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Abstract: Medical literature monitoring (MLM) refers to screening, processing and reporting active substances that are monitored in
a certain range to improve the efficiency and quality of ADR reports, which closely connect ADR management and reporting
process. European Medicines Agency (EMA) is one of the first institutions to monitor the medical literature. After continuous
exploration and reform, a standardized scheme and mature MLM evaluation system has been established. With the introduction and
analysis of MLM system, combining with the current situation and existing problems of it in China, this paper puts forward policy
suggestions in several aspects, such as formulating supporting technical guidelines to standardize monitoring details of each step,
formulating MLM quality management standards to strengthen the supervising process, and promoting the disclosure of adverse
reaction information to improve data sharing mechanism.
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F R b i CEAE TR 25 A 2R AR D B I
PR 22 2 Ve SCRR VT AN AR 5 SCHRPE A 41 75, 2019 4 H
G R T R AT E 1172 i PR 2 VR SCER PP p 45 2 IR
W) CGRAT D) 38 25 ) (2019 4F 35 27 5O, $i5 5 TR T 1)
S F I T AE TS LAR N -
4.2 HFHEREE

AR UL R f 48 5 5 )5 18 MAH R € A
R SCHR S I 1 ICSRs, il i 25 5 40 BT P-A BT
W SCRRAS J2., X V& S BT VR AT R N RS



+ 1168 -

$F44% FE6H 2021F6 8 ‘ﬁﬁ-#ﬁﬁtﬁ: Drug Evaluation Research

Vol. 44 No. 6 June 2021

SEE 2 A R RBE I AR R B T ARRAE A (H
Tk = = 2% SCHR I A O IR b v R A RN A 3
FYE, RS ZR N 2 AR Y B SR S A 5
T 2SR Bl MAHSs B AT il € , Bt Z R ds ke 2% &
PR EE R DA T R ) S5 A R VR A R
L ¥, B4 O St 2 4F 1) PSUR S AH 9C ICSRs [
JREMF WA —EBE 28 7w, Kk, &
] 25 5 SR M 0 A A R D B B, 5 EMA AR
(10 M DAL AR 55 R A ol A AR /AT — E R
43 BENBEREGYE M EZFSCHK N E R
R TRER

DR I 5 SR e U AR R DG v R SR T 3 s

Ak, AR RS 1 25 27 SCHR ICSRs b % i K i 12k s bk
T v T B, T 24 it R a0 RV 4 AR VP Al o 7 DL 43 )
F 5 %8 504 £ % EMA B 27 Sk N 2256, #2257
g 4 15 A 0 [ 15 1 22 2% SOk B Ak R 42 H BLR
@D‘(:
431 MEEZSCERIEN SRR BN RS
A 3 [ 1E AR SVE R, AE 25 EMA STHR 1
AL, MR B 2 ORI M SE A R, IR B2 A
PE WS DB 5K, ] 25 b8l ST 25 MR 3 1T 5 = T AL
MAHs 3£ [/ 2 5 1] ADR SCHR I 0 &% 5 & fRAIE 1 28
UG AR R R BURF 24 W5 356 1] o 8 4, 1 e 1A
DR B 58 BB AT B R , B A 4 TG 1 A 55 2 A
) 1 54T 32 0, A a7 A R A AT 2
=TI R T MAH JBUR 25 W38 11 I B AR 37
{E A, 1 a0 BEI7 HUAE L B S B A « % ol 2 4 S5 [ It
A& S AE T2l &, v
S B AT DG 1) AT B8 24 T 5 % 800 Bl TR
AT 2>t B HLR & HH s MAHSs N 22 4 34T o4k, &
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