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Comparison and Analysis of Causality Assessment Method in China and
Naranjo’s Method in the Evaluation of Adverse Drug Reactions
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Central Hospital, Xuchang 461000, China)

Abstract Objective: To explore the differences and respective characteristics between the causality assessment
method adopted by National Monitoring Center for ADR in China and Naranjo’s method. Methods: Both
methods were used in the causality assessment of 202 ADRs reported in our hospital from January 1, 2016 to
June 30, 2018. Consistency of the results of the two methods was analyzed. Results: Two independent evaluators
used the method adopted by National Monitoring Center for ADR in China to assess the correlation of 202
ADRs respectively. The kappa value was 0.509, which showed the consistency was moderate. Two independent
evaluators used Naranjo's method to assess the correlation of 202 ADRs respectively. The kappa value was 0.697,
which showed the consistency was substantial. Two independent evaluators used method aclaped by the China
mational center for ADR monitoring and Naranjo’s method to assess 202 ADRs respectively. The kappa value was
0.100, which showed the consistency was slight. Conclusion: (1) Both assessment methods have good validity
when they are applied separately. (2) Both assessment methods are in good agreement with the "positive" result.

(3) Both new and dechallenge ADRs, two assessment methods are prone to be inconsistent. (4) Both Naranjo’s

VRIS Wi, R0, BF9rm: 25 R 542 Email: cjhappy0917@163.com
GRS 22K, FAEZE; BT m . BERAFE I SIGIKZ) S E-mail: 545765537@qq.com



2020 8 34 8

989

method is used for routine monitoring, the response rate of some questions is low.

Keywords: adverse drug reaction; causality assessment; Naranjo’s method

2y i A RN DG IBRME TP AN 2 24 W i i — 30
WRERE . HET, 258 A RO T 1 4
FMINERZ , KRR 53 g SR 12 A v 1k
PRI . BRI I R AR S PO B A R K
W2y 51 A R 3 B0 R 2R 5G 28 Fa] REE K/
FIWrd FEfa 5, H S5 E 2L LKA
K, Gy 1 B DR) L5 AT 5 ) A A v AN — E
LS o AR EAL VAN UL — D Z5 A AL R A0 T
%, FEREI Y5 A RS Z 6 B a] B
RUCE BCE T IR, AR A5 R 8 A [l 24155 0 1
Frig g W . X —2R PPN T ik I W RE e, 25
wiEE " AT AR EZR,
KarchfllLasagna ¥ 7. WHO L3 Rz Wi fpors
(UMC) BUERCRM RED . W RIPAh %k
( Naranjoi® ) ™| Rucamif #3E 45,

F& I ADR I rhcs B SR FH B9 P4 75 125 8 T AR
WALV 7 12, OTES % T UMCIHIER E R IT
&g, FEEIESHFEN, PSR N6 .
PR AR A — 5 2 OC RFEAT LR A I,
mFEIPR . HAET, NaranjoikfEADRIEAMH AT N
MHBEZ, —EBRAUEZE, W (Clinical
Therapuetics ) { European Journal of Clinical
Pharmacology ) %5, #FBAHHZK 4 F Naranjoii/EH
B2 Rt e e 560 . Naranjodk 3t fy 1044 [a) R4

PR AR BEE H A5 H 8 B g T T
W27 o A S350 I FH AP 5 % TR BE20164F
1A 1H £20184:6 30 H [z 12025 ADRi A 7 5CHR
PEVEMY, X PRR AN 77k 0 W s SR T L A a3
M, BEBRTHR T EEAEADRIEFM DM i 22 57
AL, HRIT2%,

1 ADR m
S5R 1 2 3 4 5
HE + + + + —
AT g + + + ? -
Gk + + + 7 ? x 7
AIRETOR — — + 7 ? + 7
(ERAEiy s MR A BRI
TR TP AU R C R 3R A
T 4 FoRlE: — BREE: 2 BRELUEER

e 7 A,

(1) 2G5 B S 00 B o5 B
BIRISER? (2) RAJERFFEIZAE MR
PERA?  (3) 52l i, eI 77 9 2k sl
B (W) 5 (4) FROE AT BE 2y o2 15 7
U BLRRE S S fF e (k) 5 (5) iR
PR AT HIGFHIZS AT s iRt . HAt

