Chin J Clin Pharmacol 1701

Vol. 38 No. 14 July 2022( Serial No. 364)

Clinical development and evaluation of anti — tetanus toxin monoclonal antibody in
China

o 2012

(
100061) .

REN Yi ZHAO Jian — zhong .

DOTI: 10. 13699/j. enki. 1001 —6821. 2022. 14. 028
:R95 1 C
1001 - 6821(2022) 14 - 1701 -05

( Center for Drug FEvaluation National

Medical Products Administration Beijing
100061 China)

Abstract: Tetanus was a serious and potentially fatal disease that was
preventable by vaccines and had a low incidence in developed countries
but was prevalent in many low — income and underdeveloped regions.
China had eliminated neonatal tetanus in 2012 but non — neonatal
tetanus was still a serious public health problem. Active immunization for
adults was lacking in China passive immunization could prevent tetanus
for tetanus — susceptible wounds in patients with low immunity or
unknown immune status. The current passive immunization preparations
had many shortcomings such as the possibility of spreading infectious
diseases  high prices and limited supply. Anti — tetanus toxin
monoclonal antibody had the advantages of small batch — to — batch
variation improved safety and large — scale preparation and had the
potential to replace the original anti — tetanus passive immunization
preparations but was in the stage of new drug development. There were

no guidelines for clinical trials of anti — tetanus toxin monoclonal antibody

in China and overseas. Here we would discuss how to develop and
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evaluate anti — tetanus toxin monoclonal antibody in China and provide
references for all parties.
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