% NDC #=%% : 50632-001-03 i /MR NDC %5 @ 50632-001-01 )
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- BEE 20 BEHE/IE
( B3 NDC #49% : 50632-001-02 ; /i NDC #s% : 50632-001-01 )

16.2 REFEM

BRSETE -25°C & -15°C (-13°F & +5°F ) IBET -

BERREED - BRY AR -

NIRRT - BOBERRR

MBS BE TR +2°C ~ +8°C (+36°F ~ +46°F ) BUIRIRN 4 B -
HR/NEER FEANENBRE - BB TERES -

17 HBABEREMN
. ELEEEEE JYNNEOS TIRERZE AN ER -
s EAEHEEE  SEMEEEBENERY -
. EEEAEEEMAES - JHE—BE(regular approval)iE2F - ILREEETRERR - DURERE
IR D AT, - 2B A BEKIE TM BEE JYNNEOS®EMRREE AR, RE - BRETEEMN

FEEME - AR / HESRINGE —GHR

BIET

Bavarian Nordic A5
Philip Heymans Alle 3
2900 EFHEE

B
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Biff+2 ZEIFDASE 2 A IEHEER (EUA)

FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE:
EMERGENCY USE AUTHORIZATION OF JYNNEOS (SMALLPOX AND
MONKEYPOX VACCINE, LIVE, NON-REPLICATING) FOR PREVENTION OF
MONKEYPOX DISEASE IN INDIVIDUALS DETERMINED TO BE AT HIGH RISK
FOR MONKEYPOX INFECTION

HIGHLIGHTS OF EMERGENCY USE AUTHORIZATION (EUA)
These highlights of the EUA do not include all the information
needed to use JYNNEOS under the EUA. See the FULL FACT
SHEET FOR HEALTHCARE PROVIDERS for JYNNEOS.

JYNNEOS (Smallpox and Monkeypox Vaccine, Live, Non-
replicating) suspension for subcutaneous injection, suspension
for intradermal injection

Original EUA Authorized Date: 08/2022

Most Recent EUA Authorized Date: 08/2022

The US Food and Drug Administration (FDA) has issued an
Emergency Use Authorization (EUA) for the emergency use of
JYNNEOQS for:

s active immunization by subcutaneous injection for prevention of
monkeypox disease in individuals less than 18 years of age
determined to be at high risk for monkeypox infection, and

» active immunization by intradermal injection for prevention of
monkeypox disease in individuals 18 years of age and older
determined to be at high risk for monkeypox infection. (1)

JYNNEQOS is not approved for these uses.

See Full Fact Sheet for Healthcare Providers for the justification for
emergency use of JYNNEOS, information on available alternatives,
and additional information on monkeypox disease.

Individuals less than 18 years of age:

s For subcutaneous injection only.

* Administer two doses (0.5 mL each) 4 weeks apart. (2.1, 2.2)
Individuals 18 years of age and older:

¢ Forintradermal injection only.

s Administer two doses (0.1.mL each) 4 weeks apart. (2.1, 2.2)

Suspension for injection, Each vial contains a single dose (0.5 mL) for

subcutaneous injection in individuals less than 18 years of age or up to

5 doses (0.1 mL each) for intradermal injection in individuals 18 years
of age and older. (3)

CONTRAINDICATIONS

No contraindications have been identified based on the limited
available data on the emergency uses of JYNNEOS authorized under
this EUA, (4)

ADVERSE REACTIONS
» In smallpox vaccine-naive heaithy adults who received JYNNEOS
subcutaneously, the most common (>10%) solicited injection site
reactions were pain (84.9%), redness (60.8%), swelling (51.6%),
induration (45.4%), and itching (43.1%); the most common
solicited systemic adverse reactions were muscle pain (42.8%),
headache (34.8%), fatigue (30.4%), nausea (17.3%) and chills
(10.4%). (6.1)

In healthy adults previously vaccinated with a smallpox vaccine

who received JYNNEOS subcutaneously, the most common

(>10%) solicited injection site reactions were redness (80.9%),

pain (79.5%), induration (70.4%), swelling (67.2%), and itching

(32.0%); the most common solicited systemic adverse reactions

were fatigue (33.5%), headache (27.6%), and muscle pain

(21.5%). (6.1)

s The frequencies of solicited local and systemic adverse reactions
following subcutaneous administration among adults with HIV-
infection and adults with atopic dermatitis were generally similar
to those observed in healthy adults. (6.1)

o In smallpox vaccine-naive healthy adults who received JYNNEOS
intradermally, the most common (>10%) solicited reactions were
erythema at injection site (99.5%), induration at injection site
(99.5), itchiness (89.0%), pain at injection site (65.4%), feeling
tired (51.3%), headache (41.4%), muscle aches (30.4%), nausea
(23.0%), underarm pain (20.9%), change in appetite (20.4%), joint
pain (17.8%), chills (14.7%), and underarm swelling (10.5%). (6.1)

The vaccination provider must report all SERIOUS ADVERSE
EVENTS and VACCINE ADMINISTRATION ERRORS to the
Vacccine Adverse Event Reporting System (VAERS) by
submitting online at https://vaers.hhs.dgovireportevent.html. For
further assistance with reporting to VAERS cali 1-800-822-7967.
Please also provide a copy of this form to Bavarian Nordic at 1-
800-675-9596 (6.3).

See FACT SHEET FOR RECIPIENTS AND CAREGIVERS
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FULL FACT SHEET FOR HEALTHCARE PROVIDERS
1 EMERGENCY USE AUTHORIZATION

The US Food and Drug Administration (FDA) has issued an Emergency Use Authorization (EUA) for
the emergency use of JYNNEOS for:

s active immunization by subcutaneous injection for prevention of monkeypox disease in
individuals less than 18 years of age determined to be at high risk for monkeypox infection,
and

o active immunization by intradermal injection for prevention of monkeypox disease in individuals
18 years of age and older determined to be at high risk for monkeypox infection.

JYNNEOS is not approved for these uses.

" Justification for Emergency Use of JYNNEOS During the Monkeypox Public Health Emergency

There is currently an outbreak of monkeypox disease caused by monkeypox virus, an orthopoxvirus
related to variola (the virus that causes smallpox disease). Following a 3-17 day incubation period,
individuals infected with monkeypox virus develop painful lesions that progress sequentially through
macular, papular, vesicular, and pustular stages, followed by scabbing over and desquamation.
Lesions may occur anywhere on the body and may be limited to a single site or may be disseminated
across many sites. Individuals may or may not experience prodromal symptoms (e.g., chills,
lymphadenopathy, malaise, myalgias, or headache). Respiratory symptoms (e.g., sore throat, nasal
congestion, or cough) can also occur. The clinical presentation of monkeypox disease is typically
milder than smallpox disease but can be fatal, particularly in severely immunocompromised
individuals who do not receive antiviral therapy. During the current monkeypox outbreak, monkeypox
cases and exposures have occurred in individuals across a wide range of ages, including infants and
children. ‘

On August 9, 2022, the Secretary of HHS has declared that:

o There is a public health emergency related to monkeypox, or significant potential for a public
health emergency, that affects, or has the significant potential to affect, national security or the
health and security of United States citizens living abroad that involves monkeypox virus; and

e On the basis of this determination, circumstances exist justifying the authorization of emergency
use of vaccines . -

An EUA is an FDA authorization for the emergency use of an unapproved product or unapproved use
of an approved product (i.e., drug, biological product, or device) in the United States under certain
circumstances including, but not limited to, when the Secretary of HHS declares that there is a public
health emergency, or the significant potential for a public health emergency, that affects the national
security or the health and security of United States citizens living abroad, and that involves biological
agent(s) or a disease of condition that may be attributable to such agent(s). Criteria for issuing an
EUA include:

« The biological agent(s) can cause a serious or life-threatening disease of condition;

o Based on the totality of the available scientific evidence (including data from adequate and well-
controlled clinical trials, if available), it is reasonable to believe that:
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» The product may be effective in diagnosing, treating, or preventing the serious or life-
threatening disease or condition, ' '

» The known and potential benefits of the product - when used to diagnose, prevent, or treat
such disease or condition - outweigh the known and potential risks of the product; taking into
consideration the material threat posed by the biological agent(s); and

e There is no adequate, approved, and available alternative to the product for diagnosing,
preventing, or treating the serious or life-threatening disease or condition. :

Information Regarding Available Alternatives for the EUA Authorized Use

JYNNEOS is approved for prevention of smallpox and monkeypox disease in adults 18 years of age
and older determined to be at high risk for smallpox or monkeypox infection. The approved dosing
regimen for JYNNEOS for use in adults 18 years of age and older is 2 doses (0.5 mL each),
administered subcutaneously, 4 weeks apart. No other vaccine or other alternative is approved for
prevention of monkeypox disease in adults 18 years of age and older, and the US supply of
JYNNEOS is insufficient to meet public health needs. during the monkeypox public health emergency
when the vaccine is administered according to the approved dosing regimen. No vaccine or other
alternative is approved for prevention of monkeypox disease in individuals less than 18 years of age.

For information on clinical studies of JYNNEOS for the prevention of monkeypox disease, see
www.clinicaltrials.dov.

2 DOSAGE AND ADMINISTRATION

Individuals less than 18 years of age: for subcutaneous injection.

Individuals 18 years of age and older: for intradermal injection.

2.1 Dose and Schedule

Individuals less than 18 years of age: administer two doses (0.5 mL each) 4 weeks apart.

Individuals 18 years of age and older: administer two doses (0.1 mL each) 4 weeks apart.

2.2 Preparation and Administration :
Allow the vaccine to thaw and reach room temperature before use. Once thawed, the vaccine may be
kept at +2°C to +8°C (+36°F to +46°F) for 8 weeks. Do not refreeze.

When thawed, JYNNEOS is a 'milky, light yellow to pale white colored suspension.
Parenteral drug products should be inspected visually for particulate matter and discoloration prior to
administration, whenever solution and container permit. If either of these conditions exists, the vaccine

should not be administered.

Swirl the vial gently for at least 30 seconds and cleanse the vial stopper with a single-use antiseptic swab
before each use.

Subcutaneous injection for individuals less than 18 years of age

Withdraw a dose of 0.5 mL into a sterile syringe for injection. Administer JYNNEOS by subcutaneous
injection, preferably into the anterolateral thigh for infants less than 1 year of age, or into the upper arm
(deltoid) for individuals 1 through 17 years of age.
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Intradermal injection for individuals 18 years of age and older

Withdraw a dose of 0.1 mL into a sterile syringe for injection. Low dead volume syringes and/or needles
can be used to extract 5 doses (0.1 mL each) for intradermal injection from a single vial. If standard
syringes and needles are used, there may not be sufficient volume extract 5 doses from a single vial.
Irrespective of the type of syringe and needle:
e FEach dose must contain 0.1 mL of vaccine.
 [fthe amount of vaccine remaining in the vial cannot provide a full dose of 0.1 mL, discard the vial
and its contents.
e Do not pool excess vaccine from mulitiple vials.
¢ Once the vial is punctured and a dose is withdrawn, if it is not used in |ts entirety it should be
stored at +2°C to +8°C (+36°F to +46°F) and discarded within 8 hours of the first puncture.

