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Correlation analysis between the judgment of medical damage liability disputes related to off-label drug
use and evidence-based evidence

BAO Qi', HU Lin', HU Huajie', HUANG Tao', FU Mengyuan', Haishaerjiang - Wushouer'*, GUAN Xiaodong'*,
SHI Luwen"” (1. Dept. of Pharmacy Administration and Clinical Pharmacy, School of Pharmaceutical Sciences,
Peking University, Beijing 100191, China; 2. International Research Center for Medicinal Administration,
Peking University, Beijing 100191, China)

ABSTRACT OBJECTIVE To explore whether there is a relationship between the judgment results of medical damage liability
disputes related to off-label drug use and evidence-based evidence. METHODS By searching for medical damage liability disputes
related to off-label drug use up to 2021 on pkulaw.cn, documents were extracted to record objective factors, subjective factors and
judgment results; whether there was evidence-based evidence was judged according to Off-label Drug Use List and Evidence-based
Evaluation Standards for Off-label Drug Use of Guangdong Pharmaceutical Association; univariate analysis was adopted to test the
relationship between the judgment results and evidence-based evidence. RESULTS A total of 57 cases were included. Cases mainly
occurred in the eastern China (63.2% ) and tertiary hospitals (64.9% ), the main appraisal agency was the appraisal center or
institute (61.4% ), and the most common type of off-label drug use was overdose drug use (45.6% ). Among the judgment results,
23 cases (40.4% ) of off-label drug use had a causal relationship with medical damage, most of the responsibility of doctors was
secondary responsibility (28.1% ), and the actual compensation amount of the most cases were less than 100,000 yuan (54.4% ).
There were 25 cases (43.9% ) with evidence-based evidence. Univariate analysis found that for off-label drug use the claim amount
of the case with evidence-based evidence was significantly higher than that of the case without evidence-based evidence (P=
0.040), and there was no significant correlation between evidence-based evidence and the actual compensation amount of the case
(P=0.741) , causality determination (P=0.256) , liability type (P=0.598) or appraisal agency (P=0.260). CONCLUSIONS
There is no significant correlation between the judgment results of medical damage liability disputes related to off-label drug use
and evidence-based evidence, indicating that there may be certain differences between judicial trials and medical science. The

off-label drug use should be regulated by establishing a complete
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off-label drug use management system and standardizing
informed consent procedure for off-label drug use.
KEYWORDS off-label drug use; medical damage liability

disputes; judgment results; evidence-based evidence

- 1810 - China Pharmacy 2022 Vol. 33 No. 15 tPEZ P 2022 458 334555 15



T ] A5 24 4 24 S i AT [ 58 2 0 R4
[T PR A 245 it 10 P A5 B 8 PN, A 7)o L AR
T N UEEY 25 2538 AR A S 27 TR R T2 b
FH 5 R AT e S, TR A U B 254 T N A —
AHMEY, St —E B R T R IR R IR
TR REE 2R A S R 1B 5 FH 24 70 TR ] B B 3k
AELEY B I KR 2 XU R 8OR R R & AT
IR BT 40, A PR E WO BT A 23 rh i
WO, 2021 4R B I ) B vouT e 1 BH 5 FH 245 W iff B
JE < TE W JoA RUECH AT T B RPRTE LT, BRI
Hs 28 B AR (R0, AT IR 2 136 B 45 R B
i E B A UE B 2 R 00 24 5 R Sty 7™ T A
B UE TR 2 8 150 45 T 245 | A i B 7 9 35 54T 4
Gy PP e AR SGE B UL BRG] RN ETT
P E TR Gy AT ISUERESE , TR FNRZE IR 5 3L ]
FHZ 2 A A AE BB UE UE S8 PO AH DG , DA Ry 585 R T
HUA R U] 5 25 8 B B FR i 5%
1 #RERZE
1.1 SNSHERRFRHE

