HABFEH 2025FE 6 H Vol. 40 No.6 June 2025

HETHE .

AT 1Y 3 Drugs & Clinic « 1547 «

TUMBER A E = R G REEE ST

xR M ERR TmAmfFxaRdo, b 100076
OB JUABBCZSY B T 2B N T S RERAEERGTT . PUA BB S AL, o RS . M
TS T A AT - BT R ORI R S B E AT, ARG
%%E%%mmmﬁf@ﬁm%@ MNE AR PR B B SRR A Y AR P RRIE AR T 2R EE R Er-d R 2 4
Yoo B EERIE N Y SR X5 a4 AN 5 R RAT AT, DA RIB 2 A S M T AR R R AR R
gt s 5H%, &ﬁﬁ*? AR PR T R T SR R

XHEIR: PURMBEZY); AP T ZREE: LAY sBUEFEEEH 22 X5 ]

hESES: RI54 YRR : A NERS: 1674 - 5515(2025)06 - 1547 - 06

DOI: 10.7501/j.issn.1674-5515.2025.06.033

Analysis of quality management points in production system of antibody-drug
conjugates

YAN Ruoxi
Center for Food and Drug Inspection of NMPA, Beijing 100076, China

Abstract: Antibody-drug conjugates are currently mainly used for the treatment of various types of cancer. Compared with other drugs,
antibody-drug conjugates involve multiple stages such as antibody production, cytotoxic small molecule chemical drug production,
linker production, payload linker intermediate production, antibody-drug conjugate bulk solution and formulation production.
Antibody-drug conjugates production system has unique characteristics compared to traditional biological products. This article
analyzes the particularity of the antibody-drug conjugates production system from the perspective of drug production inspection,
focusing on four aspects: production process quality control, safety protection during the production process, key control points for
segmented production, and contamination and cross-contamination control. The aim is to provide reference and guidance for antibody-
drug conjugates production enterprises to further improve production system quality management, and also to provide ideas for the key
points of production inspection and quality audit of antibody-drug conjugates.
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Fig.1 Typical production process for antibody-drug conjugates
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