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[ Abstract] Safer drug use relies on the sustained vigilance and continual awareness
of all individuals, and drug benefit-risk communication plays a pivotal role in facilitating this
process. Foreign exploration on drug benefit-risk communication started relatively earlier. Upon
scrutinizing the websites of drug regulatory authorities in the United States and Europe Union,
it appears that these regions have established comprehensive communication regulation and
practice systems, developed strategic plans and guidance, and communicated with healthcare
professionals, patients and the public via various tools and channels, mainly including drug
statutory information, new safety information, potential safety signals, etc. In China, drug
benefit-risk communication is involved in the legislation, but the relevant guidelines and

specific implementation rules are still lacking, and the evidence-based communication research
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and communication tools are relatively insufficient. We could learn from the experience of other

countries, which involves enhancing regulatory implementation, establishing a communication

framework, developing scientific evidence, assessing communication effectiveness, refining

communication tools, and diminishing information barriers, in order to ultimately support

patient and health care professionals to make informed decisions about medication.

[Keywords] Drug benefit-risk communication; Safety communication; Drug safety

information; Pharmacovigilance
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Figure 1. U.S. FDA approved/deactivated and cumulative active REMS over the years
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Figure 2. The number of U.S. FDA identified potential signals of serious risks/new safety information

1.2.6 HApk

BEAN, FDA TEE 7 Wk 1 A7 24 b e S o
UL s 1) R PR 25, B 19 7R 2 o e e )
SO o [RIFJB 2 Fh A AN E AL N2 S & T
1, 4N “BeSafeRx” 1%zh ™, HEBhIH T T M
fAT7E W b 42K Ab 7 25 “Remove the Risk”
TN P, R R AR BT 2 Lk 2 Y
AR AIA. X FEUE LI sh g & . 3.
PIREIEZ, ISR A A2 5 & i

2 MRERZmIRa- X AIRE

2.1 BREAZHMAIR - D@ E TR
B Y 25 5 45 B JR) ( European Medicines

Agency, EMA ) S48 BRAISC s Bk B 24 i 3R 45 — AU
WO YA 1) ML, YA A i H R SRR
BT Bl N\ 5 L [F AR DG R 3 TR YT I W 1Y
A

2010 4F 12 H RREAAG T BB 1T 1 25907
PR, 2012 45 7 ARG S0, ZE MR A
1995 4F LR BiCEE N 24 b AR A e R I—1IR o
TRRLHEA T 7 B R s Ak, A B R
B FNLEAP 2 50 1] P R, R i A AR 5 24
dn A S 25 8 ik T 2 B . EMA gy
THE M, JEFE TR T R R
BB R FEARMANEEME,
R AR 1 KR R 24 e A PG B A AR i, EMA

https://ywlxbx.whuznhmedj.com/



HYIRITRSESE 2024 £ 1 A5 3355 1 11

il E T — A1 p SO 2 W A AL
W), BB ILATT R A P R ) A Ry T
Ll N AR ik e 5 Bt — AL TUETHE, X
TEMAYPER b 2 CHE, o BV RA
A BUO E A FR TR EMA S A0 a7 34 8 A0 P
2y i) 25 B IEHE T

EMA i 4 gE A SCWF 58 OF 1o 42 F 2% T B
SF 2 AR 2R - KU I G Y EMA R
BB WA S e B 52t 245 ) &
AAE (strengthening collaboration for operating
pharmacovigilance in Europe, SCOPE ) ” B¢&175)1,
7 Bl AL A5 5 T R v A XS 78 18 S B2 T e T
. WZIE I SCOPE it RS et p A5 AR,
SRR T R M A LA A N B B S Brgis , h
SRS Y E RS
2.2 BREAZyMIREE- KU AIESKER

EMA [958 J A i WU 3R A — DU 1) 18 15 S, A
P R i (product characteristics, SmPC ) .
VLI (package leaflet, PL) | 3% bR % LA
KRN 25 TG 45 ( European public assessment
reports, EPAR ) , 1 VL3 3 245 5 ( Medicines ) ¥
TR P 2 U — R AR . AU |
2y 5 BAPHGIC R . HEAGLE EPAR A ARFH L,
o TR i G E R, LAy E R
W B 2. 250 5 B ALHS SmPC PL,
BrR A, POk T R ARAL BTy
EPAR DI JREEY Ao

