Hassqati. Drug Evaluation Research 84155 1145 201811 B

+ 2113 -

Zllm RIR 3 2 AT R UL B 3

Xy, BhEEE, SkHAEF, KRR, X

f5, RN

VU250 R — MR EE B 25K B L A %, BRI P22 710061

O WA RECIH AT AR AW, 24 I R UG RO B AR A TG . 24 i PR K 6 B8R 245 et A AL AN
TR RBIAT, HA RIS ER RPN TN 24, InRuli6 0 7e si &2 2 07 RN, iR ulis
MR B0 A P S A o e 20 W 250 PR 6 2% 3R RO BT B KU (R 3R, R IR 17 Bl XU Py X it i, A N 250 i

PRI P o 2 B DA S 0 i R B T AR £
XKEE: RIS SUHEE, REEE, KRR
FEZES: RS54 MHEFRERD: A XERS:
DOI: 10.7501/j.issn.1674-6376.2018.11.035

1674-6376 (2018) 11-2113-04

Risk management of each link in clinical trials of drugs
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Abstract: With the continuous improvement of the development capacity of innovative drugs in China, the number of new drug

clinical trials is also increasing. New drug clinical trial is the key link in the verification for efficiency and safety of drugs. Also, the

result of drug clinical trials is directly related to the safety of medicines. The completion quality of clinical trials is affected by many

factors, in which the quality management of drug clinical trials institution plays an important role. In this article, through analyzing

the quality risk in each link of drug clinical trials, we hope to provide reference for quality management and the improvement of the

project quality.
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