Administer JYNNEOS by intradermal injection, preferably into the volar aspect (inner side) of the forearm.

3 DOSAGE FORMS AND STRENGTHS

JYNNEOS is a suspension for injection. Each subcutaneous dose is 0.5 mL. Each intradermal dose is
0.1 mL.

4 CONTRAINDICATIONS

No contraindications have been identified based on the limited available data on the emergency uses
of JYNNEOS authorized under this EUA.

5 WARNINGS AND PRECAUTIONS

5.1 Severe Allergic Reactions

Appropriate medical treatment must be available to manage possible anaphylactlc reactions following
administration of JYNNEOS. Persons who experienced a severe allergic reaction following a previous
dose of JYNNEOS or following exposure to any component of JYNNEOS may be at increased risk for
severe allergic reactions after JYNNEOS. The risk for-a severe allergic reaction should be weighed
against the risk for disease due to monkeypox.

5.2 Altered Immunocompetence
Immunocompromised persons, including those receiving immunosuppressive therapy, may have a
diminished immune response to JYNNEOS.

5.3 Limitations of Vaccine Effectiveness
Vaccination with JYNNEOS may not protect all recipients.

6 ADVERSE REACTIONS
6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction rates

observed in the clinical trials of a vaccine cannot be directly compared to rates in the clinical studies
of another vaccine and may not reflect the rates observed in clinical practice.
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through 80 years of age who received at least 1 dose of JYNNEOS (7,093 smallpox vaccine-naive
and 766 smallpox vaccine-experienced individuals).

Solicited Adverse Reactions

Solicited Adverse Reactions Following Subcutaneous Administration to Smallpox Vaccine-Naive
Individuals

The safety of JYNNEOS administered subcutaneously in smallpox vaccine-naive individuals was
evaluated in Study 1 [1], a randomized, double-blind, placebo-controlled study conducted in the US in
which vaccinia-naive adults ages 18 to 40 years received either two doses of JYNNEQOS (N=3003), or
two injections of Tris-Buffered Saline (placebo, N=1002) four weeks apart. Both JYNNEOS and
placebo were administered subcutaneously as a dose of 0.5 mL.

In the total study population, the mean age was 28 years; 47.9% of the subjects were men: 77.4%
were white/Caucasian, 17.8% black/African American, 1.9% Asian, 0.5% American Indian/Alaska
Native, 0.4% Native Hawaiian/Other Pacific, 1.9% other racial groups, and 11.4% of subjects were of
Hispanic/Latino ethnicity. The demographic compositions of JYNNEOS and placebo groups were
similar.

Table 1: Percentages of Subjects with Solicited Local Injection Site Reactions and Systemic
Adverse Reactions within 8 Days Following Any Dose of JYNNEOS in Adults 18 to 40

Years of Age, Study 1*

Reaction JYNNEOQSH Placebo
N=2943 N=980
% %
Local (Injection site) ' -~ -
Pain ' 84.9 19.1
Pain, Grade 32 74 1.0
Redness i 60.8 17.7
Redness = 100 mm 1.5 0.0
Swelling 51.6 5.6
Swelling = 100 mm 0.8 0.0
Induration 45.4 4.6
Induration = 100 mm 0.3 0.0
| Itching _ 43.1 , 11.7

Itching, Grade 3P . 1.6 0.2
Systemic - —
Muscle Pain 42.8 17.6
Muscle Pain, Grade 3P 2.6 , , 0.7
Headache 34.8 25.6
Headache, Grade 3 2.4 ' 2.1

Fatigue 304 20.5
1.3

Fatigue, Grade 3b
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Reaction JYNNEOSH Placebo
N=2943 " =980
] % %
Nausea 17.3
Nausea, Grade 3°
Chills

Chills, Grade 3° _
Fever®

Fever, Grade z 3°
XNCT01144637
a Grade 3 pain defined as spontaneously painful _
b Grade 3 itching, muscle pain, headache, fatigue, nausea and chills defined as preventing routine daily activities
¢ Fever defined as oral temperature = 100.4°F (2 38°C), Grade 23 fever defined as = 102.2°F (2 39.0°C)
¢ JYNNEOS was administered subcutaneously as a series of two doses (0.5 mL each dose), 4 weeks apart.

N=number of subjects

In Study 1, the majority of solicited local and systemic adverse reactions reported with JYNNEOS had
a median duration of 1 to 6 days. In general, there were similar proportions of subjects reporting
solicited local or systemic reactions of any severity after Dose 2 of JYNNEOS compared with Dose 1,
with the exception of injection site pain, which was more commonly reported following Dose 1
(79.3%) than Dose 2 (69.9%).

Solicited Adverse Reactions Following Subcutaneous Administration to Persons Previously
Vaccinated with a Smallpox Vaccine

Three studies (Study 2, Study 3, and Study 4, [2-4]) conducted in the US and Germany evaluated the
safety of JYNNEOS in 409 persons previously vaccinated with a smallpox vaccine who received one
or two doses of JYNNEOS, 0.5 mL administered subcutaneously (mean age 39 years, range 20-80
years; 59% women; 98.8% white/Caucasian; 0.7% Asian: 0.5% black/African American). Subjects
were monitored for local and systemic adverse reactions using diary cards for an 8-day period
starting on the day of each vaccination. Across all three studies, solicited local adverse reactions
reported following any dose of JYNNEOS were redness (80.9%), pain (79.5%), induration (70.4%),
swelling (67.2%), and itching (32.0%) at the injection site; solicited systemic adverse reactions
reported following any dose of JYNNEOS were fatigue (33.5%), headache (27.6%), muscle pain
(21.5%), nausea (9.8%), chills (0.7%), and fever (0.5%).

Solicited Adverse Reactions Following Subcutaneous Administration to HiV-infected Individuals

The safety of JYNNEOS in HIV-infected individuals was evaluated in Study 5 [5], an open label trial
conducted in the US that included 351 HIV-infected smallpox vaccine-naive subjects,

131 HIV--infected subjects who previously received smallpox vaccine, 88 non-HIV-infected smallpox
vaccine-naive subjects and 9 non-HIV-infected subjects who had previously received a smallpox

~ vaccine. Subjects in this study received 0.5 mL doses of JYNNEOS administered subcutaneously.
The racial/ethnic and gender compositions of HIV-infected smallpox vaccine-naive subjects and those
who had previously received smallpox vaccine were similar and overall were 17.0% women; 45.8%
white/Caucasian; 0.4% Asian; 33.2% black/African American; 19.0% Hispanic/Latino ethnicity; the
HIV-infected smallpox vaccine-naive group tended to be younger (mean age 37 years) compared to
those who had previously received a smallpox vaccine (mean age 45 years). Subjects had CD4
counts = 200 and < 750 cells/uL at study entry.
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Solicited local and systemic adverse reactions were reported at similar or lower frequencies in HIV-
infected smallpox vaccine-naive subjects as compared to those seen in non-HIV-infected smallpox
vaccine-naive individuals in this study.

In HIV-infected subjects with previous smallpox vaccine exposure, fever and chills were reported in
1.5% and 8.4% of subjects respectively. Frequencies of other solicited local and general adverse
reactions in this population were similar to those reported in Studies 2-4 in non-HIV-infected subjects
who had previously received smallpox vaccination.

Solicited Adverse Reactions Following Subcutaneous Administration to Individuals with Atopic
Dermatitis

The safety of JYNNEOS in smallpox vaccine-naive subjects with currently active or a history of atopic
dermatitis (AD) was evaluated in a multicenter, open-label clinical study (Study 6 [6]) conducted in the
US and Mexico that included 350 subjects with AD and 282 subjects without AD. Subjects in this
study received 0.5 mL doses of JYNNEOS administered subcutaneously. In the overall study the
mean age of subjects was 27 years (range 18-42 years), and subjects were 59.0% women, 39.4%
white/Caucasian, 10.9% Asian, 9.0% black/African American, 2.2% Other, and 38.4% Hispanic/Latino
ethnicity. Demographic compositions were similar between subjects with and without AD. In subjects
with AD, solicited local and systemic adverse reactions were reported at similar frequencies as those
in subjects without AD in this study, with the exception of redness (61.2% with AD vs. 49.3% without
AD), swelling (52.2% with AD vs. 40.8% without AD), chills (15.9% with AD vs. 7.8% without AD) and
headache (47.2% with AD vs. 34.8% without AD).

Adverse Reactions Following Intradermal Administration to Smallpox Vaccine-Naive Individuals

The safety of JYNNEOS administered intradermally was evaluated in a clinical study (Study 7 [7]) in
the US with smallpox vaccine-naive subjects, sponsored by the National Institutes of Health (NIH),
which enrolled 191 subjects randomized to receive two intradermal doses of JYNNEOS (0.1 mL
each) and 167 subjects randomized to receive two subcutaneous doses of JYNNEOS (0.5 mL each).
Study vaccinations were administered 4 weeks apart to all subjects. An approximately equal number
of males and females were enrolled into each of the groups. Most subjects were non-Hispanic and
white, approximately 10% of the participants characterized their race as black and 4% as Asian.

The frequencies of systemic and local adverse reactions reported in greater than 10% of subjects
within 15 days of vaccination are presented in Table 2.

Erythema at the injection site was reported by 81.4% and 99.5% of participants in the SCand ID
groups, respectively. In the SC group this was reported as resolved within 14 days following the
second vaccine dose in all individuals, whereas in the ID arm 44% still had erythema at the end of
this period. At Day 180, greater than a third of subjects in the ID group continued to have minimal
induration or erythema present on exam. Additionally, a few patients receiving on the [D arm
developed small nodules or discoloration at the injection site.

Table 2. Adverse reactions reported in >10% of individuals within 15 days following any dose

Reactogenicity event SC (%) ID (%)
N=166 N=190
Feeling Tired 49.7 51.3
Muscle Aches 41.3 30.4
Headache 43.1 414
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Nausea 21.6 23.0
Change in Appetite 15.0 20.4
Chills 12.6 14.7
Joint Pain 9.0 17.8
Pain at injection site 91.0 65.4
Erythema at injection site 81.4 '99.5
Induration at injection site 69.5 99.5
ltchiness . 48.5 89.0
Underarm pain 18.0 20.9
Underarm swelling 6.0 10.5

Data were not available for one individual in each of the two groups

~ Serious Adverse Events

The integrated analyses of serious adverse events (SAEs) pooled safety data across 22 studies,
which included a total of 7,093 smallpox vaccine-naive subjects and 766 smallpox vaccine-
experienced subjects who received at least 1 dose of JYNNEOS and 1,206 smallpox vaccine-naive
- subjects who received placebo only. Most subjects received JYNNEOS or placebo subcutaneously.
SAEs were monitored from the day of the first study vaccination through at least 6 months after the
last study vaccination.

Among the smallpox vaccine-naive subjects, SAEs were reported for 1.5% of JYNNEOS recipients
and 1.1% of placebo recipients. Among the smallpox vaccine-experienced subjects enrolled in
studies without a placebo comparator, SAEs were reported for 2.3% of JYNNEOS recipients. Across |
all studies, a causal relationship to JYNNEOS could not be excluded for 4 SAEs, all non-fatal, Wthh
included Crohn's disease, sarcoidosis, extraocular muscle paresis and throat tightness

Cardiac Adverse Events of Special Interest

Evaluation of cardiac adverse events of special interest (AESIs) included any cardiac signs or
symptoms, ECG changes determined to be clinically significant, or troponin-I elevated above 2 times
the upper limit of normal. In the 22 studies, subjects were monitored for cardiac-related signs or
symptoms through at least 6 months after the last vaccination.

