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Abstract

Objective: The new version of the “Drug Administration Law” puts forward higher requirements
for the country to establish a pharmacovigilance system. By investigating the current status of the
pharmacovigilance system in the United States, we hope to provide reference suggestions for the
implementation of the pharmacovigilance system in China. Methods: Through literature review
and comparative analysis, we summarized the current implementation status of the pharmacovi-
gilance system in the United States and China in aspects of relevant laws, regulations, organiza-
tional structure and monitoring systems. Conclusion: The birth of pharmacovigilance standardizes
the entire activity of the drug life cycle. Compared with the mature pharmacovigilance system in
the United States, we concluded various advanced concepts and suggestions for pharmacovigilance,
including coordinating mutual cooperation among organizations, expanding the scope of pharmaco-
vigilance, and strengthening publicity and training, so as to blaze a trail for the establishment and
implementation of China’s pharmacovigilance system preliminarily.
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25 i (Pharmacovigilance, PV)iIX —%&H %1, 55T 20 th4d 70 FACHEE AR E, 240 o
5E X 525 A R I TG R 2 1] 2002 4, 5 TP A 20 ZL(WHO) B UK 2452w 56 5 58 SR
RIS VP BRI AN R S S B AR AT AR °] B 5 250 % n) @ ) B2l 7 5 G 30 (2] XA E XAMY
FLFEUCERAIVEAL BEAZ A RIS B R ke, IS GYRAT = TE[3]. s TR 2
Ytk RS E R, BRI, HELENEREAREGHAY, R"AAOHYA R4, B,
IH 143 DNE SO A H U E BRI R R 51, 554 28 ANHERL 5 I TE Ab T @S2 25 W) B R
GAIANT B, N IE s R A A5 (4]

2019 fEHT R E (2GR BE) BT AAHE: B ESLAERGRIE, XA BN HAh S
25 R A ST I U VPRI EI[S]. iZmIE RPR,  EE TR 24 AN R
H LB T PG ERAGIE, BEfE, 2021 4F 05 A ERA (YEMEEHIE) , hit—D5ERY
PR XTSIt 25 P AR Rl o 35 B 2D AR R 20 2 AR R CAH T R, 8 AT 28 L St 1 4
SiaREH SR, WEEsRERGYERER.
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2.1. FEERHR

1936 4F,  (HCIBIEMD [7] (Code of Federal Regulations, CFR) 14 BE45 SE [E i ok T B, 1Z%7EN7E
FKEEAZ S HMEMPGERLRL. CFR 3G 50 &7, 21 B AAWEMNE. 1938 4 (B aM. 24
s AL i25) [8] (Federal Food, Drug, and Cosmetic Act, FD&C Act)fE 3 [H 2 EAL#EIAT, ZHEEE &
i 2 i B HL R (FD A B b 24 SR 22 A PRI ROPE EAT I B VR . 7 355 S0 X 24
TAESRH 725K, FDA F @255 B ut, HFEE U T &0 4mbr 5. a2 eE R
VAR XS PG R 22 fif SRS M5 B 52 M2/ RN 3 U EIbE 555, g s &,
ERAFARERI Lz 2E 5. E, RS Es kR, EESE. HARBILANHZ ST
W AR E SR E bR A 2 (ICH), TEASER AN HEH ICH B2 RAEN], FFE 0 b 178 2 15 5 2590
TEBNIEE(LEE 1), FDA GEHEH b5 245 i XS BRAE /. 38 SHI 25 e TR, i (2 E mis s il
JERZGYIAT I I FREE ) (915 2019 ) (REMS THRIAIR AR ) [10]%.

Table 1. ICH E2 guidelines related to pharmacovigilance
F 1. WERAMK ICH E2 2515

% 5 JE 44 B

E2A Wi AR T 22 4 VR i B Bl o (0 SCAb
E2B VAR I ol etV € K = BRI ] K7 ot EX (SR 2 DR E DIV S
E2C e PRAFF 5022 A VE R A B0 B rlo 24 g 2 e R SE BT o
E2D b AR B PR R 5 bR
E2E ZE IR

