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Efficacy and safety of recombinant human anti-SARS-CoV-2 monoclonal
antibody injection (F61 injection) in the treatment of patients with COVID-19

combined with renal damage. a randomized controlled exploratory clinical study
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cal Research Center for Kidney Diseases, Beijing 100853, China)

[Abstract] Objective To explore the efficacy and safety of recombinant human anti-severe acute respiratory syn-
drome coronavirus 2 (anti-SARS-CoV-2) monoclonal antibody injection (F61 injection) in the treatment of patients
with coronavirus disease 2019 (COVID-19) combined with renal damage. Methods Patients with COVID-19 and

renal damage who visited the PLA General Hospital from January to February 2023 were selected. Subjects were
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randomly divided into two groups. Control group was treated with conventional anti-COVID-19 therapy, while trial
group was treated with conventional anti-COVID-19 therapy combined with F61 injection. A 15-day follow-up was
conducted after drug administration. Clinical symptoms, laboratory tests, electrocardiogram, and chest CT of pa-
tients were performed to analyze the efficacy and safety of F61 injection. Results Twelve subjects (7 in trial group
and 5 in control group) were included in study. Neither group had any clinical progression or death cases. The ave-
rage time for negative conversion of nucleic acid of SARS-CoV-2 in control group and trial group were 3. 2 days and
1.57 days (P =0.046), respectively. The scores of COVID-19 related target symptom in the trial group on the 3rd
and 5th day after medication were both lower than those of the control group (both P<C0. 05). According to the
clinical staging and World Health Organization 10-point graded disease progression scale, both groups of subjects
improved but didn’t show statistical differences (P>>0.05). For safety, trial group didn’t present any infusion-re-
lated adverse event. Subjects in both groups demonstrated varying degrees of elevated blood glucose, elevated urine
glucose, elevated urobilinogen, positive urine casts, and cardiac arrhythmia, but the differences were not statistica-
lly significant (all P>>0. 05). Conclusion F61 injection has initially demonstrated safety and clinical benefit in trea-
ting patients with COVID-19 combined with renal damage. As the domestically produced drug, it has good clinical
accessibility and may provide more options for clinical practice.
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Table 1 Basic conditions of included subjects

ALY ] 4(33.33) 2(40. 00) 2(28.57)

BMI(kg/m?) 25.57+5.42 23.53£3.006 27.0216.46

PRI S [ %) ] 3(25.00) 1(20. 00) 2(28.57)

B I IERBERLHI )]
[N 7(58.33) 3(60.00)
L 3(25. 00) 2040, 00)
O I A 9 3(25. 00) 2(40. 00)

I A RE DR B 43 () 5.67+1.37 5.80 % 1. 30 5.57%1.51

g CT LA (0]
i 4 % 1(8.34) 1(20.00) 0€0)
Jili 5 7(58.33) 3(60. 00) 4(57.14)
it ¢ 45 I W s AR 4(33.33) 1(20. 00) 3(42.86)
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Conversion to negative SARS-CoV-2 nucleic acid

testing in two groups of subjects
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Table 2 Baseline and follow-up of infection, coagulation indicators and blood creatinine in subjects

T H Js8 s it BE 4 R4l
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D8 6.04(5.30,8.64) 6.21(5.42,8.30) 5.86(5.34,8.81)
N INE R
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C i 4 H (mg/dL)
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& H (ng/mL)

DI 799.95(614. 55,934, 08) 372.00(116. 40,799. 00) 831.70(758. 35,1405. 50)
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D8 0.95(0.48,1. 41D 0.40(0.37,1.47) 0.99(0.76,1.33)
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D15 210.95(137. 57,452. 20) 247, 40(145. 70,487. 00) 174.50(131. 15,399. 30)

2,27 FREH OMRHEBREGKR A R B
K AAE D » LB AERETE 3 A v 0 52 3603 AR A B
KA LR 5 7 ZUE 255 A REFF

B P R AR T L DR R T L R R R T LR
BRI DAY AR, ER LG E
X (P>0.05), HrmmpFtsE 2 f 6. 67%) . H



= R Y i 24 A 2024 4E 3 45 23 #4545 3 ] Chin J Infect Control Vol 23 No 3 Mar 2024 e 263