The numbers of JYNNEOS and placebo recipients, respectively, with troponin-I data were: baseline
level (6,376 and 1,203); level two weeks after first dose (6,279 and 1,166); level two weeks after
second dose (1,683 and 193); unscheduled visit, including for clinical evaluation of suspected cardiac
adverse events (500 and 60).

Cardiac AESIs were reported to occur in 1.3% (95/7,093) of JYNNEOS recipients and 0.2% (3/1,206)
of placebo recipients who were smallpox vaccine-naive. Cardiac AESIs were reported to occur in
2.1% (16/766) of JYNNEOS recipients who were smallpox vaccine-experienced. The higher
proportion of JYNNEOS recipients who experienced cardiac AESIs was driven by 28 cases of
asymptomatic post-vaccination elevation of troponin-I in two studies: Study 5, which enrolled

482 HIV-infected subjects and 97 healthy subjects, and Study 6, which enrolled 350 subjects with
atopic dermatitis and 282 healthy subjects. An additional 127 cases of asymptomatic post-vaccination
elevation of troponin-l above the upper limit of normal but not above 2 times the upper limit of normal
were documented in JYNNEOS recipients throughout the clinical development program, 124 of which
occurred in Study 5 and Study 6. Proportions of subjects with troponin-I elevations were similar
between healthy and HIV-infected subjects in Study 5 and between healthy and atopic dermatitis
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subjects in Study 6. A different troponin assay was used in these two studijes compared to the other
studies, and these two studies had no placebo controis, The clinical significance of these
asymptomatic post-vaccination elevations of troponin-| is unknown.

Among the cardiac AES|s reported, 6 cases (0.08%) were considered to be causally related to
JYNNEOS vaccination and included tachycardia, electrocardiogram T wave inversion,
electrocardiogram abnormal, electrocardiogram ST segment elevation, electrocardiogram T wave

* Cases of cardiac events including myocarditis and pericarditis
* Cases of thromboembolic events and neurovascular events

“Serious adverse events are defined as:

* Death

*  Alife-threatening adverse event

* Inpatient hospitalization or prolongation of existing hospitalization

* A persistent or significant incapacity or substantial disruption of the ability to conduct normal life
functions

* A congenital anomaly/birth defect

° Animportant medical event that based on appropriate medical judgement may jeopardize the
individual and may require medical or surgical intervention to prevent one of the outcomes listed

above

Instructions for Reporting to VAERS
The vaccination provider should complete and submit g VAERS form to FDA using one of the
following methods: :
*  Complete and submit the report online: https://vaers.hhs.gov/reportevent.html, or
*  Ifyou are unable to submit this form electronically, you may fax it to VAERS at 1-877-721-0366.
If you need additional help submitting a report you may call the VAERS toll-free information line
at 1-800-822-7967 or send an email to info@vaers.org.

Patient demographics (e.g., patient name, date of birth)

Pertinent medical history

Pertinent details regarding admission and course of illness

Concomitant medications _

Timing of adverse event(s) in relationship to administration of JYNNEOS

Pertinent laboratory information

Outcome of the event and any additional follow-up information if it is available at the time of the
VAERS report. Subsequent reporting of follow-up information should be completed if additional
details become available. :
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The following steps are highlighted to provide the necessary information for safety tracking:
1. In Box 17, provide information on JYNNEOS and any other vaccines administered on the
same day; and in Box 22, provide information on any other vaccines received within oné month
prior.
5 |n Box 18, description of the event:

a. Write “JYNNEOS EUA" as the first line.

b. Provide a detailed report of vaccine administration error and/or adverse event. It is important
to provide detailed information regarding the patient and adverse event/medication error for
ongoing safety evaluation of this unapproved vaccine. Please see information to include
listed above.

3. Contact information: :

a. In Box 13, provide the name and contact information of the prescribing healthcare provider

or institutional designee who is responsible for the report.

b. In Box 14, provide the name and contact information of the best doctor/healthcare

professional to contact about the adverse event.

c. In Box 15, provide the address of the facility where vaccine was given (NOT the healthcare

provider's office address).

Other Reporting Instructions '

Vaccination providers may report to VAERS other adverse events that are not required to be reported
using the contact information above. :

To the extent feasible, report adverse events to Bavarian Nordic toll-free at 1-844-4BAVARIAN
8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

Risk Summary

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the US general
population, the estimated background risk of major birth defects and miscarriage in clinically
recognized pregnancies is 2% to 4% and 15% to 20%, respectively. Available human data on
JYNNEOS administered to pregnant women are insufficient to inform vaccine-associated risks in
pregnancy.

The effect of JYNNEOS on embryo-fetal and post-natal development was evaluated in

four developmental toxicity studies conducted in female rats and rabbits. In two studies, rats were
administered a single human dose of JYNNEOS (0.5-mL) once prior to mating and on one or fwo
occasions during gestation. in the third study, rats were administered a single human dose of
JYNNEOS (0.5 mL) on two occasions during gestation. in the fourth study, rabbits were administered
a single human dose of JYNNEOS (0.5 mL) once prior to mating and on two occasions during
gestation. These animal studies revealed no evidence of harm to the fetus [see Data].

Data

Animal Data .
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Developmental toxicity studies were conducted in female rats and rabbits. In one study, female
rabbits were administered a single human dose of JYNNEOS (0.5 mL) by the subcutaneous route on
three occasions: prior to mating, and on gestation days 0 and 14. Three studies were conducted in
female rats administered a single human dose of JYNNEOS (0.5 mL) by the subcutaneous route on
two or three occasions: prior to mating, and on gestation days 0 and 14; or prior to mating, and on
gestation day O; or on gestation days 0 and 6. No vaccine-related fetal malformations or variations
and adverse effects on female fertility or pre-weaning development were reported in these studies.

8.2 Lactation

Risk Summary

It is not known whether JYNNEOQS is excreted in human milk. Data are not available to assess the
effects of JYNNEOS in the breastfed infant or on milk production/excretion.

The development and health benefits of breastfeeding should be considered along with the mother’s
clinical need for JYNNEOS and any potential adverse effects on the breastfed child from JYNNEOS
or from the underlying maternal condition. For preventive vaccines, the underlying condition is
susceptibility to disease prevented by the vaccine.

8.4 Pediatric Use -
The safety and effectiveness of JYNNEOS have not been assessed in individuals less than 18 years

of age. The FDA has granted an EUA for the emergency use of JYNNEQS for active immunization by
subcutaneous injection for prevention of monkeypox disease in individuals less than 18 years of age
determined to be at high risk for monkeypox infection. This authorization is based on safety and
effectiveness data from clinical trials in adults and efficacy data from animal challenge studies and
historical data with use of live vaccinia virus smallpox vaccine in pediatric populations.

8.5 Geriatric Use

" Forty-two smallpox vaccine-experienced adults 65 to 80 yearé of age received at least one dose of
JYNNEOS (Study 4). -

Clinical studies of JYNNEOS did not include sufficient numbers of subjects aged 65 and over to
determine whether they respond differently from younger subjects.

11 DESCRIPTION

When thawed, JYNNEOS (Smallpox and Monkeypox Vaccine, Live, Non-replicating) is a milky, light
yellow to pale white colored suspension for subcutaneous injection.

JYNNEOS is a live vaccine produced from the strain Modified Vaccinia Ankara-Bavarian Nordic
(MVA-BN), an attenuated, non-replicating orthopoxvirus. MVA-BN is grown in primary Chicken
Embryo Fibroblast (CEF) cells suspended in a serum-free medium containing no material of direct
animal origin, harvested from the CEF cells, purified and concentrated by several Tangential Flow
Filtration (TFF) steps including benzonase digestion. Each 0.5 mL dose for subcutaneous
administration is formulated to contain 0.5 x 108 to 3.95 x 108 infectious units of MVA-BN live virus in
10 mM Tris (tromethamine), 140 mM sodium chloride at pH 7.7. Each 0.5 mL dose may contain
residual amounts of host-cell DNA (£ 20 mcg), protein (s 500 mcg), benzonase (s 0.0025 mcg),
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gentamicin (< 0.400 mcg) and ciprofloxacin (< 0.005 mcg). Each 0.1 mL dose for intradermal
administration contains one-fifth of the ingredient content of a 0.5 mL dose.

JYNNEOS is a sterile vaccine formulated without preservatives. The vial stoppers are not made with
natural rubber latex.

12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action

JYNNEOS is an attenuated, live, non-replicating smallpox and monkeypox vaccine that elicits
humoral and cellular immune responses to orthopoxviruses. Vaccinia neutralizing antibody responses
in humans were evaluated to establish the effectiveness of JYNNEOS for prevention of smallpox and
monkeypox.

13 NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
JYNNEOS has not been evaluated for carcinogenic or mutagenic potential, or for impairment of male

fertility in animals. Developmental toxicity studies conducted in rats and rabbits vaccinated with
JYNNEOS revealed no evidence of impaired female fertility [see Use in Specific Populations (8.1)]. -

13.2 Animal Toxicology and/or Pharmacology -

The efficacy of JYNNEOS to protect cynomolgus macaques (Macaca fascicularis) against a
monkeypox virus (MPXV) challenge was evaluated in several studies. Animals were administered
Tris-Buffered Saline (placebo) or JYNNEOS (1 x 108 TCIDs0) sub-cutaneously on day 0 and day 28.
On day 63, animals were challenged with MPXV delivered by aerosol (3 x 10° pfu), intravenous

(5 x 107 pfu) or intratracheal (5 x 10° pfu) route. Across all studies, 80-100% of JYNNEOS-vaccinated
animals survived compared to 0-40% of control animals.

14 CLINICAL STUDIES
14.1 Vaccine Effectiveness

Vaccine effectiveness against monkeypox was inferred from the immunogenicity of JYNNEOS in
clinical studies and from efficacy data from animal challenge studies. [see Nonclinical Toxicology
(13.2)]

14.2 Immunogenicity

Immunogenicity Follo_winq Subcutaneous Administration to Smallpox Vaccine-Naive Individuals

Study 8 [8] was a randomized, open-label study conducted at US military facilities in South Korea to
compare the immunogenicity of JYNNEOS to ACAM2000 in healthy smallpox vaccine-naive adults 18
through 42 years of age. Subjects were randomized to receive either two doses of JYNNEOS

(N=220) administered subcutaneously 4 weeks apart or one dose of ACAM2000 (N=213)
administered percutaneously. In the total study population, the mean age was 24 years and 23 years -
in subjects receiving JYNNEOS and ACAM2000, respectively; 82.3% and 86.4% of the subjects were
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men; 57.3% and 63.8% were white/Caucasian, 21.8% and 18.8% black/African American, 6.4% and
5.6% Asian, 3.6% and 2.8% American Indian/Alaska Native, 2.3% and 1.4% Native Hawaiian/Other
Pacific, 8.6% and 7.5% other racial groups, and 24.5% and 18.8% of Hispanic/Latino ethnicity
(JYNNEOS and ACAM2000, respectively).

