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1. &

AZE &F71H Z8 ko] 2] 2 (human respiratory syncytial virus, RSV)& E&
AFolA A AMAAS=E FIPst= 7= FH(lower respiratory tract
infection, LRTI)2] ¥lolH, - Folol= wuz AHAL 5 e TF 2A

2 Adlel 45, wkE
%7& (subclinical) 7+
7

]
ZF(URTI)o] dubdoln, 1 WglE ¥3
G FHEE/GAZe T

-2 el A
ot AdgAdH oz A H Ao, RSV

RSVE 4o ZFH o] A8 Fa oo, 1wk 654 o] 41 dds 7 R 4
oFgt 1AL AARE SR olojAH, T4 A JAEFAAE A} AAGE] 2
Aot A o] HAA F83 BAA = AAHI A ARAY TF5 A%
T AP A H VIAES F =8A A 7]sd Aoz Qs SUhekH, o
2 vlolg & FX e AHo| JT(1-6). TEFH 1A A RE ol W THH X A} A
+~ BHY W RSV 4 9 & (nosocomial threat)o] METH7). = E& H o]
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2. At T2 AE
2.1. 3F7IAIZ&lo] 2 2 (Respiratory syncytial virus)

SE7IMEZgELolE 2(RSV)=  Pneummoviridhe™ (F}),  Mononegavirales=(H)<]
Orthopneumovirus= (J&)°ll £33t} o] &ofl= <QIXF RSV, 4 RSV(bRSV), A X/ #|
Hulolg] 27} E3E T RSV H] gl (virion)2 SFAME Ay Aato| A Fig A
Ao 92 x4H FIEFHLPANEZ A ETES). RSVE 15,191~15,28871 2

S QEolEE FAH O Jtae v E- SA4-4l 2 (negative-sense) RNA

ﬁiﬂ%— AU 1 Ak, 9).

RSV &3 & 3709 9 (transmembrane) W BHEWS Yl o, Fz)
FERE GRSV-G) 2 ¢ G A F(RSV-F), 22 454 (small hydrophobic)
F e Z(RSV-SH) ol e}l A H .

Hl(FF) =8l Z 4 3} Matrix(M) &% & (non-glycosylated matrix M protein)©| €] 3]
QHEo] W EX3TE RSV-GS RSV-F= Aol F8 ®Ho|n T Wolgdd
(protective antigen)©|T}(8). 574 o}H|:=4to 82 FAE RSV-F&= class I T2
2ZA, wvlolgdxe AYH FEA(syncytium) FAZE w0 F ol FA
(heterodimers) 2 ©] Fo %l A=A (trimer)E T-43t= F1 ¥ F2&2 &3} H
2 ZW| RSV-F= ¥ 6% =5 4] €% & FE2 A3 o|dst= =<t
A A Ql(metastable) 5% A FEHEZ EA . RSV-Foll&= 319 A 4 57)
of e dd F97F Aok 30070 oprlite 2 FAE RSV-G= &FaH
(oligomer)E FA k= ACE HO|XTE, oA e ARFAl ¥ H(tetrametric
form)7} mpolg 274¢e] Auj Al F2JAA AF= dHAA FAUT. o] G o]
wHse @Al = dg A sy, RSVIE 5 1L JYstes 5 v
7] &<(decoy antigen)®] H&S & 4 ATHEG). RSV-G= CX3CR1 ¥ th& o

A3t HEAET + Ao in vitro vt 2 1Y B FAL 93] BasAE ¢

1_121
on], meba AE R gojAe] Fe 7)5H Qe A7 Fo] YTk RSV-G
= oaEz ZzAgEgon, FHgA EA9

0 T BE FH(central
A

conserved domain)e =X BAL Z Deo] FA-FAF G Y (mucin-like
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S AA=
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otk Al4o}, o, ofeol

A =AY (ontogeny) ¥ ©]
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A B2 g2y dA o

éo

il

o]Z CD8+ AlE=4
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E
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AYA
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A ZF(immune correlate of protection, ICP)7}
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FI-RSV) W41 (33)& &S AFA Z3oh RSV A ol gt o] & w32
VAERD(vaccine-associated enhanced respiratory disease)°|2} WAttt =2
H-EZ3HFI-RSV) W4le] thek = 23 731 o] & thAE RSV WAl 7S
A el stAth. VAERDS] 5+ 744 8 EA4o] A HA oW, b3 o] aofd
At

WA, H3 T52 ddo] BT 7R ojd Fot A dATA 4ol w
=29, ol e AHFAANAN F-RSV A FAVF FL3]
Al 17 (complement fixation) ¥ ELISAE #<l], T3 2 §&-JA A=
Holx @AY fFEE v &3 tH(34-38). RSV ZF oz A3 9 FA 29
o #H =% HEHLE AV|E(small airway) WolA WY EZA(immune
complex)d =% 2 HA 4 FAE E‘}iﬂr(39).
Halo] F=3 | efgt SEFA R sl ol Fots
7F HRAAL, AF o)F RSVl A olE0lA S5 28
Asde o Jvkar AR

