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Application Status of Pharmacovigilance in the Whole Process of Clinical Trials
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Abstract: Objective
Methods

To analyze the application status and challenges of pharmacovigilance in the whole process of clinical trials.
By reviewing relevant literatures and current regulations,the core indicators,the quality requirements of safety reports,the
causality evaluation criteria of adverse drug reactions (ADR) and the safety signal monitoring methods of pharmacovigilance in
each stage of clinical trials were summarized. Results Pharmacovigilance was implemented across the whole process of clinical
trials, and its strategies and measures required dynamic adjustment. There were some problems in pharmacovigilance in clinical
trials, such as poor quality of safety reports,inconsistent evaluation criteria of ADR causality,and lagging identification and response
to safety signals. Conclusion To promote the safe clinical use of drugs,it is necessary to ensure the effectiveness of safety data,

promote the standardization of ADR causality assessment,use real — world data combined with artificial intelligence technology to

improve signal detection ability,and ensure the timeliness of safety signal monitoring.
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Tab.1 Main monitoring methods and results of pharmacovigilance

in each stage of clinical trials
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Fig. 1 Framework diagram of drug safety supervision




2025 4F 12 H 20 H 45 34 34 24 1)
Vol. 34,No. 24, December 20,2025

&%

China Pharmaceuticals

<HFRIR K -
Special Report

B N7 42 15 R 4 B 0 v ) B AH S AR bR 23 240
IR AH 3 O R, A R PEA 5 22 (8] ) —
FPERLAL 2) B A 2 8 R I oL (WHO -
UMC) PV ¥ o A ABEHT —PFAN J7 3 PR B 0, Ji R i
W AR ESE — , o THE BRI [ e Ak 4T £ Lo
A IR E A AR MEEAR KRR LRSS % T
WHO — UMC fAZ.Co U], 5 25 0 A SR SV I o A
L, 35 A H T a0 K A &S5, #1715 SR
XU 78 B o (EL F T 7 o 32k JAI AR A1k 35 1% & ol
VT, B A 0 9 1 JR PR 0 3) Naranjo & 2875 o i1k &
— TR R R SCR M TRt 10145
AT EACTE /20 AH BRI FR 73 %3515 H I TRk 45
S AT 35 G A AN PR S A ADRIEMY L (H
RG22 12728 3R R S P BRI LR 2.
F2 3FADRERXRTMHFAELE

Tab.2 Comparison of three methods for evaluating ADR causality
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