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Introduction to FDA's Rabies: Developing Monoclonal Antibody Cocktails for the
Passive Immunization Component of Post-Exposure Prophylaxis Guidance for
Industry
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Abstract: Rabies is an acute infectious disease caused by rabies virus, timely administration of rabies post-exposure prophylaxis
(PEP) is effective in preventing clinical rabies. PEP consists of washing the wound, administrating rabies vaccine and administrating
anti rabies virus immunoglobulin (RIG) in and around the wound. Due to various reasons, the use of RIG is limited, and its global
use rate is less than 2% of rabies virus exposure. Therefore, anti-rabies virus monoclonal antibody cocktails are being developed as
an alternative to RIG as the passive immunization component of PEP. FDA issued Rabies: Developing Monoclonal Antibody
Cocktails for the Passive Immunization Component of Post-Exposure Prophylaxis Guidance for Industry in July 2021, which aims to
promote the development of monoclonal antibody cocktails against rabies virus. The guidelines put forward many detailed and
specific suggestions for the study of monoclonal antibody cocktail against rabies virus, including the key points of clinical and non
clinical research and the design of clinical phase III efficacy trial. This article details the guidelines, expected to be helpful to China's
research and supervision in this regard. It also has enlightenment for the revision of Technical Guidence for Clinical Trials of New
Anti-Rabies Virus Monoclonal Antibodies (Draft) in China.
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FHUE N AR B fa R 75 8 3 1) R s PR AT 70 A ik
R T T TR PR 56 A , 3k % 100 44058 1 77
B Pk SN R Ry, DL AR A B R v M
Ft SR Ak 5 HRIG AH 24 () v A0S 1 5, 22 3 ) B
i 7L P B 5 HRIG AL ZE T2 26 B AIG L 55 14 R
15 TG 9% B 1 1A PR X568 A 2 4k 5 HRIG AH AL B8 5E
i ) RVNA ZK - 78 A 2 1 1 T R 5 T 5
HRIG L, BLH RVNA K (R 7 RO H A AT
PEo SRTAT, BT 06 45 (1) 77) B 7 A A1, DA SR 6 %2 1 10
I PR 56 v, B2t 5 HRIG AH Ll B A% 7K S #0928 1
FH.

4.5 PHMEXTERLBAIER
TR 26 EHEAE R 5 1, BT AT DUAE B e B

PUAR G BB AR & HRIG, HiE A N AE 2 95 10 52 iR
s F HRIG At AL, DA 78 20 ) 2 At L.
SR ZEFE KRR AT B K 1956 o, mT LAf#E B HRIG
& ERIG 1 4 BH P£ XT B8 41 Cactive comparator) , L 4%
PR TCAE R A7 05 % o AR F 70 B i 0 %o HRLZE 1)
TP, 25 R M 4 BEAR v DL B SR B 24 b
IIRIR 28 M0 6 3 IO BEN o il R E N FE I R IR 56
Bt B B 0, 5 FDA S EAS [F I 78 b s e 3%
BH X HEL2H

4.6 FTHER

BEUCE B SR T OISR - (D ERE 1 72 A
B RVNA 5 2 1, 5] S (BI85 7 KD, Bsa bk
UG A 5 RIG #2532 # [ RVNA KA 2. (2
BT [ AR XS R 5 RIG 252 B X M AT H0AH 24
P AT @ i g 5 S 1 RVNAZ=0.5 TU/mL
(WHO FH A I W7 92 1 78 43 I 2 1) IR AR 1) 52 X3 B
BIVF Al o X F B 4S T 5 B RVNA K P iz (€ T
0.5 TU/mL [ 5 o B 0 R XS 2 8 7= i, 1T AE 26 14 R
B 28 R T#. St FHRMme 7+ 55
RVNA 7K °F # 3T 8¢ & T 0.5 TU/mL ¥ 5 50 B A
X AP i, RLAE TIUEA 5 5 B HUAARRS IR RVNAZK
SPRIVEFHIZ /N T 0.5 TU/ML (5 AN 2 38 1 J5 ) (0 F s s
[) s 2% B T (B FE PEP HUR JG /0 1 FE 3%
BHERIFICT . L ABLE ANIE R IE T 1) R A 5
[N R SR o
4.7 NIEFE AN IR BT E)

ZAR I N B 15 52 R 20 AR, DU I R %
FETDRGL . RLid sk 2 8 iR M4 (E B, JF R A
A2 75 5| R ATS W A%5 B AT AL R R FEE CRLHE
2455 B8 ) 22 % A1 PEP JT 46 22 8] 6 s 18] 18] B , DA R
TR RS FREE R . HE AN RS A
2% 1 LA 8 H il Sk v I 2 57 IS I RIRAS
RN I SeE 45 0 TR a8 i AT B OCE 2. A, Wi
N BT B P O A 75 R L IE W PEP, JEESS T
PEP It} 7 LLid 5% .

4.8 & FIHT

BRI B % ALHE AT BT AT A WL E
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4.9 MEIHTBEE

KTt i k% &, i AR 225 FDA
CHRAE N FH 24 5 AR P ] ot A 80P I PR IR 9 ARk Al
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= LA 1 AE 5 R PE FHE AN I 10% I PR | — e aT
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0.5 TU/mL 15230 e AR5 mr o 9 an s 75 1 TR 52
97 R4 A NBEFR, 116 51 52 3 & BE WL % 52 2 Fh
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il 52 33 1B RIS . 2 2 R AN ATk G i, O N Y
fifRE 25 AR 1 SR IR 9 S e R e T B2
WA I ZORE . HEBR Z R H s s A B T 5 45
RS2 1 B, v] BeAEAE D £ BRI R AR 56 ik
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MAFTEFRIE T >99.9%.
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Foo X TR I IR 22 4 M VF Al B M8 ik B, ICH
S6(RIDFE Y, 242 12 AH 5 B J& Jo i i HAth 77 v
WA, Al ik L N sh 40 2R 2 (A i 2145 &
WA AR HERBEATHAL X R
M (tissue cross reactivity, TCR)fff 71 . FDA % i fif
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K A7 S BV . [k, FDA 84 i A
TEFAT G OL R, 75 30 ) B ok 0t 70 WSO ER A K B
SREPUAN ZAEE R
52 XMEE EEFMEFIRNEE

AR N LB ) 2 /0 2 Fo B B o Ak () X8 RV
AR5 R 3 99 2 W B 1 B0 AN ) AR & AR 7 R
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