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[ Abstract] The WHO launched the regulatory system strengthening program for medical products in 2014,
aiming to encourage the enhancement of medical product regulatory levels in countries and promote the coordinated
development of regulatory capabilities globally. This initiative encompasses guidelines on quality management
systems, good regulatory practices, good trust practices, and a global regulatory capacity framework. Its core tools
are the global benchmarking tool ( GBT) for regulatory system assessment and the WHO-listed authorities ( WLA )
framework built upon the GBT. Understanding the assessment requirements of the GBT and WLA can not only
provide ideas for improving China’s drug regulatory system but also serve as a reference for aligning regulatory work
with international standards. This paper systematically introduces the assessment dimensions and key requirements
of the GBT and WLA in order to explore their intrinsic relationship with relevant guiding principles.
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BE 7 77 b e &R G I 5k i R (regulatory sys-
tems strengthening, RSS) & WHO 2014 ‘£ 2 31, §
TE AL HE 25 [ U 45 7K 1 32 71 K b [ & 4 1 B 2 2%
o ZiH R G WHO BE £ 78 92 1 24 i 55 T0AIE
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Xif 4 BRI K CF- 32 THBA BRI S AR SR TE R
GBT PFAh 5 WLA TAJE B F (9 ¢ B 220K, b 4 5C
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o WAl WLA B A E J7 ik, WHO St Jm & A 3
B3 2021 4F 6 7, WHO %A i) CIFAG F1 22 JT A
SE W B LG g T 1L 280 44 B BOR SCHF) ((Policy
on Evaluating and Publicly Designating Regulatory Au-
thorities as WHO-Listed Authorities) & T WLA %%
A HE L 5 ¢ (AR 1 o 2023 4F 11 7, WHO %
A3 CRPA A28 A E W8 HILRG A 1k T4 23970 22 B 1Y
EEVEF8 9 ) ( Operational Guidance for Evaluating and
Publicly Designating Regulatory Authorities as WHO-
Listed Authorities , L) F fAi Bk “ WLA #2E35 /") "
CHI it T 2080 24 HLA 19 S804l T ) (Manu-
al for the Performance Evaluation of Regulatory Author-
ities Seeking the Designation as WHO-Listed Authorities ,
LATF 8 B S0P A ) T EL R A 4R i AR
I A I LRI
2.3.1 HIEAMFSIAETER  HEEIAIE WLA B
A0l 2 LT Sk fF 2 — O W8 LA i ) WLA
(transitional WHO listed authority , tWLA ) ; @ % i

GBT 1E U1 Al , W5 45 ML A 3k 8] ML3 /K P, o,
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2022 4E 3 H 31 H—2027 4F 3 H 31 H,tWLA 4%
AL AN WLA 24 50 i 15846 R %80
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T PR ERRE VO L e RO RS D 2
@ ey CFrfb2& s k) AR A 2
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EEXFREEI M LR BRBE . I PEAY WLA A9 AR 100 WA
HRRE 0 75 2206 /2 RS M B A Xf i M Bk i) GBT 223K,
Hr HETEAE WLA (9 MC BRREBR % & RS Al MC
MR He LR AL 38 75 L3 /£ MA VL RILT &3t 6 4
M e ity BE5K 5 o3 RIS LT BARE BRI /& RS FIAS bt b
BER AN, AT B X B 2 LR 8 R AR Be Bk B
PEAL LR BLAE , BRI 2 RS A LR M ZER A1, 38 75 1
/& LT MRk (W3R 2) .

T2 O M WA HLAE XS B B P AL 2R

B A IR/ T PR R RS MA VL MC LI RI CT LT LR
MA \ v x x x x x X x
VL Vv X Vv X X X X X X
MC 4 vV vV Y x Vv x vV x
LI vV X X X AV vV X X X
RI vV X X X vV vV X X X
CT Vv b3 X X X X vV X X
LT Vv x x x x x x vV X
LR vV X X X X X X vV vV
2.3.2 IPAREAR T XK AR HL A S A, 18 Bl 07 Ak ( performance evaluation, PE) T H. , {iL i

WLA PR IR TE Al 3 o P e A kA 2 28, /L
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MLALRE T
(248 i)

MBS % B (25 .
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ML3 F1 MIL4 [ W5 45 Bl #4

(good regulatory practice, GRP) 7K 3 F1 QMS 52 Jifi #2 J& ; @ WHO
X PP AL AR AT SRS W