The primary immunogenicity endpoint was geometric mean titer (GMT) of vaccinia neutralizing
antibodies assessed by PRNT at “peak visits” defined as two weeks after the second dose of
JYNNEOS and four weeks after the single dose of ACAM2000. Analyses. of antibody responses were
performed in the per-protocol immunogenicity (PPI) population, consisting of individuals who received
all vaccinations and completed all visits up until the peak visit without major protocol violations
pertaining to immunogenicity assessments. Table 2 presents the pre-vaccination and “peak visit’
PRNT GMTs from Study 8.

Table 3: Comparison of Vaccinia-Neutralizing Antibody Responses Following Vaccination with
JYNNEOS or ACAM2000 in Healthy Smallpox Vaccine-Naive Adults 18 through
42 Years of Age, Study 8%, Per Protocol Set for ImmunogenicityY

Time Point JYNNEOS? (N=185) ACAM20002 (N=186)
GMT" [95% CI] GMT" [95% CI]

Pre-Vaccination 10.1[9.9, 10.2] 10.0[10.0, 10.0]

Post-Vaccination . ' .

“Peak Visit' 152.8¢[133.3, 175.0] | 84.4¢[73.4, 97.0]

X NCT01913353

Y Per Protocol Set for Immunogenicity included subjects who received all vaccinations, completed all visits up untit the
specified “peak visits” (two weeks after the second dose of JYNNEOS or 4 weeks after the 'single dose of
ACAM2000) without major protocol violations pertaining to immunogenicity assessments.

a JYNNEOS was administered subcutaneously as a series of two doses (0.5 mL each dose), 4 weeks apart, and
ACAM2000 was administered percutaneously as a single dose.

b GMT of vaccinia-neutralizing antibody titers assessed by plaque reduction neutralization test (PRNT) using the
Western Reserve vaccinia strain. Values below the assay lower limit of quantitation (LLOQ) of 20 were imputed to a
titer of 10; the proportions of subjects with pre-vaccination titers less than the assay lower limit of detection were
98.9% among subjects randomized to JYNNEOS and 97.8% among subjects randomized to ACAM2000,

respectively.

¢ Non-inferiority of the “peak visit” PRNT GMT for JYNNEOS compared to ACAM2000 was demonstrated as the lower
bound of the 1-sided 97.5% CI for the GMT ratio (JYNNEOS/ACAM2000) was > 0.5.

N: Number of subjects in the specified treatment group; GMT: Geometric Mean Titer; 95% Cl: 95% confidence interval,
lower limit and upper limit.

PRNT GMTs were also evaluated at pre-specified time points post-vaccination and prior to the “peak
visits”. The PRNT GMTs at two and four weeks after the first dose of JYNNEOS (prior to the second
dose), were 23.4 (95% Cl: 20.5, 26.7) and 23.5 (95% Cl: 20.6, 26.9), respectively. The PRNT GMT at
two weeks after the single dose of ACAM2000 was 23.7 (95% ClI: 20.9, 26.8).

Immunogenicity Following {ntradermal Administration to Smallpox Vaccine-Naive Individuals

in a clinical trial (Study 7 [7]) conducted in the US with smallpox vaccine-naive subjects and
sponsored by the National Institutes of Health (NIH), 191 subjects were randomized-to receive two
intradermal doses of JYNNEOS (0.1 mL each), and 167 subjects were randomized to receive two
subcutaneous doses of JYNNEOS (0.5 mL each). Study vaccinations were administered 4 weeks
apart to all subjects. An approximately equal number of males and females were enrolled into each
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of the arms. Most subjects were non-Hispanic and white, approximately 10% of participants
characterized their race as black and 4% as Asian. -

Following vaccination with JYNNEOS administered subcutaneously and intradermally immunogenicity
was evaluated using 4 different assays. Plaque reduction neutralizing antibody titers (PRNT) were
obtained using assays performed at St. Louis University (SLU) and Bavarian-Nordic (BN), and
enyzme linked immunosorbent assay (ELISA) values were obtained from assays conducted at SLU
and BN. The development of the immune response to JYNNEOS over time following subcutaneous
and intradermal administration was nearly identical, and the logz transformed peak titers obtained
following intradermal administration were non-inferior to those obtained following subcutaneous
-administration (Table 4).

Table 4. Comparison of logz transformed peak titers following SC and ID vaccine
administration

Assay SC peak titer ID peak titer Difference 97.5% CI

SLU PRNT 8.37 8.36 0.005 0.43, 0.44
BN PRNT 5.63 5,90 -0.27 -0.77, 0.23
SLU ELISA 9.66 9.52 0.14 -0.21, 0.49
BN ELISA 9.59 9.57 0.02 -0.31, 0.35

Cl, confidence interval
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16 HOW SUPPLIED/STORAGE AND HANDLING

16.1 How Supplied

Package of 20 vials
(Package NDC number: 50632-001-02; Vial NDC number: 50632-001-01)

16.2 Stofage Conditions

Keep frozen at -25°C to -15°C (-13°F to +5°F).

Store in the original package to protect from light.

Do not re-freeze a vial once it has been thawed.

Once thawed, the vaccine may be kept at +2°C to +8°C (+36°F to +46°F) for 8 weeks.
After first puncture vial can be stored at +2°C to +8°C (+36°F to +46°F) for up to 8 hours.
Do not use the vaccine after the expiration date shown on the vial label.
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17 PATIENT COUNSELING INFORMATION

As a healthcare practitioner, you must communicate to the patient and/or caregiver information
consistent with the “FACT SHEET FOR RECIPIENTS AND CAREGIVERS” and provide them with a
copy of this Fact Sheet prior to administration of JYNNEOS.

Advise vaccine recipient to report any adverse events to their healthcare provider or to the Vaccine
Adverse Event Reporting System at 1-800-822-7967 and www.vaers.hhs.gov.

This product’s labeling may have been updated. For the most recent prescribing information, please
visit https://www.fda.gov/media/160774/download.

Manufactured by:
Bavarian Nordic A/S
Hejreskovvej 10a
DK-3490 Kvistgaard
Denmark

August 16, 2022
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BEMRNEAEFIOFERS 27 B (68 18-42 51 )  BHED 59.0% ALl 394% BEA /SMEA -
10.9% RIEMA ~9.0% BB/ FBEEA - 2.2% BEMATE - 384% BEWFSH /MTH - 2A AD 7]
ABEBE AD WFEADEBAL - EXFED . BA AD WIHEFRLEREE AD WERE  £HH
N SR ERCHRN R R E BRI - BPMBISNRRA (BA AD & 61 2%ERINKEERB AD
F 493% ) - BEIR (BA AD F 52.2% MBNKRLERE AD & 40.8% ) ~ %% (RA AD # 15.9% &K
R RBERB ADE 78% ) ~ FIIE (BHE AD & 47.2% HEKNKLREB AD Z 348%) -

ABFERXTEREEEUIATSETHES BN FERE

—IRERAIRSE (FFFE 7 [7] ) P T DU S 20 - 358 JYNNEOS W 2t - s7RF SR e 1T At B AT AR 22 -
HBERAZEBXERHNIHE - AMEHZEEREGER (NIH ) 2B - B ERIASE S5 E NS
MAE(191 BFHE)REME JYNNEOS (S8 0.1 mL) - UH FERMSH(167 22 E) EEMRE
JYNNEOS( SH#| 0.5 mL ) - AR EERENREHSMEIIESRER 4 B - SEDNES LY ARARES -
AEYUFHERFOITENEA - AN 10% WSREFHREEESEA - 4% BRABTTMA -

HEREEN 15 XA - RO EERETNEEM TR RBAIERBE 10% & - K%K 2 DI -
ERNEFENEAERBSD - D517 81.4% F 99.5% MLHEE BRI LA - EE T FHED -
FIAARNFARREERES _HAEEN 14 RNMSEER ; EELATHE - B 44% MATECBERR

BIDBFAN - £ 180 AN - RAESHAPHBB =N —NFREERER - (DBESMOERSH -
IG5 - RAESTHEN— LA - TSR HIR T/ S e - '
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% 2 EETEO-EIEERN 15 XA - B >10% NARKRE

RS BTiEE (%) BZAES (%)
N=166 N=190
LR 49.7 513
AR 413 30.4
FER=] 43.1 414
8 216 23.0
R 150 - 204
8% 12.6 14.7
E BN R 9.0 17.8
EEEAER 91.0 65.4
S BT AT 814 99.5
S BB A S 69.5 99.5
e 48.5 89.0
I F R 18.0 209
AN 6.0 10.5

AP EAE—EANERERE

BELREBMH
BEREEM (SAE ) WEEHIFESLT 22 BENRNZ2ER  HPaF7RH 7,093 BRBHEBRICEE

M A 766 REEE 1 BILIE JYNNEOS RItEHRIZMZE « M 1,200 FREHEBXICEEE R
BRZREINSSNE - ABHNZHBHIME TSN - 818 JYNNEOS Sl - BEARBAHWER -
ME—RBERREE 2 ARG  E2RE—REENREEREDAEAR -

EARBIEEBALEHENSHED . A 1.5% 5 JYNNEOS AR 11% BERZRENARE T REFRSE
v ERIERARILGHE  BET AR BANSHED A 23%FHETEE JYNNEOS BB 7 &
EREEN - CHANTSS A 4 AERHENEEFRRBE4MEHREE JYNNEOS ZBNEREG - B
thEEAEMERE ( Crohn's disease ) - $8P/EYE ( sarcoidosis ) ~ IRIMNVESE ( extraocular muscle paresis )
FMEHESLE -

1R ERI R RO M EF

B RIBEIARRL MBS (AESls ) f0iE - BEFRANOMEBRSER - ERARENOLBEECGRIL -
PURBATEE FIE 2 fEEOIBEEES- (troponin-l) 7% - E38 22 EMNMRD - RREERE—REEN
FeG B N E B B OERR A - SHETEL O B AR BRI B ARETT T E -

fE4ETE JYNNEOS MEZREMAD - Eﬁ/b\ﬂﬂﬁﬂf@%ﬁ | ERMABDRIR  BEAR (6,376 M 1,203) ;
SES—HTBEENAR (6279 F 1,166 ) ; BESE_HMEEMAR (1,683 M 193) ; FERMED (EE
R R R M BB AR AERRATA ) RE (500 A0 60) -
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ERBENRRIFE AR OMESMED - 38 JYNNEOS WEBIRERE 1.3% (95/7,093) ; BSwRAERL
ERXICEENEREANS 02%(3/1,206 ) ; #1E JYNNEOS BB EXICEHEAIBIRES 2.1%(16/766 )
R JYNNEOS MAZFINEARSILANSAEAR MBS  ERAERIENES A 28 fI7EEs
HE - BRERNONNGES- 75 598 5- BE7T 482 BEPE HIV MFHEN 97 SRENSHE
DURHEE 6 - 57 350 BRARMMELERNZHEN 282 SRENZHE ERERREHGIED . 35
127 #3388 JYNNEOS B AMARIRE] £ BB B AMER W OMAISES - 7HERALEEE LR BRE 2
SIERE LIRAORR - b 124 HIMBERIIE 5 MK 6 - &R 5 & . BRI E AR HIV /Y
R B LR ONMSES- AELLAMEL; 7R 6 & BRENSHENIABRMERERNSHE 28
OIS ES-| FAERELAIAM - AMBRE MM - EMEWEER T FRAONNGEE QR - iBEm
BRI AL BMEFHRA - BLIEITREEEENRERONISES-| THEMKRES BN TS -

ERBWRHAFFNAROMEESD A 6 Al (0.08% ) WiRHH JYNNEOS WEEEEEAREWE . 8
BAOEERE  OEE T NEE . VERRS - OFZB ST REFA - OBE T HER - L5 -

R EEHEREARREANRRIMERROMEEY - 9RWERBRESR -

6.3 HEABRTERNAREGNEREERER -

ETREFENBREAREEET JYNNEOS MEEE  THOEE FREMBREAMNR ( VAERS ) iE1H T 5
MWARSEH .