X?L_
I

B =4, 4 3447 75, A Y 2 2574 dExdy dad, IL4 ¢
IL-5, IL-13€ A4kstE Th-2-8%F CD4+ T-EZ A3 (Th-2-biased CD4+
T-helper cel)Z EAA A= d# 27|48 25 LA ], FI-RSV =+ Hio|H
2> F(challenge)oll A FAFSHAl £HlH FHoE HASH npe-2 FE
A = (cotton rats), FOFA], HIQIZE PAF(non-human primates, NHP)ol| A]
st A== BAE QT HE FIRSV W2l A7 F AFE3E ool AlA #

A s
29 o =AYl AE ZAZBA FE A BIolA FAR BFTA

]

HAxd 9 #H SAFE BYon, HEatA &g Wil g de =714
7 REgo] ol HAHE FWZF VAW eS AASAT
Ty At 1083 22 SERMAY At HubE AdEAe, R 4F
7Mede BHPOM(40-44) THL #FS Sl RSVl tig BAHFTY Aol
SR = ATH45, 46). A, A= AF ] A= RSV WS 93] 37k WAl
2 Gl 22 TR gkt d dAle lod, Hul 34 AdAEA
& Folthd7). WAl FEA E/EE B A F AT AL Z2RY L &
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d2 de AAFH o] ok RSV-H| =& Yoo A1 2] RSV
ol 1y T 5 Wil mepx & F e HiAA=E

E 59, RSV <53 ANLS v} U T4 1757 9]
o] -$- o] Folo] U AYHF & A A= VAERDS #93 Ag F7h7t &

IJ8 Y RSV-1=Z Fo} thde AlE D AFES Ajbstara st & SHWMA
5 T=

=

EE Yols A FHWMALS (1) RSV FFIAE FE5t2, (i) H-F3
(non-neutralizing) RSV @A #+5& ¥3tal, &-RSV-F IgG ELISA 24|
(%) 3-RSV-F 53134 B]& (bindingto-neutralizing antibody ratio)©] 4t 4 o=
wrolof 3k, (iii) Th-2-HEF CD4+ T-A|E HE-go] 5421 Iy =274

EE H3tal (IL4, IL-5, IL-13 2/x=E " AA), (iv) A(live) RSV

HEES FdaliAe Qb Aok B YdAIdoA CDs+ T-AIZE Ef‘s}—t— sl

gk S &3 o] e H3E F5E35HA ¥ FI-RSVEREH FEWMAS st

5 Fv fol vtE3 & 4 ok RSV-50]3 CD8+ T-A|Z7F RSV-HHE A =Z 9] A

AE FZ15tH Thl ¥H&& ST F A= vHH, o] g gk §Eg-o] VAERDS] oo

oA = ¢HAA LUtk #H 34 F7HES VAERDS 1A#A7E Aok
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wgel As B 5 Qo
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A2 FHZ FI-RSV WAl A E 5 #2H 209 A S olA F=3 3 4o B
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A 3 AF D Aol TFI gl RSV WAL OlE 3314 o] del = A
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« WHO TRS 1024 Annex 2. Guidelines on quality, safety and efficacy of

respiratory syncytial virus vaccines
« WHO TRS 927 Annex 1. Guidelines on Nonclinical Evaluation of Vaccines

« WHO TRS 850 Annex 3. Guideline for good clinical practice(GCP) for clinical

trials on pharmaceutical products

e« WHO TRS 924 Annex 1. Guidelines on clinical evaluation of vaccines:

regulatory expectations
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WHO TRS 987 Annex 2. Guidelines on the nonclinical evaluation of vaccine

adjuvants and adjuvanted vaccines

WHO TRS 822 Annex 2. Guidelines for national authorities on quality

assurance for biological products

WHO TRS 978 Annex 2. Guidelines for independent lot release of vaccines by

regulatory authorities

EMA, Guideline on the clinical evaluation of medicinal products indicated for

the prophylaxis or treatment of respiratory syncytial virus (RSV) disease

WHO Guideline on transmissible spongiform encephalopathies in relation to

biological and pharmaceutical products
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S rhaE AEL Yol AEE AZLAL AH AF AWAX AZ Wk A
o) At 8¢ A5 (E= PDL)E AR 2okA el &

FNE, nfAHAME L T AZEAZLYS AW in viro AL AZAH7}
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ANEE 7T F . vt ELY, A2 ELY 2 AT ANEZE AE
ojebs Adbell ALgE= AEZ1E el Thol el (A eFA, 2010)014 7] E s
upe} o] Al -#e]Eofof k(7).

A2} M Z(primary cell) =& F8 TS AMESITH, FAlE A 2H®HS ARES] A
Abaf o ?er( 7). AT ,AEFAA WA HI7E 7ho]l =8l (4 9F A, 2020)
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o2 AP AE RSV-PI A2 3= Agsl7| =2 AT dGAIEel 55
M= b Ao =7 Al S0 e, FHqE RSV-imE A FHEAR A3
A= RSV WAl HEd AIFdAE Al 2lshoF 2t

2. HYYAA AF

211 AAQAH HY
21.1.1. Z3}3HA]

A RSV 73 £ TE2 FEHE AANAT(T7, 78). A= ME7|He] g
<, vlolel = FAAY vlolg A, I8]3l F 3 neutralization)7} EA| o o3 =
A E7F o Fol] dg ARE, B4 AL B9, 1 F3F w25 71AEH,
A8 AlFafoF &Th(79, 80). F3F &A= RSV/A(Cl: A2, Long, ¥+ Tracy)
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