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Abstract: Severe acute respiratory syndrome coronavirus ( SARS — COV
—2) is the pathogen of severe acute respiratory syndrome coronavirus
disease ( COVID — 19) . This paper focuses on the current progress of
clinical trials of anti — SARS — COV - 2 hyperimmune globulin in the
treatment of COVID - 19

design

and analyzes the key points of clinical trial
so as to provide reference for the clinical evaluation and
development of such products. Up to April 6 2021 more than ten
interventional clinical trials of anti — SARS — COV - 2 hyperimmune
globulin in the treatment of COVID —19 have been retrieved by searching
the clinical trial registration platform of American National Institutes of
Health. At present the anti — SARS — COV -2 hyperimmune globulin in
clinical trials are mainly human and equine derived preparations. Most of
the registered clinical trials are exploratory phase [ /1l trials and only
two of them are phase Il /Il trials with more than 100 subjects. World
Health Organization and American Food and Drug Administration have
drawn up guidelines which give general suggestions on the design of
clinical trials of COVID — 19 therapeutic drugs. By reviewing the design

and progress of registered clinical trials of anti — SARS — COV - 2
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hyperimmune globulin we can see that the design of these clinical trials is basically consistent with the suggestions of

relevant guidelines. Although the two most advanced phase II /I trials have not reached the primary efficacy endpoint

the clinical trial progress of these products will help to optimize the design of follow — up trials.
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1 SARS - CoV -2 COVID - 19

Table 1 Registration of clinical trials of human anti — SARS — COV -2 hyperimmune globulin in the treatment of COVID - 19

« )

NCT04383548 (A ) COVID-19(B ) 100
NCT04395170 /I COVID - 19 75 100 mg+kg ' +d ' 24d
NCT04521309 1/1 COVID -19 50 4 (150-300 mg * kg™ 1 )
NCT04546581( ITAC) I COVID - 19 500 400 mg kg 'ed' 1
NCT04548557 Il| COVID -19 60
NCT04550325 1/1 COVID -19 12 4¢g
NCT04555148 I COVID -19 60
NCT04661839 1 56 3 1 2
N SARS - CoV -2 28 d.
COVID-19 I 1o ( data monitoring committee DMC)
2020 10 NIH o
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SARS - CoV -2 520, 7 ( ordinal
4 2 scale) 7 COVID
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ITAC N N o 28 d
N SARS - CoV -2 14 21 28
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COVID - 19 ; 2021 =04 - 02 CoVlg - 19
SARS - CoV -2 COVID - 19
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Table 2 Registration of clinical trials of equine anti — SARS — COV -2 hyperimmune globulin in the treatment of COVID —19

NCT
« )

NCT04494984 11 /11 COVID-19 242 RBD F(ab’) 2(INMO05) 4 mg« kg™ 2

NCT04514302 [ /11 COVID-19 51 F(ab’) 2 2 (2 6 1 )

NCT04573855 1 /11 COVID -19 41 F(ab’) 2

NCT04610502 11 COVID-19 26 SEMN IeG 10 mL 1

o SARS - CoV -2
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