CLHIFEHR MR ESHAREMAM

SEHEAREMN (FMESTREBEMN )

o LS HAYHA - B2 O RFIOER

o MR R EE M NS L MEBHFAFHFS

"REAREHNERR

5T

ofE REMMWARES

o B IR IE R PR s

oA BMERAMISIE BAERINEEMNEES - HISBE DT AR &

oS RURE /5‘695#%?!3

ERNEEBEANSUAESEINBANEREREY WIS 1T,mi$_2¥f’rﬁ5ﬂ)ﬂ: B EEAE

EHAREHER
IR RERRAMAZER - JFE— B (regular approval) T2/ - UL FEETTEEEN - LURERIBRNE
EHEN - BEEEASERE "M BRE JYNNEOS®ERRSIRAE , #F  BREARLCRRERE - thae

HER / HESRINGE—FHR A -
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BRI B EE

8.1 mz

R

AR R T B A A S R A - AR R R - EEEN—RATOR - BRI - RS
Z R E A R TR S SABKE - HRIB 2% B 4% M 15% E 20% - RBRANARA
W ORRRME SRR LG JYNNEOS SEER R REH M0 ER -

76 JYNNEOS #iRhA - HL‘FHD BRENFE DS I AR % T REHENBET FRETME - €
HOTIERRD  ASSERRA - SEEERAREEN JYNNEOS (0.5 mL) « RITRHRREE - R
EETIEWRD  ABREEHBEERARBEN JYNNEOS (0.5 mL) AEEIEWRD - kT EERE
AISEHEE— R ABLEI 2 JYNNEOS (0.5 mL) - MERE IR REMR - BB MR B RN F A5
BRIEEWER/ZFEN] -

=R

FYEN :

RS ERNTE BB ARG TS - EAD—EOWRD  MREREAN - RS 0 X% 14
R = ERSRIEE - DU TR AT 7 ASLEIE (285 ) A0 JYNNEOS (0.5 mL) - EEP=IRMIHTES -
WA BT T S (AR S ASEAT - FEIRMSE 0 KAIE 14 X RECATAEIRAE 0 X SREIRESE O
TR 6 F - LTt miE 7 ARBS (BH )80 JYNNEOS (0.5 mL) - BLEMFEEE AR HMRLE
MRRREEY - #2 . EEIEEENES HFEDARENARTE -

8.2

BIRgEE

BRI RS JYNNEOS SEEEAAIEIITh - BATH R T ARG JYNNEOS HmREI 085 -

BRI BSOS AR -

!ﬁ%ﬂ? JYNNEOS MRRTEK « UMD JYNNEOS ‘JZ!%%F?’EFF%]‘H@ BRI MNET IS EENARE
 ERSIEENHEARENEENSE—RETER - MEPMNEENS - RERREEERRY

F\Fﬁﬂi‘ﬁ#iﬁ’ﬂ%@éiﬁ'f .

8.4 N5R

JYNNEOS MRt RIBis Rt Fm 18 05 s RE/MEDEMAITL - $1% R 18 BIXTES M GBS
AR EE - FDA BETEAER JYNNEOS §9 EUA . BILUBIABR TIEH M =ETRR M RMZEERRE -
I—iE 2 ERRABRABRFENZ 2 RENER - BMRROENER - URENRERPERETER
RmEEMNXICEENELER -

8.5 EEA

42 FEERKIEEEN 65 & 80 BAA - T —EIBL_EEY JYNNEOS (% 4)

JYNNEOS HIEEERMIZRD  SAMAZHARM 65 B L9HE DR MANKEREAREENSZHEHE -

11 ##R

i@Eis - JYNNEOS ( K68l M i - EMmeEsn - JHERE ) AIOE  RECARABINE - FRET
IR R MR -
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JYNNEOS R—H{Ea4-EMmB1E Ankara-Bavarian Nordic ( MVA-BN ) FrE s —IERS « JEERBYIES
REEMEE - MVA-BN TEVI B RIS BN ( CEF) 4R SRS R RS BB Y AE ~ By
RMBHERD - B CEF MIRETRINGE - SERASRYIEFER (TFF ) 49558 ( 835 benzonase ZIAHEG
1k ) M AEERIRAR - §5 (0.5 mL) AR T ESME 57 pH 7.7 #9 10 mM Tris ( tromethamine ) 42
HOBR ~ 140 mM EALIAPEA 05x10° & 3.95 x 10° {ERIHEEMIA MVA-BN 5@% - SH (0.5mL) T
RESAE LA DNA(s20 meg ) EEE (<500 mcg ) - benzonase( < 0.0025 mcg )~ REHE( gentamicin -
50400 meg ) MBEE D ( ciprofloxacin - $0.005 meg ) WREBE - BREATHNE— J Bl(olmL) -2F
05mL BIEBWNANZ—BRAZE -

JYNNEOS B—EAE2MERNEEER - NIELFERAI B

128838 45

12. 115 Rt

JYNNEOS R—RE% A MmBEA  FFEHEANXIEAN M EEE  I5I M EERSNERAMANEERIE -
JYNNEOS #RFERIATER M EAERYL - 2 ABSYE i B M S R a7 514 -

133EERIRSIEE

13.1 HEER - BMsER - £5HZ18

JYNNEOS AUETERUEMMEREN  DUREME MBI MES N8B MR Tl - #E51E JYNNEOS &
HNABMRFPETHNEESUNE  SERNEOE SN EEE NS BNRIR 2 RER Gt EEE
8.1)] - ' ‘

13.2 ENS R / SR IR

BHIAM LT 7 J)YNNEOS TE{REREMR ( Macaca fascicularis ) 168 M 55 ( MPXV ) RO - 75
20 R 28 RERTEHMNAT  AEYEST Tris EEWEACAR( 2R )i JYNNEOS( 1 x 10° TCIDsg )e
TS 63 K- BUETE( 3 x 10° pfu ) BAREST( 5.x 107 pfu )EEE M ( 5 x 10%fu )RS . [MEIWIRT MPXV
HETHER - EHANFRT - EBRTHERAS YN 0-40%7FEE - 25 JYNNEOS BHEINTEERE
80-100% -

1485 RRBRE 1

141 mEBEY

HH M ERZERYEE—EER JYNNEOS MREFIEEAME MBIk BN Wil
TR - (2GR EREE (132)]

14.2 Rtk
ABBERRICEREEE S A ETREEN R ERY

5 8 [8] EAERBEIMAFEEE MIEITH— AR - BIAI R BAITS . SELLE JYNNEOS F1 ACAM2000 &
REZFERXTEEN 18 & 42 BREAAPHRERY - SHE WD U E T Esn AR sEmn
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JYNNEOS ( N=220; 57 4 ) SibUSRES YT % E—H ACAM2000 ( N=213 )- EREMREEHD -
#1E JYNNEOS 1 ACAM2000 Ryt & FHFE 7RIS 24 A 23 B JYNNEOS #1 ACAM2000 EeEfZ
A& B MEARIE © 82.3% 7] 864% BBUMSZHE ; 57.3% M 63.8% REA/BMRA ; 21.8%
18.8% BEBA/EBEBA ; 64% Fl 5.6% RKREMA ; 3.6% M 2.8% & EMNENELZA / MHETINRER ;
23% 1 14% ABEREE / EtEEnENRER; 86% F 7.5% %Eﬁlfiﬁ?ﬁiﬂa} 245% 7] 18.8% 7
WIE /T -

GBEFEMNEBENIEERE TRERERR (peak visit; HEsAREE A JYNNEOS %A% MBS
BIEEH ACAM2000 ENEMNEEE ) 1 B - BERATIE S D MABHEIAPRNT) BRMEE RN
TIHIE (GMT ) » MEERBHATEFS B2 RBRE (PPl) QKBRS - REHERET AR -
W TR E RS TR - DR T BERERRINFAELRR BREARNRBERREWRHMEFEM -
% 3 BARTENR 8 T BEHENM " REREEZ ) K PRNT GMT -

% 3:18 Z 42 mALBERRTEESMNRERA - ERET JYNNEOS 2 ACAM2000
% . HEEAMERENLE - E 8 HEstEEZaBERIE’

fis S B JYNNEOS?® (N=185) ACAM20007 (N=186)
GMT® [95% Cl] GMT® [95% Cl]
15 B TR 10.1 9.9, 10.2] . 10.0[10.0, 10.0]

SEEEE

rEEREOR2.y

* NCT01913353

Y mastmEyenE (Per Protocol Set for Immunogenicity ) B4 7 B ARE - WEETRER
MR BASSATIERN TREREEZ , (HEE T H JYNNEOS #ME T EEMAREEN
ACAM2000 #HBINEEN ) - BREAERAIBEESNIHE - ,

2 JYNNEOS b FrEstisiEmel (S8 05 mL) - MARER 4 BisUErT ; ACAM2000 # 93
TEAlAER - DSBS T TUETT -

b s ch A H A ME R AT I ME( GMT ) RE BB D RS EIA( PRNT ) R4 EHHZ WR
MOETT RS - EREIREREEE TR ( LLOQ) 20 MBEWERNE 10 ; ERE% T EEE JYNNEOS
1 ACAM2000 MSHET  BESHINEERBREIREEETRAZAEIAAR 98.9%
97.8% '

¢ f£ TEEREMDZ, B JYNNEOS ¥ ACAM2000 A9 PRNT GMT I8 5F % ( non-inferiority ) -
EEEG 97.5% Z@EER (Cl) WTFIRGMT Zib (JYNNEOS / ACAM2000 ) > 0.5 -

N EEAEMATDHZREAR ; GMT : LA TI9%E ; 95%Cl : 95% ERER[ MR LR -

152.8°133.3,175.0] - 84.4°[734,97.0]

TEREEERN T RRRELD FIAGTEE RS RIS, b - thEEfT PRNT GMT AURFAS - BEfESH— JYNNEOS #
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(RS AT ) A2 HANEREM PRNT GMT £ 8l% 23.4(95% Cl:20.5+26.7) F 23.5(95% Cl
206~269) - MEEERM ACAM2000 #MESZHAM PRNT GMT % 23.7 (95% Cl: 209+ 268) -