ATV ANHELD S < W58 B e I b K3
7] 2 E ( https «//www.pkulaw.com/case/) , ZH A
PG KR ZE 2021 4E 12 A 31 H KR 4
A R, G P A3 A i B M s
A, T N e 1 5 | 8 SR R ), vk S e
B A6 R 27wk S R 2ok Tl i e 46 1R 22 1),
S MIFE R VA2 B A R B i 45 R AT 241

AT HEBR AR LS - (1) 25 550 o ¢
S5 (2) BT ARt ZE 0 5 (3) A 8 45 SR 1) S 481 % L 1)
— B (D) IEBEA T Z R R E L6 (5) flff
) R S 22001
1.2 X615 SREGREA

MR SCA N AR B ) 200 R 2= L 32 U0 PR 25 A e
I ORI 2R LTS S IR B) b DX RIRR B R B
SAEREAAT B, UL R A4S 5 Oy ORI 4
B, FI s RAL SR UL 25 5 BETT I FE R G R
B2 )5 TEAT S R B G B2 0 . ASBIESE s S ) 43 258 T
TSI WK 1.
1.3 i AAREIEIERE

SRR 2o G A 2 B 56 IR bR
VR IAT G U BH 5 FH 25 UETEA BRSO, 75 251 W 45 H
HIHTWE T A S — R U A 2 e B 1
UETESE « (1)1Z 35 B B L H A 25 5 st I 451k
5% (35 [H FDA ‘B W www.fda.gov; Bk % EMA ‘E ™ http:/
www.ema.europa.eu/ema; H 4 PDMA B ¥ http: //www.
pmda.go.jp) ; (2) 1% 17 9k b [ 25 3L i PR I 24 250

FEZEE 2020 FEEIIEE I

®1 BURMBRAGETRESTFUSHERENEER

DR oy Kk iR
fRARIER foh B EfR
EWAZ Y2014 2017201820204 AL
24
K SERART. AR A LB
AT S ZH 4 LFLRFE
BEBEl o S et R Z [E 7 BLA 2 38 9 () 41
hetp://www.gov.cn/fuwu/bmfw/
wjwyl- jgex/ indexheml) B IR
(Sl
L ESIY ea W LU g I el i3 i eyl e s
) W RRG RS FMRZ B (natomical therapeutic chemical,

LR 31 M ATC) TR E A
BRIBINA% @RRA &N BR BRI

i JHEh A B AR R A RIRE
N HERE
BERBET  AEME4 B &)
BEERHE  EERG24 PGS
TR BHRELH AHREE
BEHR AhEEE Bgs KEPi/AE BEtia
Ff MEAE 44
HER HENBAA-E A ERE 24 L Sk heat
JERELE
i REFIEGHELE0) BEGHE (B SR EEE %)
(FEfEM 1% ~19% ) EREGE (Wit http://www.gov.cn/banshi/
FEH0120% ~44% ) % E (R FE 2005-08/02/content_19194_3 him)
Holi45% ~55% ) FER{F(HEH
{5 569% ~99% ) F1%E 2 FHE (G {E 1

il 100% )6 4
Sl Gl

(2015 4£ ) ) LA Kl PRAZ ¥ 746 B (2020 4F 450 ) (AR B=
2eoxd, NRTAE M ot ) Wik 5 (3) 28 9f) RAE UE by B A
Y24 B ZE 22 58 Micromedex®, 45 A 30 TS 2%
I GEHESE B E L |5 (4)%F T Micromedex® AU 2%
HEE L 35 25, K3 Micromedex®[¥ Thomson fE iiF 25
R 43 g L, 1 32 PubMed ., Cochrane il Embase (i
JE A6 B8 G SCRR N A 880 A S 1T b IR S B
Ha Ll B
14 SitEHE