HHEZE 1 1] (20, 00%0) iR BR 41 1 1] (14, 29%6) 3 JR
IR Tl B 3 (25, 00%) . Horp X B4 1 il
(20. 00%8) iR 2H 2 1] (28. 57 %) 3 JRIH J& T & 1 4]
(8.33%0) , Ik 4 523 # (14. 29%0) s JRAE BRI R B A
FHAE 1418, 33%0) s Xt BT 3233 (20. 0026) 5.0
BERHHE 1 H1(8.330) AR 4 21 (14. 2900)
P=0. 4132320 E BEAE B A I e vk s B, F 2 )5 56
15 KO LB R B A b 845 OF PRt 35 8, SO 745
il L 2B YT 5 5

3 g

AR5 S — T BEAIL X BRI AR, ) 2
At COVID-19 & B 451475 18 5 () Fo1 1 i iy
A RCPE R AR R Fol SN I R FE A4t T
AT .

R 5 i 2 56 AR B IR YL 297 ) GRAT 5
JURO S HEFE M BT B IR 9T I AL R I AR5 /A
FEAR T3 FrBE AR YT B 2% K 8 L B 5 B BLAR IR IT |
[E COVID-19 Ay BRAE 1 e & 35 2 I 1L 3% 3R
JPAED HLA ORI M I BR T R DT A L
B 0B R AT RS 2 S A A I 107 %A% e 9 By 3
Mf S a Ay . BETE AR 75 45 1 BoR  Fol ¥ 3 R % 4
M SZ PR AT L 25 Fol i IR IR 2548 8 7 2% B 4
B ARSME 5 B A0 3G 95 5 PR IS M 500E . 600,900 mg
AE T 7840 PR UE X Omicron BAL 5 &L 3R 97 &R .
B R AT B R A /S T T vk I T R
B ZIR T A AURRAIR T B2 W COVID-19 (B (9%
B AE B iR IT B AOR B TR . LA
Y1 A AN R S 1 e EE R R S B o R 2 T v
B e Fol FEIRYT A I FERE B KR X T
SEE TR YL 5 R A T IRUBR: 1 5 45 405 R R TEA
Fo1 3677 31 56 108 8800k F 4 4k o 5 A 1 R A 1 .

AR I AR AN 12 B 5230 bk 1 Bl
ZRHE HERAN 1 BN E A, AT .M
2R A B R R s e T . A2
W TR A A A () B B o B L (R B G it
255 . AE SARS-CoV-2 ¥ [ Jy 1, W 20 52 il 35 7
NG 3.5.8 RIYH KI5 7 0 A fF
FEA 2R 5 A e — 3 M 5 P R A 45 X 50 41
2 i) Bt R4 1 B2, RS R R AT K
o7 FH SR 28 004 R0 A 6 . R 3G ALIR YT R T 38 54 B
I ) X B AL, 2 A S8 . PR RS
S FO1 T 55 0T 58P 40 535 2 A2 4 20 i

SOR 25 T EAE s R R T RE R A
Il PR S B #4E

AHIFE RIS 56 T A E 1 B FRAE AR 2 A L
FILR R AESR 3 R 5 RIIEAR KT
XFHRA . WHO 10 3 55 90 g ik g 1 3207 7y 28 1k
WRZAE NN YA U AR 22 S R gt E
S X SET] BE R T AN R R 43 B A R R R AR
TN, AL A7 R TR R BE I AR bR A R T S R A
T R n] R 5 R TR A T e B AL PR I L R
WG BAFA G, il AR E e 52 AR 2 Oy T, X R AH 2
151) K8 TE W 5 40 1) 3 I g i k145 O g s R
o T 2 A 52 1 34 3R B Ry S Y B AT /DN

Fo1 J& a8 h A BT A, A 6] T8 R F ) 58 O
TR SR b A S A TR 5 R BT A AR A8 1) 3 i 7
14 XURSE T R M I o AR B0 o RS R R A
TCSRAE AT R A5 o F PG 2 55 2 17 00 D00 A 1 R
W52 E 4 4. TEM Fol WG mad f v, 21K
HIRFRHEATATA B G 0F BT B B WA 2 1K
F I A [ A 32 OB T v L DR 2 W T BROIE D T
R B IAVE SO R H L ST 2 R AR R
RGO R BOE AT AP LR R I i 25 7,
AWFFELE R R AR TR BE YT O 22 A Fol i
SRR 035 B e B IR S O B BB e 1 O T
IR B8 R W T A9 A TR B AR S D A el R S
-2 T B 17 NI £/l g o

