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Abstract : Objective
the marketing authorization holders (MAHs) in Chongqing, and to investigate its application effect in the regulatory practice.
Methods
determined by the Delphi method. The constructed quantitative scoring system was applied in the GVP inspection from 2020 to 2021

To construct a quantitative scoring system of the good pharmacovigilance practice (GVP) inspection for
According to the relevant technical specifications, a quantitative scoring system was established, and the weights were

to evaluate the construction of the pharmacovigilance systems of MAHs by the comprehensive scores and radar graphs. Results A
quantitative scoring system including nine first — tier indexes,38 second — tier indexes and 77 third - tier indexes was constructed,and
the weights of indexes were determined. Among the 36 MAHs,two MAHs (5.56%) had a comprehensive score of 80 — 100 points,
eight MAHs (22.22%) had a score of 70 points or more but lower than 80 points,13 MAHs (36. 11%) had a score of 60 points
or more but lower than 70 points,and 13 MAHs (36.11%) had a score of 50 points or more but lower than 60 points for the
GVP inspection. Among the 36 MAHs, there were two MAHs (5.56%) with the basically complete pharmacovigilance system,
21 MAHs (58.33%) with the relatively complete pharmacovigilance system, and 13 MAHs (36.11%) with the incomplete
pharmacovigilance system. The radii of the radar graphs showed that the assessment and control was the shortcoming in the
construction of the pharmacovigilance system of 36 MAHs. Conclusion The constructed quantitative scoring system is operable and
practical ,which can directly reflect the current situation of the pharmacovigilance work of MAHs.

Key words:pharmacovigilance ;regulatory science;quantitative scoring system;Delphi method;radar graph

20194F 12 A 1 Bl AT A Crh e AR LA [ 24 5
EPRIE VK AT AN RO 5 1 s o R R
AN 2GR DY 2 O RSO R 5 A A
H 2020 4 B 44 0 245 1) R 2 o (24 ) i I 4
FVE ) (2021 4E%6 655, LA fal A GHr v ) ) 1 i 17
B ATS LUK AN B 07 1 75 R0 AW 0 G 2 4 p (304 7))
(2 W 254k Wi (2015)78 5, LA R FRCHE ) ) 2 R ([
FK 2 W B A PR 56 T 25 5 Vel R N LR
AN BSR4 (2018 4F45 66 5 ) ) (LA R fRi R 2y
D) B RG A S T E ], 62 BT TR (LT
TRTARRFA N ) S 24 ) e A 2020 4F 1 2021 4 2%
] IE I A 25w AR B S A I —

I, F5 A N TR 25 A 1SN Wk 28 35 25 76 A8 Sy 2
YIEBARZ s oy —Jr L 7E B VB KA, 25 0 A
W) e AR A AT R ST R 2 W i L 4 R
R ¢ J5 24 b A R 207 W T 380 2 ) e i ) a9 o A
R 2% (A A )RR ) , R AR R FEE X4 48 br
AR P AT & B, 0 A B AT g v 24 0 A, A
7k A ) 25 A A A R R A R I T
2020 4FF12021 41 H T 36 Z 35 A N 25 W E ok A 45
b3 i T B B E T, AR AN 2K
R R A SEH T IR R YL 5E 25 W) B i 46 A &5 SR i
VRS B AT AT, A PR &5 SR A 48 F A s ik 3R T
WA R TP I E A RN o

F—1EE LT, X MEARAE A F AL RRRE BN, (8-F1254 )wen_wen266@163. com.,
MEEEE L, L W E R A FR T A SRR RR R BN, (8 F42 48 )sswdoctor@126. com.,

18



20224F 11 H 5 H 5531 &5 21 W
Vol. 31,No. 21,November 5,2022

¥ %

China Pharmaceuticals

B

Pharmaceutical Administration

1 E4iEsERGE
1.1 FHiEiRmE

LG N B 4 S A A SR 2
X NSO ER FED NI E PSS I LA R o ey )
— i FG bR, 38 MG N A1 AR AR, 7T R A N,
VA = A8 AR A 2] - KA N - KA N
B =R AR R
1.2 EREEREESH

[5) F53 TH FNFE bR AR« SL 6 3% O A W L K,
K HL I QQ HUF A5y =X A A [l 4 . [R) 45 Y
25 R A B A PR AR RAEL R & ZBEARG DL A 3R
2R Herp R AT 10 WAL 455 PR AT 20 AN R R A5 )
EPRIRAE R, —HHE PR A HIE I E R TR
AP, AR T R YE T R SRR A H N E
B AR LWV #EA TR SR FH Excel 2020 3
FISPSS 26. 0 G824 R B as Rtk AT 0.

LRIEARNGOL 92 % F v, 5P 2 b W B4
Jar VN (11, 11%) , 55 P 24 it W B 48 3L )y L A 4 )
2 N(22.22%) , 5 PR TT 25 db AN R s g Wil s 4 A
(44. 44%) , F5H N2 N(22.22%) ;55 5 N (55.56%) , %
4 \(44.44%) ;460832 ~ 47 %, F-19(39.22 £5.97) % ;
NGB AR O TAE S5 ~ 134F 534 7. 67 4F 5 -4
FAETNL 11%) A5 42 3 AN (33.33%) , KEFA
B5 AN(55.56%) .