X ZE A5 H P ) 2 LR 2R | UL IR 3R R R e R
ATHERAE 3T L 2R Py A 30 40 100 I 5 P 24 - B 7 i 3
KRG &R S B IEIEE 1Y 0C 3R B IEIESE 5 300 3R v 4
E T OC R 5 R AR S B0 55 4317 B2 07 54T LA e
T P A A S OB R TR YOG R B UEUESE 5 FW0R 2 A i
RIBEEHM LR, KB KIEa=0.05, AHF 5 H
Excel 2019 4 8 7 Bd 2 , £ 1] Stata 14.0 B4 22 151
FREHA TR TE AT LR R 537
2 HR
2.1 BEAPAASIAETREREYULRGIMNER
HFAE

A5 e BRAG F 7 ZR SR AR B 98 191 22 441), 28 2:k I3
FRZANA BT Z45) K2R iR UL 1

China Pharmacy 2022 Vol. 33 No. 15 < 1811 -



e (I
[ T

44 EH R (n=11) |

HEIFHIFRB) (n=8T)

A (= 11)

3] 142 300 e (n=176)

HEBR (n=19):

S ARHRZE (n=13)
ST (n=14)
ATZI(n=1)
Al (n=1)

WASIHTINZRA] (n=5T)

1 EOIfFERERER

HORYEG S B R (1) B0 F 8 R AT E 4
HRHLIX (63.2% ) . R EEBE(64.9% ), H FiF K £
(61.4% ). (2)ZMBIFLHP K 80 Fh2h iy , Horpfu B4k 25 71
Pl HSZ O Fh o b2 2 gl I 22 RO B A T
A2 (BOL) MR G RPLIA 25 (J01) 342k THp s i ki v
A 8 A 25 S R o (3) Wi 9 95 K i) A 150 BH -5 FH 24 4
25, O ) ] 2 (45.69% ) FER 1E IV GIE ) 24
(40.4% ) o (4) ZZ B FE WL 2= v, 0 WA =2 5
O B8 E T (61.4% ), Z3 36 B2 2 23 58 38 19 AH X b
(24.6% ) ; S () B RIS 4 4 32 BEAE 25 5 ~ <50 J1 7t
(36.8% ). (5) Ml g5 5 v, T UL BB FH 2598 1) 2
NEBEIF IR ETLIN R R 34 61(59.7% ) , B R HK £ 23
51(40.4% ) 5 B2 7 AR FHIR B DT B 22 (28.1% ) s ZHUZE 15
S BRI 2 4 45/ F 10 T3 o6 (54.4% ) . (6) S 451 Hh A7 32
11 (56.1% ) TCAFUEIE S , 25 4] (43.9% ) A PEIEIESG . %
Bl FEREARTE WL 2,

2.2 HBiHEP AN %X EFRESEULEONTEIE
IEHE S HIREE RAME R

PR Z A M e SR B R B S 24 T T i )
b UL B 2P 5 ST E A R E R
() EC ) 8 A I T IR B 1 22 401, (H 2% S e ge T2 3 X
(P=0.256 ) ; #8156 BH 15 FH 24 TCAG I TIE4 11 58 ] = 724
T HU M5 T AR UEUESE B 291, (R 25 S R Ge 243 L
(P=0.598) ; A 156 B 5 FH 24 JCA E k4 22 5] 14 3] 350 i A%
GHCN 14.9 700, 5 A TG IEUE 5 28 09 542 4 %5 (19.8 J7
JO)M2ER TG F L (P=0.741) , R L3 3
2.3 BiHAEAHS %X EFRESTYHROIMMEIE
IEES EWEZ/EEE

FR R TR B, S E N I 525 5 e G
223 Y (P=0.260.,0.931.0.847) . Ti#UaEH 45 F 25 TC1
UEUEHE (1) ZE 451 (5135 2= W 4 85k 47.9 T G, A D e E4R 1
AP A BRI 4550 71.6 T3 0, A HEEE S (1) 22 191 451] 1)
KI5 2% T IR IEIE i 4] (P=0.040) , TE L
=4,