E2F BIF R I I 22 A P TR

2.2. {HE4AZEE

5% [ fr b 25 M R (FDA)J& T A5 A FCHRSS #81], 25 o S AIE 7E 0 (CDER) {4 FDA
—#5y, FIT HEGYERTTI LA, AR BRSO B S RIRE,  & A B 2 E
B[] BEE 250 H I LAERIAR R 7635, 2O BOZRITEE 13 AM12], WL EESAE, Wil
LWMIPAZE G AESE. Hdr, W5 74T 570 A % (Office of Surveillance and Epidemiology, OSE)
TELYVEM TAE R RIEREEEMAE[13], FEAESAUTIUNIm: WAy, Wizt S44061F
AU, IR P ARAS B SR I 2GR IR ) AN St RS B Bt . OSE BE4E 2217 FDA [¥] MedWatch
(F RS I E RS 200 FGHIA R BT, H T RE 48 S5 RATH %75~ %(Office of Pharma-
covigilance and Epidemiology, OPE). il [jj F 4 i 5 XU 22 73 A % (Office of Medication Error Prevention
and Risk Management, OMEPRM) (L] 1),

2.2.1. YERERITHEHLE(OPE)

ZIPVER S AT R 7 A E(OPE) B 29 E MR, 1) WATHR AL D). 25BN TIEAN
SRR BT BT 25 ANG ST TR A I 2 e AE S RPN A AR G TR L AP AN ] A
FBL WARFFRE . DREIBHEESCIRSE, #EATRFAVR, Bk ETRIZ5Mae 2 M JATW
AT A T SR AH R R G 29 AT ML, o VP24 4 b i S ORI 5 25 = A R A
AT A LT AR, FE B FDA 42 W2 ge /) .
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Figure 1. Agencies under the Office of Surveillance and Epidemiology (OSE)
E 1. N5 RITHFEDQEOSE) MR

2.2.2. FpIAAERERREEHAE(OMEPRM)

T 2548 R 5 XU 2 75 A 2 (OMEPRM) 73 A Tl F 255 1% 5 73 S DMEPA) . KUK FEHI(DRM) o
DMEPA AT 29/ 5 CDER #UE M2 4 #nss. WA THAHOCIE AT e, $Rm2h A Ak,
FWE IS b b 5 25 5 1 P 25485 3t . DRM 2 CDER XU BRI 2h P 0 EE A, 47 5T ) v R S JXURG:
IR
2.3. WEMAR

2.3.1. FDA S REHIRE RS (FDA Adverse Event Reporting System, FAERS)

BN B RS R 25452 0 S 45 AN B W S A 24 ol A R T 2 A R R R4
(FAERS) I3, FAERS & —/M#ifA#id 400 2 7540 45 5 2 2 [ 14], B {E B 451 4% 8 ICH E2B K
A 1) B b 2 4t FE AT [15] [16], XA RFEAERH 2585 1R (AR E 4 H MedDRA #ifig[17]. FAERS
HH R A 24 PP ATRIE 7S 0 (CDER) 5 A=l it o PRI 78 H 0 (CBER) 1 LAE A G2 di %, fR3E LT e
224t . BIR FAERS & —NATFEHEFE, vk KA G i, (HAE MR P A — SRR, Wnf7
FEREGIE . ToPHEd RS e KA R 1) R A B i B B TR1 LA DA R AT R AT R SCAR A% X
NGRS

2.3.2. “FES1TE0” 31%l(Sentinel Initiative)

2007 4F, [EER FDA @S2 Pg U s S VE TR EATIRIE R R4t FDA Al 5 KA. S ARWFFE
MR NBEGHE, 3EFRITFRIZ RS . 2008 4E 5 H FDA B3 “MY 547507 i+%(Sentinel Initiative), P4t/
in T A VR R IR BE AR R BRFA - 2009 4F, FDA BT —BYEBUT R “URARIY i (Mini-Sentinel)” i £,
B AR AT AT I ST RS — B R AT 2016 4F,  “WRidT3h” IEXNUGN FDA W&
TRl AR MEE Sk, 201949 H, FDATE “M45473) 7 tHRIH il =g o[18]: W REE
rFCa(Sentinel Operations Center). 137 U»(Innovation Center) &% [ 4 & % 5 #E) /0> (Community Building
and Outreach Center), HFEHMZY KA T “WHEATs)” , 7 am B 22tk 6
3. FEHMEMFRIARK

i E 25 E R AR B, RN HE T2 A RN, 2017 426 H 1 H, sEHIIAREEBRAH
a2 (ICH), 2018 4 1 A 25 H, BranZiih s SR AAT (OTIEH E B A F 25 i