L RPN ARE S35 & T - PE F8 bR 10 50
JEE | ATA) R 4 SR o 4] AR IR & R ) e R il A
) 35 9 403, [T WAL 25 1) 3 O 4y, ) 3 [T A A 4% K 1
1 100% , 3 W& G I U 1) PR 2 A BRI R B 0 1

L RBUBRARE ALFRAU R E(Cr) , 248 & RE XS
St — a5 Ty 1) B AR 7 BE IR /NS i TP A 45 SR 1)
ALEE MDY — AR R 5O T lb AT ) AR R E (Cs ) AN
HIWEARHE (Ca) A5 Bl Cr = (Cs + Ca) /2,Cr > 0. 7
WSS R A AT SRS ARBIESE b, Cr 18 WA B A 45 2
WM IR X N ANEIAT ) T A AN LR
44 J5 T o AR TR, AR KB 1 Cs o 0.906, Ca i
0. 956, # Cr 4 0. 931, FR WL ZEAIAURURE B = o

LR DL OMRFR B 248 L SO R R T 4 = UL
— AR, — B L fE/R W R %L (Kendall's W) R,
HAE R 0~ 1, B K, 3R L 00 2 DL D ) 7
7 Kendall’s W > 0. 7, HZAAESHUG 16 )5 HA B &5 1E:,
RUIL RIS B B 550. 4 <Kendall’'s W <0. 7,
HLAESHRR G BA B &%, £ L RWTESE I
Hh 288 0 Kendall’s W < 0. 4, 0L F T4 &2 0L 2%
SRR, A BTN — RS AR R, —
9. = Y8 A5 B Kendall’s W 43 51 &7 0. 824, 0. 543,
0. 424, FERE M EE R TTHIE L 1.

x1 EXEAMERE

Tab.1 Coordination degree of the experts’ opinions

M54 Kendall'sW B @A X1E P&

— A AR 0. 824 8 65.914  <0.000 1
BRI AR 0.543 37 180.957  <0.000 1
=R 0. 424 76 290.302 <0.000 1

1.3 FoNEWE

— AR bR e LA N 25 L B T ME =)
FEPR I AT = X — AR PR AR X % A5
LG RAB W F- 3418 5 = 948 br W75 AR B8 0] 6 8 A b 45
T RN = A8 bR 1) 5 R R AGRAR W VE ik A T

BXo= Yoped Yo Hol i SR Sy MR
i=1 i=1

JXFERAR G B VDO, ¢ T 5 IIRURER BE R B X,
R = AR AT Y50, m N B X AR —fk ik
5 00— AR 55 R ) AR AR A A T, 15 =)
FE bR e B 2 e A 25 R T AR R KA
HmILEK2,
2 MA
2.1 M EERIRE

A EE A DT 3 48 A A 2 ) BCE £ 10) 4, R AT A A
SR B SRR E 2 ~ SRR, A A A
DR TS bR 5 B L EA T2 3, A RN DB R
FEATBEE T CRTE I 2RI, BB
B EA M 25 A B RNV e iR B AT —
M A" A3 G YR, W ST R e
A B 0 BILAG MR 7 7 WL S R o B 7 R S A A A
“HRTE — AR HR SRR BAER T JC TAE R ST k75 4>
LI AR DT AR5 BIAG B STRC IR MR DT — I A
HRTEA BB A TC TAEBR TR e T S AR 1,1/ 2,

77
1/3,1/4,0. 854 A% 4335 (Score) = D R-K,, H:
i=1

WM SRR S, ROV IR AR TE AR, K, W 48 bR LI
37
2.2 BEAZEES

36 Z¥FH ANH LA TF5 0 80~ 100 4319 2 K,
70 ~ < 804311 8 5,60 ~ < 7043150 ~ < 6043145 135
PAFE 7= il A B W A N5 R /NI (1 ~ 191 ) A rh
FIBL(20 ~ 404 ) IR L ( > 404 ) A LR 3,

KAL) 255 3F 43 fe =1 (72. 50 43 ), 80 ~ 100 43
02 FEFA NBITEIZA , 4 FIA NZEETED N 60 ~ <
70 535 AL 255 0F 73 68. 61 41, L 70 ~ < 80 43
R E L2 FKFEA LG TR T 60 43 5 INRAR 2 Y 25
G50 60. 78 53, 11 KA NLEATEMET 60 47
LA TR AT 80 43, 25 W i 1k R4 it BE AR 58 35 5
60 ~ < 80 77, F 4 56 3% s MK T 60 43, M4 2 v R B o R

19



AHEEE-

Pharmaceutical Administration

¥ %

China Pharmaceuticals

20224F 11 H 5 H 531 85 21 )
Vol. 31,No. 21,November 5,2022

R2 HYERREERENTIERERNE
Tab.2 Quantitative scoring system and weights of GVP inspection results
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Tab.3 Comprehensive scores of MAHs with different scales of
preparations [MAH (%) ]
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Fig.1 Radar graphs of comprehensive scores of GVP inspection of four MAHs

21