- 1812 - China Pharmacy 2022 Vol. 33 No. 15

F2 BUEHMBABRAGSIAETRERTULREBESR

&
fokz VS FHRE M WA %
fif ] 2014-20174 16 281
2018—20214F 41 719
WK s 36 632
L 13 08
i 8 140
FHET —iff b} 386
i 35 614
B —4 7 123
=Y 13 n8
=% 37 649
BERAILE % 13 038
& 4 772
B R 3 8 140
I 49 86.0
PRHIRR (hHRT) RE AL (01 7 167
filiZi(Lon) 6 143
FLlRIRZ (B01) 6 143
DIERERIFZ(CO1) 5 119
A 5 119
Sl EE25 (103 ) 4 95
BT 5 B RN Z (A0) 3 71
Gl (Lo4) 3 71
GEH(NOS) 3 71
RBZRR R 2% 456
A& g 2 404
HR S 8 140
RAHB R 5 88
SN 3 53
Nl 3 53
HHRIESH <BHT 12 211
BI~<S0T 21 368
505 ~<10057% 13 n8
210057t 11 193
BIE R REE 5 8.8
B2 14 216
BRI 35 614
WESE 3 53
HRHBRA-EFRERRER & 34 597
fi bi) 404
FIRE FERFIE 1l 193
T 7 123
WETE 16 281
Rl 10 175
Ttk 13 038
LhEEAH <07 31 544
10/ ~<25T 7t 14 %6
BT~<501 G 6 105
2501 C 6 105
R % ) 56.1
il 25 $9
*3 BIEPAERAEEBEILIERENETRESRENS
FoEd e

it S DT g 17 e g 1 L R O )

TATR PETALL b RRRMEHIG I % EWplie  Hoa
TEEES EJ) 469 310 149
B 25 320 280 198
P 0256 0.598 0.741

FPEZG 2022 4E55 334555 153



*4 BURBBRAGEXLRILERENETRERTUS
HEMEER

AR TEEMERE EERSEmErs SeREenmrs BrsEmiagm
WEEE  REAREGGE ERTADEAA  ERTARENM  HRERH T
T b 4 2 479
HRIEEAR 1 15 716
P 0260 0931 0.847 0.040

3 ITig
3.1 BiHBABEABNELBIELIESHRERTEER
xH

CBRIMZE DS 1 JUAHLE - “ 78 1% To A R & 4
AT FECERRIRIEOL T, B IR EUAS 8 3 B 0 ) 3
J&i , AT AR 24 it B A o R B A (EL LA A s 2 TE
F 255 R ISEIRYY Y B IEIE s A TR &
AAULEA A5 25 B B4, B Bh— AT . ARBIFSE
R R, 57 2] 4y 2245 vh 25 1 (43.9% ) HA g ik Uk
P AL L1 (1.75% ) B A% £ 35 i R 2 AR A HOR 7253
PEUE B 2EUE A oS — R ARPETERL, A = A
B H, AR R — e R UL R A I 25 B
HAPEUEUESS , (B EAS X A KBS T A S I
PR 250 1 78 43 % 45 LR AE , BT AL 5 1 42105 15 e
BT GG — (AR L A5 2545 BRI B, 7RI AR 1
Al A e A T AR BB N TR A, B
T R 2T IR O R AR e nT g I
F4) DRV I 2 o L DL, A KU AR B 2 H IS R
R IR B A R BB X AR F B
TATEL, 0 7 A IS , o 745 10 T i B 1) A 100 BH 5 24
RN AR WA T B E L B B RGEE B A
(AR LA 43 FH 2457 7 A7 40 3 TAT 20 2.
32 BHEPABRBIFESLSENHLTEERXX
Z.5ZBEEHMEAMERX