B Rt COVID-19 B35 5 it Jie 2 d A i % . A
LR T A A4 32 3 1 4 T O B et AR 53
TGS TT J7 58 ) GRRAT 8 JURBO HEFF 19 8 KL T 2% 1l
HAEH R IE AL B RS 25 Fo i
PALORIE T A 32 1808 24 RB 15 21 A 0A 9T« AR M R B
TEREMZG. AW ER, A Fol SR
Je R4 T B B 52 1 H SARS-CoV-2 %R %
B[], 2k 32 COVID-19 i . A B, B4 Fol
SRPVR S W S U TR AL A R I T el A S e A DG
fEAR . B AR R B2y ™ R R F A
R WK W B3I RS A i —20 R
T2 et  HER FO VR SR IR PR AT )

AWFFR BT BAE T LUE BT ko FE Ak, 78
I H RGO 25 ) e KA Z B B Fl 4 $2 T
WEMNAE . [6] I 5 6t s 7 H ATATY H¢ B2 A7 A6 X T 5 I
TIRESZ 40 0 KB 0 ol A o SR e 1 o P R . T gk
FH0RT E 25 ) Paxlovid i N AS &2, 4K IBOE E K,
HM % 28 % . 1 Molnupiravir #i k% 8y 5 52,
B s TE AT I A] e R HEAE 250 E = i D2



72

e 264 - o R Y I 2 A 2024 42 3 A8 23 %5 3 ) Chin J Infect Control Vol 23 No 3 Mar 2024

g

Paxlovid, {H Fo1 E Jy = 7= 418 25 by Il K /& 3 BOiA
BT BT B R A Sk, R A2y, 5 T
i S PRI R0 38 2 32, 38 0 0 AR D 24 1 3 3% L 4
WEFE 259 HL AT B4 04 11 PR N, i 5. A BF 9 4 iR
pilot RCT ¥ it BEARFEA /N (AT 45 H = 0B
S35 FE IR B 2 Fol BT W) A A A bE A
ol MR — 2 KA R IR TH 0. A
TR I R AN B . RAS SR A7 AE — 2 B .
J6, T RCT UAE B .0 P&, H COVID-19 J& +
i B 14 5 995 » AT 5% T i B ] 52 B R B A B B R
NBEARH ZAE 1112 308 IR IT - A4l B 25 e i
KMEAHE— Y e A . LUk, DR J8 35 I IR
AR A B LR X R IR T ROR X 22 RS2 IR
S s B2 IR I DR 43 1 22 B0k i 7, B A T )
oA K 5 TR B E IS L I 2 B A T RE AR A5
Z s HRMA A (>80 %) B % B ekl g
BREDIRE T R LR R R 2, G R E £ 6, B
RO FZ AR BRI R 2. H I, 4 )5 M BE 5%
R ZY KFEA B I 90 A [ I A 43 Y B 5 K i
AR B R DL AT M PR Al Fo 1 (97 850, by I IR
T B ALK

Fo1 {4 72 16 77 COVID-19 4 Jf & 4t 5 /&
IR R R T T AR S T i 22 Y i A A
it — IR IG R . 5 R E [ 25 0w T R
5 7= 0 03 9 245 0 RT SAy I AR 2 SR 1 o] e A 52
PEALTE 2P

O B R ) e B PT A R T AR A 8]
AFRBBEREBY PR MABLSERATEADH
MR REFHREEH TN ERLIER
o RBR KR L.

HHETRE R GHFE R DTS FF 1
BRI ET R LB NI F. T T
FRRZRERARLEFmERER . HTHEA T
LR E R T SR FHRTHIESH, B
IR RAFEL R UL FERRIT,

A R A EHEHFARFEEAZF R,
(& % x #t]
[1] Zhou GY, Zhao Q. Perspectives on therapeutic neutralizing
antibodies against the novel coronavirus SARS-CoV-2[J]. Int

J Biol Sci, 2020, 16(10): 1718 = 1723.