AR 2 AR SR 25 0[19], 1 UCK A ICH 48 5 5 ICH fi8 5 R LA DY KK : B &4 (Quality)
4z (Safety). B R (Efficacy)f12 ZFHE (Multidisciplinary), H A 2592 # N 25 7E E2 K51,
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3.1. FEFHAE

1999 4 11 A, (ZyihA RIS B MEGRAT)) (20180 &, AEERE X245 80 A R RS IA T
IR 2001 4 12 A 1 H (Z5EBE) 58 71 020K, EIZSEAT 2 MA R NSRS 6, SE R
Iﬂ? AN RN A T BIEALE , AREL T RSO0 25 i AN RS N EARAEE ; 2018 £ 9 H, XX
i 2 LR R AT R T2 BT VR AT R N AR S AN R R BB A ) [21], SRR AK
ﬁ%%%ﬁi% s 2019 4, WHEITH) (ZGMEENE) PRUE. ESCEILAYEMHIEE, X—HIELL
2y RS U R JE R SR, S AT 2021 4F 05 H K2 R R A G T 2 E R E SR (25
TSR EATE) [22], 3039 5, 2~7 BXRA AT R E MGG AT S, EREEE AR
PVETRAR R I R EE RN R 8 B e PRSI 1R] 25 W) s s O RE ,  FR M R v s 2 4
DS B AR DR, PR /M, PRI 3200 % 4x . BEE BEA N 29 ERGERE I &, Ik
IR 245 W) R R Tk B — UK P B8 T R

3.2. AN

T T AT 25 i A B K R B R 24 o A VR R G (CDE) 11 5, 2R 29I R 8 AN 2
f T VF AT AR B R e VT o B 5K 2 i B R 24 VT TR0 (B R 24 AN R sy I ) £ B BT JE
TAE, XA 2 A R SAR S B, e 25 A RS ARFRAERIRIE, DA H T & 2 A R R
ST REAT B AR TG T o BB A BSOS W A O A FE AT X 35k AN B A4 o Y i B 301
(WL 2),

T kTiE
) 4 ) 4
24 5 G 2N L (i
(CDE) ARSI e )
|
Mk 55 AL R IAL AL I PR I Adb Hs g ab

Figure 2. Organizational structure of pre/post marketing pharmacovigilance in China
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3.3. AR

20 el 80 FARL AT, HREGIEL RS N R RAELE 228 & ESRMZG A RN, T NEASH: 1984
M, (M EE) WU SEE, BT A IR, RA TR WA AT 25 A RSO I T AR 1989 4%,
R R 25 AN RS e a7, 48 5 MR B € RO BAAr (23] 1999 4, &4 T M
Ji R4k AL 2] AN BRI G, EE A STE RN A AN R RS FEAIERIC S, EIRGE KR,
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2001 4F, ERZ ARSNGB MEIZIT[23], BRECAILAEF NG S50, EREFEAT A B
B BB, RS EERZ RN QS ER, B2 7 UMEATZE — B, 2012 48, EX
it A BRI R e RO, 245 A REF Rl BT . 25 A A AN 28 Al B N 5 45 1%
ARG HRAF 2020 4F [ 5K 25 i A RSB INAFE B BRyTHUMY i o5 R 4y, AN AR BRI [24]

(LA 3).
EXA MY —» ERGRARR
R/ BEE T S U e
A
\ 4
BN R » BPLGEA R
HE/ 2R < HEALIG
A
\ 4
F R AR R R P K2 R RN
R BARE N EIBLAL
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i/ B/ DX g R
JRI
| | |
Az Al BEIrHLMA ZE /AN
Figure 3. Flow diagram of monitoring method
B 3. mARREE
4. SrHREE

FE G EAEREN . A0 LN X LA RARLE 2), B 1) EEMN: %
CRCR AT R T 250 WS B, fEAE R LA e, hEEVD RGNIRS: 2) HE: &
1] 24 it 77 A7 S 25 H 245 o SR A ST 0 (CDERY S 5 4 51, op B AN IR T T EAT s 3) ER 4. %
i 2 BRI AL 7O RVE R I R G, A AR BEEKR, hEBER 245 A 4t (Chinese
Hospital Pharmacovigilance System, CHPS)AL T-HIHAB By, 7EHHRALEE . PPAL . =256 07 Tk 75 ook
Table 2. Comparison of the implementation of pharmacovigilance in the United States and China
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Ty HAHER R AR )
(250 R T )
| e 25 ] 26 B M B —— 150 24 5 5 10— —
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