XTI AE B, HEEET L A5
il ( direct healthcare professional communication,
DHPC ) 1 _F i vF AT REA NS A8 30 1) B3 o) =
SPGB EERHIZ2FEE, M5
st R 5 110 5 B SR R R 4 1 S gk B AT A g
EMA 93t A 361, [] Fsf Do s 20 07 B B % [l 4 A
DHPC (5

EMA % H &R, 51 25 1) 5 KU
fhZ R4 (Pharmacovigilance Risk Assessment
Committee, PRAC ) 7Ef it — IR W) & =2 F
PHBWITE L2, DO EAME SR n
W BRF S I ERE LR T I
AR, 8T P E P Z R A
PR CAR

EMA A A 24 fit A ikl A 24 i R 7 B (]
AT REX (R ™ BRI, ARG B A 24 i

https://ywlxbx.whuznhmedj.com/

23

BUE R, AR EE N | A R
Ir L ADUE BB EE RS, A T&BR
A R B TR B 25 i s R Y A, EMA I
A A 2 A 1 Sy X 24 XU

3 FEWZH MR- X AE

3.1 REZRIKIE-XEDEEE

2019 4EHHEITIY (AR N R A 24 545 2R
Be) FFARSEE, WA E S 2 R B,
E CERIATAMEEFRGE AT,
S7AgEA 2 i BV T AR A S B AL LH o
2021 AR TR B R 25 00 I BHE HUR) (NMPA ) 440
HlRE T 25 o B ) Y, R R
YRR N, SN TS O RS I E, B
B BT R AN S M BESS AN B AR
i 2% et EE, Wl MR, (ZdF T
D AR TS AT TAEML (77) ) 2021
o H 1 HIFMhRME, *FF 201649 H 1 HZ
JE AR UE BB 250 BT HOR B PR B2 ]
45, 7€ NMPA 245 i 7 rfucs Il [ 4 2 A A T o
3.2 REAHRIKIE-KAELE

T NMPA 3 1T LA §6) 51358 40 24 & 1 d B
Foo I R E NMPA 2 5 8 0F 0 B 15 8 A JF
F4H BT DA BB 24 5 P AT 2
BB A L B R A PP, RO . e R A
B AESE O RS A LT A DU 24 R el A
25, MU 23 Bl A A 78 IE S s Tt
VT BT, oI NMPA 3 25 s g R § 7]
AR AL 25 Ui A, JUARAEAE 550 bR
BN AR, Al H =007 430
FEEEE . REHRIE M ARBGERR AR T 21
UERAAREAS, 0 O 0 g A 5 28 R i R 5
WEM— 5%,

NMPA 24 5t A 770 I 35 5 A 245 i 2 4R
SR G (MR NAERER) . (Z
WEMA) | ARUEBEIT A . (A
BN EE ) M 2001 4ETFIR & A, = St
FBRA 2R . T A A R A AR
2 AN BN W RO AR R A R AL
MG B R, B A &84
by BRI AILR 1 R i 1 25 S R A 2 A B
SO BT AT BT A W
EIFBESF I IR 442 2% 0 Xe Bifigy



24

i Ul AR A LT 24 dh T TR IE 25 dh BT
FHOR M e 2R 25 s B W A5 A T2 1T, H
DS PR3 N B3 AR 2 iR A (a80)
Bro CEAMPERARIN) 22 N E SN 5

Chin J Pharmacoepidemiol, Jan. 2024, Vol. 33, No.1

s DX 24 M ALY ) sl AT 55 T3 A 2 28 R s B 5 1) 24
A TEA AR B . NMPA W3R FFRE T 25 5 R
EAEE, DI, B, SO a2
Flt B A 305 S R 2 AR TR, AR 1.

F1 £EH. RMBAMKELRKZ-REESDERR
Table 1. Drug benefit-risk communication in U.S., European Union and China