AEREIB AR E DU AT 5T T B iE g s i [F i

EXREBETH—IEWRRER (IR 7(7]) b REBRRBRIEEHNTHEZMEEEREER (NH ) 28 - 5
AR AE 2 BN RAEHNA (191 ZEE) BHEMS JYNNEOS (88 0.1mL) - SIME FEsM5
T(167 HFE)FEMA JYNNEOS (BH 05 mL) - S & EHEMAEmE  mALER 4 8- -5
BB ML AMABIE - ASYSHERFFARTTHNAA - AQ 10% WSHEEEREFEELEA
4% BIBIIMA -

TEDUBZ FE M AT 0T JYNNEOS B H 3R - L 4 BEARMNRR AT EEGEEN - a5 rEy
ZHTR8 (SLU) A Bavarian-Nordic ( BN ) F PRNT ; BIRE SLU 1 BN FABERESEEHHE (ELISA)
FrRAISMBIE - EUR TESHFEAESMN SR JYNNEOS %  HeBREHEENRRLT=2EE &
LB RS |092$§fh%%5%}§§ﬂfg C ARGRUE T ANBHE (R 4) -

R 4B TERNEATSE  log, BIEESREMENLR

Wik KRN ERGESEENE EAEHREREME R 97.5% fSHAER
SLUPRNT (837 8.36 - |0.005 0.43, 044
BNPRNT  |5.63 5.90 ' -0.27 -0.77,0.23
SLUELISA  [9.66 952 0.4 -0.21, 0.49
BN ELISA  [9.59 9.57 0.02 -031,0.35

Cl - FEEH

15 8%

185 1: NCT01144637
28K 2 NCT00316524
3% 3 NCT00686582
4.5 4 . NCT00857493
S.AIF 5 NCT00316589
6.7 % 6 : NCT00316602
1K 7 NCT00914732
8.Mi%K 8: NCT01913353

16 BERHE

16.1 &5

20 Mm%

(B3% NDC #R5% : 50632-001-02 ; /Ml NDC #R%% : 50632-001-01)
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16.2 GEEFRM

RESHE -25°C B -15°C (-13°F & +5°F ) BIRIE T -

FAEREEL . BRICARRET -

INRRRER G - BDBRRR -

RIS SRR +2°C ~ +8°C( +36°F ~ +46°F WURIET 8 B-TEH—HIE /NRT M +2°C
Z 1+8°C (+36°F 2 +46°F ) INIBIRT (&%) 8 /N

BE/ RS FRRNAM AR - B2EEER RS -

17 HWAERE

B \SNEMBAN / SREEEEE BEENREE 2ERANNE  —RNEN  WEHE JYNNEOS AT
Rt — o EBRAE - .

ISR A E A AT - JRE—M 1 (regular approval) 2R - bR BT REER - DUIRRZEH VL
2, BEEE ABRBKE "M EEH JYNNEOS®ER R EIEN R, RE - BREMRMUARKE - 117
7 / HESRIREE — IR -

A ERETTEDSEN - BRERNNEAEH  BEEME https:/www.fda.gov/media/160774/download
T -

BUEM
Bavarian Nordic A5
Hejreskovvej 10a

DK-3490 Kvistgaard
Pz
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- Mt 3 | |
BREEHARSHEREABRRE

— - HMW .

EAEEEGES EREAREFER ERARNT  SHENGEEE . WRIEE -

—  mEERIREHES

(T . RAERENEZFREREZNE T AEREENAKE S IEoEME -

(D)EREm  IEEREAREHRER  FAERIBAWIET M 24k -

(Z)VERMKAMRE . BEARBEHENEGRESE VB S KA E e NEE ~ #EtE
HEGEEEEMERE « (B - SEamE - ,

(MRREB G R MR « BRI R R BT AR 2 e R BT -

(L) EBEAERFERBAERERD | 5EEHARSHERRE A RIS R -

NEMBEARBHEEZERARE SN  HELEAESHI - REmMATT 2 %R .
BEHEEEHNEANLERIERBEY HBERINAERTE BEZAT AR 2 ER
AR - Bl BN REREEES2 SN EIERRER | BRI EAAEEER
B BREHAMEEABREEIREIES -

 EIRTRR

(OB EEEURPTEELER SRR AEEARELCH AR BH Y ERRER  BE
BeFr sk @43 (F) 2B E A R E 48R 2 45 (VAERS) (https://vaers.cde. gov.tw/) R -

(O)EFREHBEZEEHDONEERR 1922 BREEAEEHR  HIESD\HEES
BliER 1 2 & B VAERS -

(Z)ERENEFEERRIERNESHEEEN - WK VAERS HEAARREESER - WIEME
ZEWNE 2 - .

(MFEF RN EEEERBERATEEIER VAERS BB BN BB ER BB EeyE
R R EENEESENERERE 2B - V

M - BRI
(—) PRI S BT B
1 BEETEERERRSEHES -
2. RRERNE iR -
(D) BER () | , |
1 REEER ARSI AN TEM BRI - @R VAERS BHREMN
SESRERIEMAIER R LEEHEN ; ASAZ P EEHRIE—R B EREER
REFRABILE - |
2. MEF R TR BB TR E 2 3R AR RUE BB - Bk T E S e E RS
MU RERIE | REBIERRNE -
()RS BT
1 BEBRESHERR VAERS MITEDENAGEEE LSRR AR R %
CEL=
2. B E M RE R R F SRR BRE  EERHIEEEE R NTEH SR
BT -
(MyEEEHER A
EHENRSELEARBHER  SRANERTRITREER  SHESA
HEMEES S EEN AR REER DO IEETERNEEN -
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2. FREAEEHNE  RERUOEEZERET VAR - BRESEMERBISHHEE (G 5 BRI 5-1)
BB FEL Emall AR EFFBEETLEE - EEPOFGEHEEHAZE > ME&EDOL Email A
(cindy0110@cdc.goviw) O EEEE M AP ERELH  PERBERBLUERENESEH/ A el
02-23959825#3001) - ‘

3. EAEER  BEEUREHREMEEEN -EE rféltﬁﬁﬁﬁ?ﬂiﬁ‘ﬂ*ﬂi%%(NllS)J 3% A2\ FTTE i
%‘ii}%%ﬁﬁﬁﬁﬁl(“&ﬂx‘%ﬂ“u‘?\:)\ﬂﬁ)@_ ENEERREERIEEBELETRERER B0 -

64



99

AiﬂﬁWM@H@%%ME@ﬁMEWM$%ﬁé$$§wm

ZEEYEEL W E YRR
(d3d) WEiFEEED

- YL EEHEDE N UWEEMEEER BN
MEEWN Y] - &Y HEGGE Y B 7 X E2E3 5 N B0
M@ﬁmEENaﬁﬁﬁ£C@MM%!LE ZE s
MJ{ m D
(d3Md) B E B2 0

(HXAEEEHEEMHENE) ZE R ESHFH W YEHEWED
EEEEEE L D YEEY S E MRS
(d3d) ez g0

- EYE EEETE N D Esd S e 2 N

MEEUYY] - SV HEEENHE T S35 N BEED
S EEYE Y7 BET AN TS R EE B N 30
.W.qm O

(d3d) lEL e EE D

8 H H =
5 H H =

ol A

s e S

- [fg—ge0

Hxag mwmmmﬁmME«meMhﬁa%vmwNﬂm;mwmwmww«wwkm%whﬁm:me
FEEHGBEL R MGEE
(dId)Eiz EEEn
- EYEEABRHE N DWEEEHEE =S N
MEEUT - EYHEGE B T LR E3 5 N ER0
ZEBIY iENgﬁﬂﬁ£C@MH%rk§$@ﬁm,
L EHWmE O

(d31d) WeELIE ZE

RIS EZE

EPW%W&@&

#wEY

=]

HEHFH

W

(EHEHHAYEDETLDEREY - SHEEH dI/d W d3d m@mmmwmwwwrﬁmmﬁ
EZH M- EEREEE W T-S i




I E 5-2. M I e S B B - B A B S IR A S

BEEE: £ A H

E SRR 2 M S e i a

E & & W

s
theE 1 ®_ A B soEn
] W46 B/ F 4

(RE A6 R R 3 2 REATHY (PIEP) R B A TEN (PEP) 1 %)
B S R
CEE | CEas
b
BEENEE
E ‘/\ lﬁgj:b}ﬁr_‘—‘
iﬁg%a R =1 SRR R

4=

BREEEET RS

et
REPFEHAFLEEROPHE AR M EEEMITEZEAER  BEFERE Email iEE
HAFEENEBETODIEFRBNEE DL , BEP OEAPEERBEAREES %*z .

66



M 6
M EEHEERE

BEpEaRE |

1]

v
T RER KRB O - IME Ai%i%*@f%f:ﬁ@é

MBS EEEAN ) MR TMEE |

,,,,,, e
,,,,,, \\
\:%mﬁﬁmémﬁﬁ Y

EEE  pmEEa@E | HEEE L &R EBE R

e M FEH  #BBHR W OAHEBEUEH
O.5mLGE#sERAImLz= ] |28k -

'”ﬁﬁﬁﬁﬁﬁﬂki%
e s 23 2SEEBEAEE) | 2 ERERETE
A% : CEH

£
:

-E b

A FERREREE
2 ESREEER .
KRB TREEE |
ﬁﬁ@ﬁm&(ﬂ%#&.@iﬂ%i ME

B TEEARERER

R E ETEPEPIE
ARG BB B2

R

IMEEHEAEE20 7 EME L . 1R-2025°C%F -

2.20+5°CA G HERL0-200 BMESERREA TFERA - FAMBEEZIRS30W -
3.BEEH-20+5°CREGIRIE® - M2-8°COlRHF4E  —ERHEES/ NFARHERE -
REFATAUEEE -

67



fi 4 7

M S E JYNNEOS®EiEE M

CREBRE B R

PR EH BT E 2 MR E %HEM % Bavarian Nordic A/S ABI T EE 2 RSt IEE
BB (live-attenuated, non-replicating) B S — B AR TER M BREE - 2985
BEGEE - NEA - BB FHHT  UESHE RN eREyEREERweLEDd .
® TE7 '
BHZE®EOSM)AEAEOCS x 108 IUE395x 10 IUSFE BRI v FERS
(non-replicating, live Modified Vaccinia Virus Ankara - Bavarian Nordic,
MVA-BN®)
® HEHD _
Host-cell DNA - protein - benzonase - gentamicin * ciprofloxacin -
® (RIBEIR N BIREIBIEL  MAREHEE MO REEUN R EREN  BERELS
SHHERRE -

VIEERMI  EERERN EE=ANL - EEEMBRGIN  BEE 2 B EE 1

| 5 88 El 1F F 5 A B 2 ) - AEBRBN TG AT R AR R (B10 « RUB RS -

CIEIEISH -

(—)REATFERH(PIEP) : HEHENS  BMUIRSCRS M BER - oETRE - 15
Bk M ERZERNSRRERS  BRUEERAREETEN(PEP)EESE - B
BEHL MO RURIEAR - ODEfTR A EE -

(D)RBEWEBI(PEP) : SEBEMBERERE—RBEER 4 XNRERERE  LUERERE
PUR - EERBIE 4 2 14 RNEE - BITIRETRR R - BuREEBRE
2E - SHIR M ERER - RIAREEE -