UL A 2551 & 7 3 E SR A 2y kg BE B
JE AR BT EEUREE S A R, TR BT S e i
TR RS YA TR BRI SR S R T A T
F R 3t 2k ) L SE T8 FFA TG <OBURIL 700 AR g 4
w15 B U B E BT R TSR E I R L B2 2
Z AN ZAGUEUESEAT TR . R S B S
Bl B A EL B AR, TR SIS e =
SR ST SR G RN ) AR S I R S
L™, 5 ILIRIE , 2R 0 4 4032 Hh X 48 0% % TR AR L AR
F AR E AL R AR RO R S A ST 4 R
N, PG TE TR (88 156 BH 45 22 19 R s & 40 o vy, Xt
X S G 5] B AR BE Jr TRAT HU ISR , {8 52 PRI B2 4 5 o
o bt ST 2 23 T BT AN AL B A 51 ) O A A B
(s R 7 i R A EE WA Py R i/ e ek )
T GG BRI R I A AU , 4E 3w AU i e
AT ERE,

8
6

FEZEE 2020 FEEIIEE I

3.3 MEHAYHEIEIEEMEAYERANAIRER
i) R 52
A SE TR 29 U B A5 0 T 5 | 2 2 2y i st A
TE T ICHRAE s AL 5 A A, — ek = R TE TR S 45 o
P 25y H T - 0™ 3 A A0 2410, AR X
SRR EAINESETR 7/ I W R AR e 7 ey | i =
1% , BB ST BT 245 Wl R0 45 1, BYE T 25 iy
. YUY BRSO 25 (LO1) At HLRE I
W25 (L03.L04) o H1 MR Ia s B AW T, M 48
[ PG 7 o T e R S5 I IR, g 25 2 i R R
W12 2R 2 — B AR v iy T 22 4 i
SiE LT R, AR AR B A PR UEUESE , (H =
i TSR T B i DA LI R 4 . IR, 250k
PR 0 UL 0 IR, — D7 T 2L S 24 it
R TR D IS R A, PR A 24l B B R SO Bk
BB 5 g — T UL A W DR 0L T I 4 2 9 4 By
R0 e g R A A A T S R, TE R AR
A g B[RS , 3 = Al XU o
34 BRI
A FEAAAE— 2 B Ry B (1) A5 A Y b Kk
TR P SRS 2R 7 2 AR G A% FR [ R B A5 24 R
S HVE T A D AR AIEA PR 5 (2) 5> 2201 #1345
FRBIC AT R 2 LR 2 AN LR R AR 5 (3) 74
ZBIEE T BA B UL 25 LIS 7 ik 5 S iR 156
W15 24 B2 7 00 3 AT 21 2y A e R S e ik 4 1) A
CAMEFNT ; (4) B T RMAREAR AR, R K5
JE SR 30 1) 7k 3 A U0 B 5 2 BT 4 5 ST 4
Dy FNIREIR SR UETESE RO AR G P AR Rl 8 & =2
FARREE M X T ZE R 520
4 g
] 25 BT 40 ST AR A Gy IR 25 3R S R IE
UEE TG i A G (BG UETESE  R s 80 2 e AL 4E
A BB I I e 2 R AR OC IR R o AR 45 R ] )
A G B AR ) T REAAE —E . BB R A
2y TIARE , A 37 58 35 0 U B 5 P 248 B 2, DR
U1 P25 01 [F) 5 K rlVE AL (R 2 TS BT
AR ) BRI By 7400 3 5 ] AR I U A, OF
o RTEVT R 25 ORI
Sk
[ 1] American Society of Hospital Pharmacists. ASHP state-
ment on the use of medications for unlabeled uses[J]. Am
J Hosp Pharm, 1992,49(8) : 2006-2008.
[2] T ARA P B NI 25 it B 5 2478 B 5 At
PH[I].AH 252 ,2014,24(12) : 841-843.
(31 Hll, AR, 2 PHL 3 B el 158 B 5 25 A s DL i)
JEAE T[] A E 2 5, 2014, 25(20) : 1829-1831.
(M55 1819 51)

China Pharmacy 2022 Vol. 33 No. 15 - 1813 -



