D
Eﬁiﬁﬁﬁsﬂb\uﬁﬁiﬁﬁi“§§-

O BFE“:POFEFRE © A7 A

e 5 o © xhttp://www. cwm. org. tw OF MPHA %Y F# '\ fex gEEL ¢ VH‘Z-&_
g i'.]i“l j:;gggis;fg; © é‘J:w].lh%lnﬁ-:-% LR ] © Email:society.cwm@gmail.com @iﬁ‘? sEE ¥§ T L :€{ it
© :;;ulé':mnazz ' F i v i vt i e o B e e B el CEXIRR TR AR EXE-EAE
2N o s ©) i HT T © 3 :04-2207-7140 OF T HEBEFEEEEL AR
© P et s poARF 5820988355 © # 540402 5 B AR H LI £ - i '

P O EIESTE-1CEAR B BUTHIET &

SRR PR T
_Lf_k.fﬁ?:[j-_t‘ P_ff-l ?ifuf%f%
B B e FHER
Bk SRS S 4%u :mﬁﬁ€%1
N BB ABRT LGB E S
ot 2zl Vi

FAt € d 6‘€§ﬁ¥kf6
BEicR A RE PR LR
B e B AT UTE (LR B

:x;;y_

LIRS R S
o FHhRRE L R L
S ETRURRRLILERY



http://www.cwm.org.tw/
mailto:society.cwm@gmail.com

naravon ar g Nmrvn A0 Wasty R

1'%%— § “Iaﬁfw—mf‘ﬁﬁé%..ﬁ NG X3
$TRATES S

\x'

T ‘

FRQERE BRENH B +REWEE BRI
FIPAHIREE B = 19 B BT

-2 R 2 S (WHO) @ R AT A p A R 21
|ﬁ£%§%@i#ﬁﬁﬁﬁ%°ﬁﬁiﬁi@
i SO R € 3 U E T et SN R fw:‘)i |
.ﬁﬁxiﬂﬁﬁogifJQ%l FEH

| o erdd 3% > B e & p W we o T* ¢ 5]{51 %%"

A CLBAPM B AR A R >
MBI AESIBEP L | RRARBE DA R P AR LA R R R mﬁ I
B EEE .%@%&*-i’mﬂ\wéimfﬁﬁﬁfé’i
[ FoE EALBT A B e 35535-335 » H 3 5l 4e
g %z % S N AL i%‘ét)?-]%m Fomaalgiga )
==, T A ARk
POy R T A A
2. B i b EEGEE Lt ta IS LR g\_!
wd 52:6/18 rﬁk%‘i%'i"\ﬁ:i&_‘&gg PEK | A FERA R R T ﬁwx% @i s |
TVRY | 0 BRAEIDI .REREEFLS R > RABAIS RS TRE -
| Z_ T{'_Q }'} o
O e
2 :6/26 T BB F AR EISFAW R




65 18H(=5H75, . ruﬁrﬂ1ﬁuéﬁEELPLU__%ﬁzso%t
13: ”~17 00 . A% B -8 i L8

ISBEI - BERFILR

EMEBEIL: BRBRFPBHCFT - EBPOHESRET SHERALCTEBRPEN

HHEN: PERAPEHFCFTEAMST - KSMPBEIQF - ST PEFCT -

SHRTEZEREZRET
12:50 -13:10 E IS )
13:10 —13:30 3]—:; 2 g— ;Ff‘ 4 =3
L HE DT e A AEE LE
. . . : :imgﬁg} '?‘\ ;E 3 = ;\K_: /q__
13:00- 14:30 o FREERELFR i A L2
&2 REAT AN F
B P oo gr A ® %
B 2 em o7 PR SE gE 2% *ﬁ?’}é’tgﬁgﬁ Ayi*ii?g?%fs
14:30-15:30| ¢ F A AR ER LS R b hRELFRY F
ET@’H"J‘_% f‘."b-ﬁ b BEFL\FEF%Y’%Fm?P IR
= ﬁgﬁi
15:30-15:50 Coffee Break
ERES %5?*
4 5 s 7 E s = F
15:50-16:50 Erﬁﬁ‘%f R BRAGE BEF
LA FREAELFR TEEFEET
B iR R A‘Pﬁ]’?’ut‘ ?5“'3
16:50-17:00 BAfetm B § B4 FgEFF 2 ¢ Wi 2% &