CEES - BISHEBERE

(MRAERE - FE2H - 8 01mL 2 HERAEZME4 BN L 5

(DR EE - #E 28 SH05mL . 2 HBRAZVE4 B |
(EREBaARMIEIZ T - 18 BERIL PrEP R PEP BN R ERMUBE AT HE -
PrEP ZREH S SEUETE 1 BIRRAl - ) ;
WERSIR | AW 18 MR REBEEACE  NRERGAZEY  FEARNES  BRET
i
MREREARE - G | RSB HIV)RREHIV BFE CD4<200 cells /mm3) -
B W SR - MR - BREBE ; EARIEH @lkylating agents) + FH %
(antimetabolites) - FE/HBEE T {1 R, B B &7 EUEERD AR ; 1 Me AT RS E A T B0
% 24 BRM Al 24 ERLU-ERABEYNERUEKER, BBRRERS § RERE -

68



- BIfEH

(e BEE—RIE R - TTRERAERIERNT
O T ET (I E  FRIF(85%) ~ EEAL(61%) ~ BEAR(52%) FEI8(45%) F1iBE(43%)5 -
o2 S e - ALAKE(43%) - BERR(35%) ~ EB(30%) ~ [B/IN17%) B2(10%)% -

(O iBE— N RICE MR - THRERERERNT |
& T HTEMU S E  B84T(B1%) - EIE(80%) « TELR(70%) IEIR(67%)F1IRAE(32%)% -
o= S IIE | FRE(34%) ~ FEB(28%) * FLAKRE(22%)% -

*W“F‘E:—.—’EE UEEATEEE

)d

(—)¥EER D EBE

(D &EE _/IﬁﬂﬁT ERAE ZIBHIENE -

(S) B E TR e RiREaREE - HEE R MEATEEE -

(MM SEEBIEERIEw ST  RATEAIEIEE - o BEMIEEMSEN
EEEREE - SRR EARREEE - B HWRERE COVID-19 ERARSRREE
LRI 12-39 BB - I B BEREBTEE - %15 4 B B8 COVID-19 & |
WERE®BEPEP) z2EM  ERCARIIEE M EREZE#RE -

- EEREEEIR

(—) B TER I BN IR S A A IR R AT BN B R B A SURE - BRI IR B sk
MOERYMAE - WERERE D 15 8 - BMEERERA -

(C)EFRANERERE REARRBIWRE S - BE - OBINEREAEER -
FERETLES - RSB LR R EEERERE - ARER AR
HRSE - LIMAZESE - SRRMEEREEREAREN - AR IR
SRABEERE TEEAREHERBAMR ) (https//vaers.cdc.gov.tw/) -

69



"M

JYNNEOS® | i#iga ==

1l EEEELAEN
(L ; QEEMA 0B ok
B)EHB/E aﬁhy&ﬁﬁ
@ER - RE_F£__A_H,O)#E8HE: ()
G)FEML B msETE
72 EM%EMF‘E7
of ; oR > BERE.  ofEE
2 EHEEHE M EREEEAN RS
AR AN & | B | FER
1LEBATEEA M ERUER?
2BEEE BN R AR EBYUREE?
3.ERYHEHNHEMAD B
4REREINERTHESEERREE T 2R
5.BATE R WP MIL?
6.550R °C
HEBRMBIERE 2 (FENR - BIFR 23 BERFRBEERITESE . URE
ORI SE5EE ;
O% 1 &
D528 51 BEEHE F A H
OfEEEE
BEEES . HER F H H
FEEREBAES HER - F H H
IHBEME - BERGBMETIEET G2
EREMFE (L5 1E - FEHREEATIESE .
[ ER AT FERL H 48 (PrEP)
[(REE# FARL & (PEP)
] = o] e - BEEE EL{hHbET
0.5ml/ g & |
M E& =1
JYNNEOS® 0.1ml/ aJ &
B
HIEE S MBS

70




i 4 8
NEBEHRIEBEER
102 3 B 1 Higs

RE{E =R EERARRA

LR ESRH I ATRAEE  REERIEE X BEE R RIEBEEE(FR
T2 REEBENFHEE ERBREMEHE -

2 B A CE AR B R IR AL AR BRIRAT S R A BIRABIR - RS
MARRE... SEEEREYE  BEEBNGEERE  WwBEERGE
RELEB(F)EREE -

3REEHARERMEN CEFRERS  BEBR 9%  ERREEEE

R HERESREE B S I AR TR B RER R 2R - BUGEIREE - kATE

MR BReE O RIER - KRR (PN IREL -

AFOEETER  AREEZIBHSREERE OTRAFRRAE | ARATHE
$Z%ﬁﬁ%§1¥§i§%ﬁ§%’\ PR RAET - BINER - KRERED A
FEIL -

5RAE ARERWARERAHE BEEERABRBLRE  SORE
HENEEEE OCCUTSERE)RHEMBIEHREERIE - E5HRAE
TRREHNEHBE - WHRRE  KAHERENELBEE -

12 MR 6 BRI B RRRESAEAR 3 4 MAH —R(B) % -
JRAE  AHRAMASERARED  ENERAR EMBHRS - SERY
SERERNE 0CL NSRS BB | AR EE
| B EAUNEE -
BE | 350 ARGEIH KRR S R (T TR B AR T8
SRR A 2 B -
BRSBTS
Hx -
TOIS AR AR REEES N AERE 2 AN BRI
o | LEEAE  AEREREOBUREERE AHEEUSRER BNY
REE | mmrnm -
B | s s R R R RIS | R () SRR R AR R T R
RIRFT 2 BB -
BAE | 10 MBS SR 192 BRI R (R )  AS(E S () FrH N
S @I | it B ER S - NS RERE 4 (HE0D  WERICEA
B AR R A  NEEERE O BANS  REIEAK |
wRE | LEEERSRERATRESS MELGE SEEANARSRD -
10 fEIE1R | 2.2 46 AR B HEST T AT E A R M — ) 2 B S B
ER - UATREEE
faer . LARFEEES B BT RBRRED -
DAEFIBSIE A TR KEEBEET AR DBl En s BUZE BESMH -
IMEIEER  TEAKENEMERSHARES CESEEBRA ABEHRRBESR
BRHEEEE - ABIRE  SIAEEREE  (k TEITA, B 58 1k ARG ELEEAR
BEARTARERENERREHSER CHRNERARERREE, DEEHRRAK &
WEAM YR D MR SRR RERE -
AREEEEERE 1 IERY  EEEESEEES 34 RGBT (LBEMRERLR
BA(EEMZ - RS MUSENZSBUHEA RIS - (2BMNEE P EEER 2 RAMHIK
AEME - RESBIEE -

H

71



fifF 9

EHEEARSHERRATER

RERE: £ A H B 5
R

PETEERAT -

HEAR | #3 fiek 7

O EmEEHER OMSER OS®8T
O fepisEld CHT8EA OfEEsSUEs

O Eh

JRIEEEE 2

EHEFTERAS
e W

BEEE: £ B H B 4
BERBEERAS -

e B

BHEAM: & B B B 5

UERIFRE G 27

e fEaR
IR R E At G i

WE
e
58

O&

EEREHERA

72




: | mERE
o (TR EREseEER)
BHE AR EEE N R/

K EBIEK

BERERSBEIRKRE  OF,; A
0% ; A v fEIR
ERRAREE: B A FREER_
2EmME  OF
0% - m=2BHH . - TRESIES
RE

Hith

SEAREFARERE | OF
0% (gkEERERRE=ETIHERZN )
—ERHEA

WEB

R

TER RS
B —REEREESE - BIR HE:_®F R__H

E G eEREn
BEHEEH - BIZR EEEM - HIR
BEBH | - B EE R - BIR

(R EEEM, FETTIES)

73






M 7 IR0 & 24 TPOXX® (tecovirimat) 48 A %

11352818 K

ST

Tl

o}

AR EME R ESEE R }?}%” 4| BB FRBHEEMEILRE F &8
TPOXX® (tecovirimat) - A#|Z 2 EERER » EHRBTE AL

A& -

“ A %

BAOEREHBATMEE TR EZLATIEMZ — L& BEHF

R ERREARERAE

PﬁMﬁérﬁ%’WRﬁ% Bdhatrg 6N ERE K
e S BS R BMRIPRBEFRMZ B REBEKREFITFLSEER
BARMEE > TAIREEREES

(=) BE &R R2% » QAHIVE E HCD4<200 cells/mm’ + & 5
AREE GBS BTRBME -

(Z) %8 (BHIRA-—RATHRR) ~ BWAHIIFL -

(m9) Htbs@pom e & EFERALHEHRHEY o

= BN

®

(—) $§$’E%%E¥3¥SIGA Technologies, Inc # B fit JE 2 O BRI 5 B4h - B
MEEREEE (EMA) SHARBNEREEHRFER LRI
BRER 0 FIREST AN G BB R IR W @A A S PHEE 5 3

BaamdmEE s (FDA) e RN sRRIE ABERBE R HETR
%¢@<am>H@Mﬁ&%’ﬁﬁﬁﬂﬁ%mMﬁ%ﬁ’aﬁ%
RIAF R B B AT E > AR R0 X REEE

XNZ

(=) WRHRBHRARMEDBAFAEZLE ) AR BHRE DR
1 Yirepaglinide £ ] 45 F 7T A& # B K b > 3wk F 7R R BIEFL %



.

B FLBERRY (Mt —) o 3 REMH A ARF I 5B %
HIF2E3A28 B2 TMAER % B R4 AWARBCDC
expanded access Investigational New Drug program ( EA-IND) #&3% >
AMBEIIAR AT EHRB > et B E RS X3F 40 A
R (hoffE=) -

REE L EAEHELEFH P

A~ fERRAE

(—) BRURLBGIEROEAREHZH L ABREFZEHFRREAA
BREE (WMAZ) 4 HATHE (Mim) BABE RS H
FHEHH T - |

(2) BEEELRWEEREBBTELEEEAL » G5z SHEL

BAH T OH T RREA -
) RATEBE/ R BN LSRR BAFHBIAAEE

i

(

(9) RRZEFERHHAE TR L4E ) (RAE) > ko 7 A
NEELEBEMAR RRKIEERA % (hitps://adr.fda.gov.tw/) #4783
ETRZERE —HEAEEEREHELBEH P -

(R) FM¥ S RAREwMES -

CEREEAER BEBRERTCAER THRNETEENA L BRIE

A & H
Bt e ik R E TR

(—) ZHAEEHE 2z BHOAE A B R T E R A R N

(=) BERATAMNGZZMEERLSHKEE éﬁ@ﬁﬂ}%%%d%‘é}@%%d s
EHBEF P ERE - |



M =

M O R 3uE 5 B HTPOXX® (tecovirimat) - BF M E/HA13
NFrZ AR BB AR

<3 33.3 mg dvesdT B 1 B 4 220 7 WA B N A1 K]
(6 B%) W BT o BB T Ao 20 mL K > 3 M
12 HARF R D 30 BRBURIR A BEESRIR SR

£ o RAH LB R v ARES BAIR 3.3 mL &
KA R A RSB o B R RARGR AR
AR RREBMR

3to<6 50 mg oot L B E o 2R RIS B R D
(Va g WBBAR P o BB P AN 20 mL Ak o B IRHR
1208 HARTFED 30 A RBUKRE - AR AR

