FE48EFE3IH 2025F3 A 4¥38ak A, Drug Evaluation Research  Vol. 4 No.3 March 2025 * 545 -

[ BERSAUHAEMERERIFNERE T & ]
G EERfEREAYMANEREEFINARE T

FAe L AR Y, MRES, kA, RERS, FHRS, FaH ¢, HEIC, HRE
- RYGBRFERFEAT, JE3C 100120

BT SOB X RS A R, AR B 264400

L BT, SEE BEVIMN BAmRANTAER 08901

CAEEHEAG KR T ER, bR 100078

. BEERRE MR RIZER, b 100070

AR EAGRFERENER, L 100700

AN L AW N =

 E:. B RgihmEdE. £E. B, AARAGSEENL. EEREIRMNAYAEE/ER (DDD 8/, AiHAE
2y ORI RS B MR, 93k [E DDI A7 R IR . 535 % PubMed. HEZARIATI 4 SCHE & (CNKD.
JiJi¥EE (Wanfang Data) 4B AP EGRE (VIP), #halwRERLAHNEERH)R (NMPA). EEH 40 NEE
R (FDA). BRINZGME )R (EMA). JEZMEHIA (MRHA). HARZRMESTSME R (PMDA). ANAZMEARE
KE PR LSS (CH). HFRESEREANIE S (CIOMS). EEEL IR CE (NGC). MedSci BEBGER 3G, 1
ERE. EE. WM. HARAFRAN DDI fim, R RBVEES 2023 455 H 31 H. &R LIHEH 32 3% DDI
M, HA2 I EYMEAT 16 3, FEMENMRA 16 3. 4518 DDIWFA R F 25 ARIRRIT 70 WRPARDT 70 & Ll J5 WA 45
BAEMAY. BIO KA DDI $8FFiKE T DDI ARSI . WRPRTF A0S AT TH, A2 SR R PR & 2 267 B fltsn
RHEARE S EZOE R RRAGWHRI R T LIS M & 31T DDI /RN RSNl EIRRB A BL, fam vl # Bl R
PRI T fR29P R FA Y DDI AL T7E R R & E RN, DREIE AT AR X T LA EEE, SEMEE
AHR. DDI 5 fUE 7 /5 #7209 DDI W, DAL (g4 DDI Lok R,

XHEIR: AWM EAER: f8FE; AWHTR: IRIKREHL; B

FESES: RI69.2 XHEFRERE: A YEHES: 1674 - 6376(2025)03 - 0545 - 11

DOI: 10.7501/j.issn.1674-6376.2025.03.001

Application and enlightenment of drug-drug interaction guidelines in drug
development and clinical management

YUAN Ruyue!, YANG Qiubo?, YANG Tianyi> ZHANG Li*, ZHAO Zhigang’, LI Xinchen’, LI Jiaoyue®,
HUANG Jukai®, YANG Xiaohui®

1. Dongcheng Retired Cadre Recuperation Center, Beijing 100120, China

2. Weihai Wendeng District Traditional Chinese and Western Medicine Hospital, Weihai 264400, China

3. Rutgers University, New Brunswick, NJ 08901, USA

4. Dongfang Hospital, Beijing University of Chinese Medicine, Beijing 100078, China

5. Beijing Tiantan Hospital, Capital Medical University, Beijing 100070, China

6. Dongzhimeng Hospital, Beijing University of Chinese Medicine, Beijing 100700, China

A EHER: 2024-07-30
EEUB: o EZ B S ST R (2024-Y-Y-006); I RO 78 A0SR AL RE SR FHASTE  (DZMG-ZIXY-23002)
TEEEN: A (1998—), 2o, WILmFsiAE, Wy EZ a3 WA . E-mail: 15194181006@163.com
LRI —EE: Bk (1980—), Z, AFL, TREENN, HRTRANTES . E-mail: xiaotian388941@163.com
HEEEE: & 1, BEEEL, PR, BRI PN S 2 M . E-mail: yty0616@hotmail.com
WeE, Bettdl, ZdR. EARERIN. LA, RO 2B A P MR . ThZGIE A . E-mail: yxh0616@126.com



* 546 - FE48EFE3IH 2025F3 A ¥4k £ Drug Evaluation Research Vol. 48 No. 3 March 2025

Abstract: Objective To conduct a comprehensive review of the guidelines on drug-drug interactions (DDI) issued by pharmaceutical
regulatory agencies and non-regulatory agencies in China, the United States, Europe and Japan. By analyzing the application of these
guidelines in drug development and clinical management, the study aims to provide recommendations for DDI research and regulation
in China. Methods Retrieval PubMed, CNKI, Wanfang and VIP database. Additionally, searches will be performed on NMPA, FDA,
EMA, MHRA, PMDA, ICH, CIOMS, NGC, MedSci and the Yimaitong website. Available DDI guidelines from China, the United
States, Europe and Japan were collected publicly. The search period for all databases was from the establishment of the database to
May 31, 2023. Results A total of 32 DDI guidelines were selected, including 16 guidelines issued by pharmaceutical regulatory
institutions and 16 guidelines issued by non-regulatory institutions. Conclusion DDI research spans the entire lifecycle of
pharmaceuticals, including non-clinical trials, clinical trials and post-marketing evaluation. The currently available DDI guidelines
cover various aspects of in vitro studies and clinical research, providing substantial technical guidance and core information for drug
development and rational drug use management. In future stages of drug development, it is imperative to adhere to guidelines for
rigorous in vitro and in vivo assessment of DDI. During the clinical application phase, these guidelines can assist healthcare
professionals in understanding the DDI mechanisms, potential consequences, and management recommendations for drug
combinations, thereby enhancing therapeutic efficacy and reducing risks associated with concomitant medication use. For post-
marketing reassessment, it is recommended that each country implement corresponding DDI guidelines to regulate the DDI monitoring
process for newly approved drugs. This will contribute to the establishment of a robust regulatory system ensuring the safety of DDI.
Key words: drug-drug interaction; guidelines; drug development; clinical management; enlightenment
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