wiR FIRBRIELL: https://forms.gle/4y4YQQiJXZRRRTANS
> .?&&i‘?i*ﬁ&‘ ¢
SR FH G HTHA T 4B= 4007 **ZIKH%E%LK@E%%**
VO e HeT A A 28k= 2007
VEVFE AR IR R P

> FLAREHE:

1.3 Z# 0 p:111E05225p (= )ak o

2. BT

>B AR FEFog >LHP TELFEE
7 +:08-751-0096 ® % :08-751-8038 % 3% : 04-2205-3366 #3119 @ J : 04-220-77140



https://forms.gle/4y4YQQiJxZRRRTAn8

¥ For intagrauon 1\' N l‘lbd\’iﬂ'.’!fc LTI P

Evaluation of the BNT162b2 Covid—19 Vaccine in
Children 5 to 11 Years of Age

Emmanuel B. Walter, M.D., Kawsar R. Talaat, M.D., Charu Sabharwal, M.D., M.P.H., Alejandra Gurtman, M.D., Stephen
Lockhart, D.M., Grant C. Paulsen, M.D., Elizabeth D. Barnett, M.D., Flor M. Mufioz, M.D., Yvonne Maldonado, M.D.,
Barbara A. Pahud, M.D., M.P.H., Joseph B. Domachowske, M.D., Eric A.F. Simdes, M.B., B.S., D.C.H., M.D., et al., for the
C4591007 Clinical Trial Group*

From Duke Human Vaccine Institute, Durham, NC (E.B.W.); Johns Hopkins University, Baltimore (K.R.T.); Vaccine Research and Development, Pfizer, Pearl River (C.S., A.G., B.A.P., U.N.S,, .M.,
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(S.L., N.K., L.C.); the Department of Pediatrics, University of Cincinnati College of Medicine and the Division of Pediatric Infectious Diseases, Cincinnati Children’s Hospital Medical Center,
Cincinnati (G.C.P., R.W.F.); Boston Medical Center, Boston University School of Medicine, Boston (E.D.B.); Texas Children’s Hospital, Baylor College of Medicine, Houston (F.M.M.); Stanford
University School of Medicine, Palo Alto, CA (Y.M.); Children’s Mercy Hospital, Kansas City, MO (B.A.P.); the University of Colorado School of Medicine and Children’s Hospital Colorado, Aurora
(E.A.F.S.); Hospital Universitario 12 de Octubre, Madrid (P.R.); Medical University of Warsaw, Warsaw, Poland (E.K.); Tampere University Vaccine Research Center, Tampere, and PEDEGO
Research Unit, University of Oulu, Oulu — both in Finland (M.R.); Vaccine Research and Development (J.L.P., H.M., X.X.), and Worldwide Safety, Safety Surveillance and Risk Management (S.M.),
Pfizer, Collegeville, PA; and BioNTech, Mainz, Germany (E.L., O.T., U.S.).

Dr. Gurtman can be contacted at Alejandra.Gurtman@pfizer.com or at Vaccine Research and Development, Pfizer, 401 N. Middletown Rd., Pearl River, NY 10965.

*A list of investigators in the C4591007 Clinical Trial Group is provided in the Supplementary Appendix, available at NEJM.org.
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BACKGROUND Abstract

Safe, effective vaccines against coronavirus disease 2019 (Covid-19) are urgently needed in children younger
than 12 years of age.