4 o A L EP4E A O ARES BRIR 5 mL &)k
Fo AR A RSB o EEFERIR AR °
AR L BRBBERR -

6to<13 100 mg AN S| PATAL e [ AT RPN P N
Vam#) WE BT o BB hoA 20 mL K 0 SR
12/ 8 AR F 20 30 #RMK LA BRI SRI

4 o R A% SLBPAE O BRE 41 B R R 10 mL &)k
Ao B YR ARG W - EERBRRER -

4#.# %4} © Expanded Access IND Protocol: Use of Tecovirimat (TPOXX®) for Treatment of

Human Non-Variola Orthopoxvirus Infections in Adults and Children
https://www.cdc. gov/poxvirus/monkeypox/pdf/Tecovirimat-IND-Protocol-CDC-IRB. pdf



i 4 =

= B

TPOXX® (tecovirimat) A E &%

TPOXX ® (tecovirimat) 428 1 i K FAF BopsrTo > HEBMAABE R » £ M
FRgoy i’w‘a‘\ BB TPOXX® (tecovirimat ) 2 3% & # 4 it

= Bk

AT B B AR

o &

TPOXX® (tecovirimat) 200mg

ﬁk}\ /\__

$4% 4 A tecovirimat 200mg

= EERFER:

AU ARttt A RAAM B R &

W EREE

REIONT 212007 2 R ABR600mg(358) » B B2k > 34

CEMAMTERLSHES

ta= i p

A\fiﬁ‘g-rﬁ °

BIAR - BEREFSHE ML

3R o
TPOXX® (tecovirimat) # 5 & &
& A AL MRl L of ok
RIBAKL

Mtk DRB 0 Hm B2 A

BEOH F A A

aff 44 A
Ha&EE () ENT N
T M T HTPOXX® (tecovirimat) A #2090 (y5 ARBA | O o7
EREMRA) LR EMRE?
ERARKREARLL
Bz ERE 1

EIFEERARARNEE A
S SUEXE RN ER Y

XHRERRREHTLEBEH P OHhE -
B B TR 0 R B E RO kA AR -




M 4

B A EHE_ B EH T STPOXX® (tecovirimat) ¥if& (1)

AAEH | EEBL: AR S ARSI
4 B: & A A #i:oBok MEI_ AR
e 5 A B s B
VREBE | 4o R EATMER LR LA THEHZ— & BEHTIEIR /TR
REERE -
(—) Mg &5 &#
DﬁﬁﬁﬁﬁpﬁéﬂﬁgﬁﬁuﬁﬁﬁD%%D%%%ﬁ%%%mz%ﬁ
FELYFTE IR TYS L ENL S Y ST -
o GER)
(=) RERBATREH
OHIVE, % B CD4<200 cells /mm® 0@ &% Ok EIE 025 B MEERE
DEEAE ol GERM) |
(2) o Esst (HHIA—RUTOEL) 0RESALEL -
B RGE |- AACHEMBWERRE > BTSSR ARSI B 2R R
BER o paemtd GAEE) BERATHER  LERAE

(BRI R MR B
()THELEZRRRERER

Mo BR A5 A AS A SRR R B 4 F : & &4 P
EHBHHFE (TR FH )
# P B MR AE A (s EE T4 ¢ )




fi3E

%A Hhk

Tt 48/ WA A

B AR A TEL: FAX :
BUig 7 & ¢

DR FHBREEERETHELSEEH POR AR
O #Fi% o Bikiak ©

il KL
FHBE BBHE _

* 1B % 955 IR
T (200mg/#8) (200mg/35) AR
TPOXX® 25 .

(tecovirimat)

ringes  |REEBEEH | REELEEM N

/ NS NN e EHEETRE

LoABHSARERBRRYSETE  THETHABLIR2 AL SN 3% IILE A4
MABRERAR "HBERAEE, & THEMA LA

EEANRMEIHRETHH -

2. A B ETHF H
AW A 0 3 E A

ke F & e

EAT R BEWA

A B B~

B F A8 B 1E

EHARFIFEEESL

FEEREELEEEH
 HtdteE | & B AP S ME 1 RS R R AR E 0 Ik

3. A RALB/ B R R EAAENM ) ATHOMAE R MR ETEEEEH FO

RIFAN AR




ﬁ%%ﬂ%ﬂmMﬁﬁﬁ%%%ﬁﬁﬁﬁﬁﬂ

2 AH 11210

T f 1B H 14 58 B 25 #HE

e W
oy AR
R sdr
o~ P8
BB S Fag

B~ FAT A S
R

(02)8590-5000

## 5020 (02)2550-5876 (02)2550-9831

&% (03)398-2789
AL | oo

ST (03)3931723 | (03)3983647

Ll A (04)24739940

CRAORE 2

‘;}:é/ \ﬁﬂ 4 2
B | BME | g (04)24753683 | (04)24725110 B ek
'J:E' 2 ~ -1 ﬁé“
YEE | (06)2696211 S R
oo B | (06)2906714 | (06)2906684 - | M ~ £ # 7 -
RN &
&
—
%5 &
™ (07)5570025 BT R R
%% Nl -

i ] ] 615 (07)5574664 | 0912-204709 W~ s
REE |, (03)8223106 i~ 51
L RAAL:| 224732 22 )

s | R 214 (03)8224732 | (03)8222690 %

_ (02)23959825 -

RS | B i 3043 (02)23913482 | . R
—




fg 4 B

TPOXX® (tecovirimat) 42 1A ek

oA A M(E ) 3 A 8 OOR LA 598 R F R RBRIE)
ey |
#91

5 9

AR A TR

e S 0% D& DR
]
WEkom Of O& OFHA
I
1y B4 A SLBEL O% O OF%
T o fie Pk Of O& OFA
.

B o e PR

O4 O OX#A

Mg A 3 AR

s A B o g Dimr DA

s aE (°C)

D&E%%U%ﬁiﬁ%%)Du%%ﬁﬁﬁﬂiﬁ%&%%ﬁﬂ%%ﬂ

B B K é%ME%EKD%%%E%EkD%ﬁD%%D%%%Dmm&ﬁDﬁ
%D%M@ﬁﬂﬁﬁiDﬁ%DW%%D%%%ED%%(
) )
bR R
(%1k1®%ﬁ1__gﬁc®%%ﬁﬁﬁﬁﬁﬁimﬁmﬁmﬁﬁ%

(£2x) Opm: _ - _°C O Bs R E R H & oA o ofER
[%£3x] OftE pﬁC®ﬁRﬁ%ﬁﬁ%#=mﬁmﬁmﬁ&%
CLEN O X . oC @EAERE BERA 0f off oDfRER
[#5x) OfER: pﬁC®ﬁRﬁ%ﬁﬁﬁﬁluﬁD%Dﬁ&%
[26Xx] OB : ;ﬁc®%$m%ﬁ&%#:mﬁmﬁmﬁ&%

o
=
o
(&




e 8137 1

(EREREH D% FALH)

o6k B4 F R,

(%7&]@%&‘%:*-
[#8x) Onm : N
(%9i]®%ﬁr_;

[#10%x] Oz -

(FUX)Omm: .
(% 12X)Opm: .
[Z1B3X] Dmm - "
(%14 %) Opm . .
(%15 %) Oy .
(#16x]) Dpem - o
I#Ux)Omm:
[#18%) Oim .
[£19R) Opesm - .
(%20%)Omim: .
(%20 %) Opom - .

(—BF BEME B R

°C QEb R A k48 o
°C OBEAE A 548 A0
°C (DEE B Bk 4 4548 o
_ °C Qws k.
°C QA

_°C Qrem
_ °C OBE AR fa M 48 Fo

_°C Q&
°C @k

_°C @Bk
_°C @#A

R RE)

AR S5 48 Fo
RIESRH 848 Fo
_°C ®E*H-\r#kﬁmﬂu :
Y

HIEH B ARE Fo

gm%%%:
°C QOB AREA Bk Ao
RIEH Bk o
AEA &K 4 Fo
°C OB HRE A Sk 4 Ao :
°C QAR A R 48 Ao

0F Of Ok

‘0K Of offg ik
‘OF O Ok

OF O OftE ik
OF O ok
OF O Ok i%
DA Off oftg K

‘OF Of ofg

0F Of ofE ik
oF o O R JE Ak
OF Of oftmik
OF Off ofmik
DF O oftmik
OF Of ofimik
OF Of ofm ik




T A4 7%

TPOXX® (tecovirimat)ﬁi A

L fiMﬁﬁﬁ’é”)%E%iﬁ%% BEREAEH ( &, 4 HIV
A % £.CD4<200 cells fm’ 0 @ fE R EIE 24 B IR
‘%?%ﬁ%)‘%%ﬁﬁ(ﬁﬂ%’ﬁﬂTﬁﬁﬁ)‘@ﬁ&
" Lk R R HRE éi’é%éﬂi%ﬁ;j'ﬁﬁxﬁ%"%%/%{/% ) %18 A

ﬁﬁﬁ%%ﬁ%%@%%?w
(s TPOXX ®(tecovirimat) 925 B4 F A EF £
ﬁEiﬁﬁ%%%%@%%?ﬁ)

ﬁ%ﬁ%%%ﬁm@ﬁﬁﬁm%&m%
(ﬁﬁﬁ%mﬁ%mﬁ>

RS E LB TS
@ﬁ@ﬁﬁ?&%*%%%%%%oao%%g

LT R sk R B T
b )

wwm B BRI (&
fﬁﬁ%%ﬂ%%@%%

@ﬁ@%%iﬁﬁﬂﬁ’W%i%ﬂ%%*&&ﬁﬁﬁ%%
( https://adr.fda. ov.tw/ ) wirmmE TREEE — AR E
BEERTHELBER TS

ﬁﬁﬁﬁﬁﬁﬁ’@@@%%¢m£%&%%
%ﬁ%m%%ﬁﬁﬁ%ﬁmﬁ%ﬁ&%ﬂm
wIG A E -

10






R
e
(53
ron

-4 L S )
Wed EwR e ®aEl | o«
EEE  stow | el |
#gw | He | wWeR |
] K |1 8 &
cu | o (Regd | »
e P S R
WK | <Lt . -
E3 - AEEE R | o
WEE | ey B k=]
LHI ¥y | EKR ’
Swed | ew | BELE) s
M o |uodeR | wEl | 4B
& o4 gwy | 'mEw | o
N oge R eRR| orE | €
' | ok |atlea e, 2
K| op | R | GOE D | s |
g, < | T | Ba &
T | EHR € g0 x|
| iRl | OGE | e | g
WOE T O B e | &
I R A T R g
® | Gk | e | woel |
LI I ST
#| - NEN | e | BRE | BRI
9 | FHEENE | miea | - o | Ha
L o P AR TR =~ - -
B | e | iy | SR | S
s R | iRt | ARRSK | .
W ARl ol | SRR | ey
S| SR | e | RS o SR
oo | R X ey | o EEE | e
B EH | ol | AT | G
W | el | joyome | Drm | RIAE
{ 'l 0 g !
8| & % ok % ok