@ W PG XS BRI GBT $8 b JT Ji A 7, WAl 5, L v] [ 3T PE $5
i 5@ WHO 3F A VA& 2475 LW 4% WHO RH] PE T
HIFRITAl

D W HLH X IEFRE GBT Fib7 B PE 545 JE 1375 @ WHO ¢
{8 TP A 25 4T 5 3 B T XY 2 5 9 GBT Ji 17
e A5 LU SR VE A 45 4 5 ) WHO RiJT) PE T HIF IRV
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i 42T ML3 48 A5, [6] B 3 R 5 A2 36 513 i) M4
FEAR , f23% 14 W RS,S5 Ti RI,4 5 VL,1 3 LR, MA
LT 4 3 3 ,MC \LL.CT 45 2 . M4ERER , il 4K br
17 T, 76 26 A A bk s RS ARuBe i QMS $8 45 6 105
FEAR R 5 150, % VL CT MA i e ; 158 b B 5 33
AL RS MA RLH e 5 RS 43k (9 B¢ I595 45 2 01, ik
W AR 10

it GBT F54r A PF 23 I ik 12 NRA JF R4S
—. Wik GBT 45 bR HE 45 W A5 bR, 208 R
ML3 #1 MLA f5 45, £ 253 8 2% 55 F1 WHO JFAh

AR, S5 48 bn th WG A DL B TG 42 48 BORE LU
A VA58, a7 22, WHO W] R 2R SR R4 A5 B
PEALAE AR 00l WHO BT, 0 W 2538 S I J ] Fof 552
Jit B B (AR S it 1E A S L 3 S L 2 S ) L H
e ML3 f5 bR SR 29 A (LS 14 DS H AR 1S
APPAAE TR ), MLA $5 450 16 A~ (4 7 2 %45
PRAO ASTEAL 48 R ), b A 48 B X A Al B 4R i
B nsk 4 fron . BUE AW, Bk GBT #5454, 34
HAEE LB 2, TR R DU AR B o e T, 2 8L
QMS 4EE R bR A — & 70 fii . RS MR iRk £,
Hk VLRI M b e % .

x4 WLA o EPALFE T HUk GBT I 464573 Hr A
- ML3 M4 4 i
2% A 2% A HE 48 2 BEUR ik pap] iy QMS RUEsS i
RS 7 3 3 4 — 2 i — 7 2 i 2 2
MA 1 2 1 1 1 — — 2 2 — — — —
VL 1 5 0 2 — 1 — 5 1 1 — — —
Me 0 0 0 0 — — — — 1 — — — —
L1 0 0 0 0 — — — — — 2 — — —
RI 0 0 2 1 — — — — — 3 3 — —
LT 3 I I ! — ! — 1 — — — — —
cr i I 0 0 — — — 2 ! i — — —
LR 1 3 0 0 — — — — — — — — —
wit 14 15 7 9 1 4 1 10 12 9 4 2 2

i VPR AR T, BUE GBT V4R AR (W T 47 ML4
FEAR , B 6L A8 H LT AL & A2 b AL SR ) MLA 35 B
e HR AR T NS E AR O AT fR bR . BLAh,
5 ] ML4 38 4045 20 S ANFEFLE GBT ME 45 bt FEl A
IR bR o X LU AT UL, Jeb 3 A 45 X M A R ] WLA B
R E M X T My o R IR A2 R B AL 42k ML3 45
P, 3ok P R AR T B L 90% 1) ML3 5 AR H. 40 7 1l ik
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e Bl A2 36 IR ] ML4 $5 4R, I 35 8 4 5 2 0
A5 MLA BB GBT 16 T, 045 7 2 % 5 i
Ko 9 AL 545 o
2.3.4 PE M5 PE4R4R  BEX AR MRS, PE F

Ak B I R L AL A AN TR

PE $8ARPEAG I S 6 M (A AL LILRILR)
f9 20 N ZF, PE T HAFXS S A f e (MA [ CT VL,
RILR) 5] 1 B3z PPl N 2506 B TRl 20 2R e 7 L
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20 Wi PE f5 br N 5 frn . PE $8 brdifi ik b,
It e 2% 3CHk S 53 T GBT 545 G HK , £ & 1 T
MLI 545 .5 3 ML2 4845 .25 5 ML3 45 45 F1 22 I
ML4 f845, PE $§45 2% (1 MLA 45 b5, 16 T 2K

A
PEH DT 2026 F5 35 EE 9 ‘



Chinese Journal of New Drugs 2026,35(9)

W HLVE AL AR SR ) MLA 8 AR, 4 5 5 T O
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VL 7
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T 2020 4 6 HAETT A 5L 56 % g 1 S ki) ) (Al-
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