METHOD

A phase 1, dose-finding study and an ongoing phase 2—-3 randomized trial are being conducted to investigate
the safety, immunogenicity, and efficacy of two doses of the BNT162b2 vaccine administered 21 days apart in
children 6 months to 11 years of age. We present results for 5-to-11-year-old children. In the phase 2-3 trial,
participants were randomly assigned in a 2:1 ratio to receive two doses of either the BNT162b2 vaccine at
the dose level identified during the open-label phase 1 study or placebo. Immune responses 1 month after
the second dose of BNT162b2 were immunologically bridged to those in 16-to-25-year-olds from the pivotal
trial of two 30-ug doses of BNT162b2. Vaccine efficacy against Covid-19 at 7 days or more after the second
dose was assessed.

RESULTS

During the phase 1 study, a total of 48 children 5 to 11 years of age received 10 pug, 20 ug, or 30 pg of the
BNT162b2 vaccine (16 children at each dose level). On the basis of reactogenicity and immunogenicity, a
dose level of 10 ug was selected for further study. In the phase 2-3 trial, a total of 2268 children were
randomly assigned to receive the BNT162b2 vaccine (1517 children) or placebo (751 children). At data cutoff,
the median follow-up was 2.3 months. In the 5-to-11-year-olds, as in other age groups, the BNT162b2
vaccine had a favorable safety profile. No vaccine-related serious adverse events were noted. One month
after the second dose, the geometric mean ratio of severe acute respiratory syndrome coronavirus 2 (SARS-
CoV-2) neutralizing titers in 5-to-11-year-olds to those in 16-to-25-year-olds was 1.04 (95% confidence
interval [Cl], 0.93 to 1.18), a ratio meeting the prespecified immunogenicity success criterion (lower bound of
two-sided 95% Cl, >0.67; geometric mean ratio point estimate, 20.8). Covid-19 with onset 7 days or more
after the second dose was reported in three recipients of the BNT162b2 vaccine and in 16 placebo recipients
(vaccine efficacy, 90.7%; 95% Cl, 67.7 to 98.3).

CONCLUSIONS

A Covid-19 vaccination regimen consisting of two 10-ug doses of BNT162b2 administered 21 days apart was
found to be safe, immunogenic, and efficacious in children 5 to 11 years of age. (Funded by BioNTech and
Pfizer; ClinicalTrials.gov number, NCT04816643. opens in new tab.)
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research that has yet to be evaluated and so should not be used to guide cllnlcal practice.

Abstract

Background: The highly transmissible severe acute respiratory syndrome coronavirus-2 (SARS-
CoV-2) Omicron variant is a global concern. This study assessed the neutralization activity of two-
dose regimens of mMRNA-1273 vaccination against Omicron in adults, adolescents and children.

Methods: Neutralizing activity against the Omicron variant was evaluated in serum samples from
adults (218 years) in the phase 3, Coronavirus Efficacy (COVE) and from adolescents (12-17 years)
in the TeenCOVE trials following a two-dose regimen of 100 ug mRNA-1273 and from children (6-
<12 years) in the KidCOVE trial administered two doses of 50 ug mRNA-1273. Neutralizing
antibody geometric mean ID50 titers (GMT) were measured using a lentivirus-based pseudovirus
neutralizing assay at day 1 and 4 weeks (day 57) following the second mRNA-1273 dose,
compared with wild-type (D614G).

Results: At 4 weeks following a second dose of mMRNA-1273 (100 pg), the GMT was reduced 28.8-
fold compared with D614G in adults (218 years). In adolescents (12-17 years), the GMT was 11.8-
fold lower than D614G, 4 weeks after a second dose of mMRNA-1273 (100 pg), and compared with
adults, were 1.5- and 3.8-fold higher for D614G and the Omicron variant, respectively. In children
(6-<12 years), 4 weeks post-second dose of 50 ug mRNA-1273, Omicron GMTs were reduced
22.1-fold versus D614G and were 2.0-fold higher for D614G and 2.5-fold higher for Omicron
compared with adults.

Conclusions: A two-dose regimen of 100 ug mRNA-1273 in adolescents and of 50 pg in children
elicited neutralization responses against the Omicron variant that were reduced compared with
the wild-type D614G, and numerically higher than those in adults.
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