T H EH R LR
SN FDA EMA NMPA
FEEH 20074F A2 A BB IEZE  Directive 2010/84/EU (QEREEYNEEI N ESELT Y =8 PRy
FEAEM (PR 2FR—TFDASL (BRI RS A — T (2o B B )
ARV ) (2007545, 201208 o4 ) (2013%40, 20174417)  (2021)
T, 2017 RTERL)
FE CORURG: 9038 11 ik s 13 ) ik as -5 B B . TH S
(2009) PAARMEL ST ) (2009)
RS S 3cs: JETIEE  CEMARYER&5/XUG Y438 : A 500 11 B A 5
R PR ) (2011) MICH MRS 5T ) (2011)
(2017—20194F XU 6@ Afde  CRZEH 1 F 2 R4 7 3K 25 - XU V3 )
FEFR ISR )  (2017)  (2014)
( SCOPEZ & e 55 Il —— IR V)38 )
(2016)
TRk - BT PLiRD iR
FRWELTX BEUA BHEVIA AR R
PR ANFEPPAG S 2y BT A
2y ARG BT 2 RS 224k 2 AN RN {7 B Al
JRURS: DA R AER S s JRS A B iR
2 A BB A G

25 8t BB AR H AR PRACE 2(F 5=

WP AE(R S

4 BREZHmIKm-REGBEXEERET

41 fmsEEMESL, MEAEEKR

e 5 AR 2 it M A LA LI R SR, 24
af e HLA W T 2R 5 — XU A d Y i, Tl
SE T4 R TEE SO TR A B . FR I (o
e NRIEFIE 25 i A B ) rh 2243 B 24 AU
R B haE , (H F AT B o T2y hakas - XU
ARSI IE . (Y ERTRAY BEE )
FOR bV AR St AR VA, (LR = AR
A EREOR 5 ARG . MRS MR AR T 0 1 5]
BVl SR A IR 5T 5 H AR, sl T 25 3k
dit - WIS EIE LI SE 35 57 52, M R A0
i BE AR S5, TR AR LI S e

4.2 KRERZFIERE, A8

5 BRI S B TR AR o 3 R -
G788 o €[ FDA A5 1T XU s ot Ui B,
AR FDA (R E S 575K F 2015 425K EMA i
17 4 WA rsT, WK A 450 0 R
DL E 2 SRR — RURS ) A 9 3 AL G 2 2R R
X, AR PR ks LRk,
WRZA. WETHE, IBE . PP RS, W
PIEHEH T8 320 WA Dok A 5. 5 LR,
R 5L F 50 /0 iE P O T AR S e 2 SR, AT 2L
A T B2 (8 7 v X A A TR AY . IR
WAEMITHRZ AR LR A1E, WilE K
Jeb G Eh i es - A E g, KR HEsh AR

https://ywlxbx.whuznhmedj.com/



HYIRITRSESE 2024 £ 1 A5 3355 1 11

KAFTE, [ PAG 3 [ A Y T8 S A o0, K ik
FE ARG R AR SRR LR, RE&HAL
TRV SR T b R E 3 AT — MU A S
43 ZTEHBEIER, BMEEELZ
APREE BRI T PR AR A - XU VA T
AE RS IR B T AR I e sk T 2 il 43 2
AR A - WUSIAE S, SRR 4877 25
PR ALE R B AU AT, DU ) 15 5
T T B XS 0 vl e AR AP s — 2L Ui Bid
RUEFEERNFER, WLl RS 8
i AELTRRE, SRR E A A E T &
FRARH W B A3 TR SR N, B T
Wty A A 2 Ll RHR AR R BE ST, n] I
FARTRLAR . — 2855 =7 b IR R & 13324
LIS, T AR 2B T . R B, ATt
DA FE LU BE T, Bk

25

RS = Jr g5 24 b il B 1 B A ) (RISl
ATV AT REAT AR RGOS TR T G 1
B, DMBEARE . & X kb5 25 Iy 25
BT . Tl AR U e S
7%, RECAH AT RFE VLRI TR M,
2023 4 6 H, NMPA XF 24 f i BH 4538 & Ak el
WA TAERE) © (MU (k) %5
far ) A CRT2G 5B (28R ) AR EK )
(115 S S Y 97 < A EE D E A LRI EEE VA O) =
sl BBl (fRifkh ) ZERIEMT S B, Jr
AR BB 2, IR ST | 2 1 B A A8 3 4 3t
HFNZ, Rk, s, AXENEE
PEATIE R, IR VR 156 I 153 2 A 03 4
IS, MEELRIFHE, IFEAR IR E R HE UL
BAS N R iatE, SR R 5 16 1) 1) i A R i
LA, AREE RN A (E3) .

2Bk - U 3 it >
> BE oy  MBE > G® D
e ;o .
W S Heshvsm R o
Hrtk v 2 o PR RO

E3 IKEZY ik - XU %5 18 HE i I
Figure 3. Drug benefit-risk communication advance suggestions in China
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