[2] Rovin BH, Adler SG, Barratt J, et al. Executive summary of

the KDIGO 2021 guideline for the management of glomerular
diseases[ J]. Kidney Int, 2021, 100(4): 753 = 779.

[3] Brogan M, Ross MJ. COVID-19 and kidney disease[J]. Annu
Rev Med, 2023, 74. 1—13.

[4] CaiRY. Zhang JS., Zhu YF, et al. Mortality in chronic kidney
disease patients with COVID-19: a systematic review and Me-
ta-analysis[ J]. Int Urol Nephrol, 2021, 53(8): 1623 = 1629.

[5] Qu YY, Zhang XY, Wang MY, et al. Antibody cocktail ex-
hibits broad neutralization activity against SARS-CoV-2 and
SARS-CoV-2 variants[ J]. Virol Sin, 2021, 36(5): 934 — 947,

(6] HEDAEREZEASHDAIT, HEPELEMRIPAE. B

BYSEPRA 75 1 2 1297 O 48 GRAT 5 JUMO [T 0. v [ 75 2%
. 2022, 12(3): 161 —169.
General Office of National Health Commission of the People’s
Republic of China, Office of National Administration of Tradi-
tional Chinese Medicine of the People’ s Republic of China.
Guidelines for the diagnosis and treatment of coronavirus di-
sease 2019 (trial version ninth) [ J]. Chinese Journal of Viral
Diseases, 2022, 12(3): 161 = 169.

[7] WHO Working Group on the Clinical Characterisation and
Management of COVID-19 Infection. A minimal common out-
come measure set for COVID-19 clinical research[J]. Lancet
Infect Dis, 2020, 20(8);: 192 — e197.

[8] Cocks K, Torgerson DJ. Sample size calculations for pilot
randomized trials: a confidence interval approach[J]. ] Clin
Epidemiol, 2013, 66(2): 197 —201.

[9] Liu LH, Wang PF, Nair MS, et al. Potent neutralizing anti-
bodies against multiple epitopes on SARS-CoV-2 spike[]].
Nature, 2020, 584(7821): 450 — 456.

[10] Owen DR, Allerton CMN, Anderson AS, et al. An oral
SARS-CoV-2 M pro inhibitor clinical candidate for the treatment of
COVID-19[J]. Science, 2021, 374(6575): 1586 — 1593,

[11] Kabinger F, Stiller C, Schmitzova J, et al. Mechanism of mol-
nupiravir-induced SARS-CoV-2 mutagenesis [ ] ]. Nat Struct
Mol Biol, 2021, 28(9) . 740 — 746.

[12] Taylor PC, Adams AC, Hufford MM, et al. Neutralizing
monoclonal antibodies for treatment of COVID-19[]J]. Nat
Rev Immunol, 2021, 21(6): 382 —393.

[13] Chen P, Nirula A, Heller B, et al. SARS-CoV-2 neutralizing
antibody LY-CoV555 in outpatients with COVID-19[]J]. N
Engl ] Med, 2021, 384(3). 229 — 237,

[14] Arvin AM, Fink K, Schmid MA, et al. A perspective on po-
tential antibody-dependent enhancement of SARS-CoV-2[]].
Nature, 2020, 584(7821): 353 — 363.

(A 3T 4 4 - ZE WL

A5 AR T AR L. 4 L 55 2 4 IR BT B e AR
o 2 B 5 R BT VR R VR (RO 1 T 5980 ¥ 97 8 2 e WA i 2 SRR e 15 0F
B 4 S TR B 2 A — T I AL X MR € R A s PR TF 9
[T, v e e 4 4l 2% 75, 2024,23(3) : 257 — 264. DOL: 10. 12138/j.
issn. 1671 = 9638. 20245379.

Cite this article as ; CHEN Ding-hua, LI Chao-fan, NIU Yue, et al.
Efficacy and safety of recombinant human anti-SARS-CoV-2 mono-
clonal antibody injection (F61 injection) in the treatment of patients
with COVID-19 combined with renal damage: a randomized controlled
exploratory clinical study[J]. Chin J Infect Control, 2024, 23(3) ; 257
—264. DOIL: 10. 12138/j. issn. 1671 — 9638. 20245379,