S, B TIPSR I A, 1677 BYSZIRAARRE
2 Naranjo e
- VAT 43

P & AR
1. 1% ADR S A 4hie R4 +1 0 0
2. % ADR SRR AT BE LYW KRR 7 +2 -1 0
3. % ADR JEAAE 25 8O0 TR G 19 2 22 7 +1 0 0
4. 1% ADR JEREH U T ] 259 )5 B A2 B +2 -1 0
5. EAFAEHABE I BE S5 2% ADR 7 -1 +2 0
6. % ADR JE A 1E I 2R A -1 +1 0
7. e MR ECHAB AR R Sk B PR 7 +1 0 0
8. 1% ADR &5 Bt Hg g fin ek, mpin] e m 22 i 7 +1 0 0

zhgysh

criauaciunicaL i IR



990 2020 8 34 8
2
[ RT3 E
iESEE
2 75 PNl
9. R W R T RIFh ol RS2y Wt B 2 ¢ +1 0 0
10, JESFEAEATAT 2 WU YEIE S22 S 2 +1 0 0

B E

T BoME= 97y, RUNZAYSA R PRCE N ER, RIEAZ IR b€ AR SoME 5~8 204
IRATREA C, BUEA FOLIESE s AR NSRS BUME 1~4 70N ATREASC, RIJE TR BT /MIESS, SURRERS
SEAETEMNEI; BME< 0l BERy, BV TR I s A TR L .

1
1.1

FPBE20164E1 H 1 H 2201846 H30H FIRES
24 S A KRR W e B ADRECHE SE20241 . H:
W, PEEADR 13761 (SFR . PEAYADROG )
— M ADR 651 ( FHH . —MADRTH) .
1.2
1.2.1 SCHRMEPEY

F 244 LA H G R A4 I R 245 Ui 43 J30) 1 D el %
ADRYE I 0 AL A T AN aranjok X} 202471
ADRZ—Fh o [l — ik R —8U00 i g 8 th
BE ADRE HR WM B B, IF 5 B MR
B RZGITE B A
1.2.2 Geit2rJrik

il HISPSS 19.0 GEit2# 8453 % Al — 34N T
2o ANFEG I PE A 235 5 0 — SO FT R AN O
TR TN G5 ) — B T Kappa 2% . Kappa
H () WHAE: (1) k<0.400f, FI—FME
#; (2) 040<k<0.600}, £HPE—F; (3)
0.60<x<0.801f, KUIFKER—FME; (4) k>
0.80, FHIAH Wby —EhE",

1 E A DR W I A SEIEHE A 7 i
“FEVEMYT RN “TCEEVHANT SN TR R Y 5
g, NG ADRZ YR SR SEZR, RIA
— MR K. B, K EZADR I ot SCH:
W IrEh e “HE” “IRATRE” “RIAET Al
RETLK" 4395 Naranjod P i) “HE” “IRAT
A" “WIRE”T “WIEET XFRE, ZHJER x CHIEEEE,
AT — SRS

SO i ARVACEUTICALATTAIRS

2.1 ADR

WA IR ST I 2550 500 0 FH L ZE ADR W e 56
BEPETEAN 7 X 20200 ADRHAT S IEMETEAY, VMY
SERINR3PTR . BRI, kappaf0.509,

3 ADR
N &AL A
:Hi =] ${M B R P N N K
HE R AT RE Gl A1t
HE 5 0 0 5
Rl g 0 59 27 86
] HE 0 24 87 111
&t 5 83 114 202
2.2 Naranjo

PRS0 ST PP 3 43 530 1 FH Naranjo ik X202
ADRIEAT RN, PSSR INR4TTR . S—
FEKEE, kappafd0.697,

4 Naranjo
X A A
lilz,fﬂj\ B b P 4| 4| N
B RTTHE RE A
B 5 0 0 5
Brlae 0 191 5 196
T HE 0 0 1 1
At 5 191 6 202

zhgysh



2020 8 34 8

991

2.3

ZZADREIN A SRR PE Y J7 % MiNaranjo
LR BRI 45 R NSRS PR . &2 — Bk
5, kappafH0.100,

5 ADR
Naranjo
[E % ADR Wi Naranjo 7%
P DG T
Wik HE  RATRE Alfig Gt
i 5 0 0 >
R RE 0 83 0 83
e 0 108 6 114
At 5 191 6 202

3
3.1
MFRIMEAMLE R AT LLE B, B ALk ST
TEH 2 N B 5 ADR W I A0 SC BE P 4 7
FNaranjoik #H 17 IFH Bf kappafd 4351 2 0.509 F1
0.697, FREHLL L PR AR A6 PEA 32 Hh g
ADRICIRMEIE M BHER AT h BE DL B — Bk, Rt
TARUEAC PR I B FE BT, RERS I PEAR A
(B A L
3.2
321 XF “HE” AR —BER
ST LU 1, B ZADRYE I e Bk
PP T IRIFM A SR e s, X
) Naranjoik (I PEAN 45 AR Ry “HE” , Pish
M E T “HE” SR8 NFE1]
DA, B ZZADR WM e SCI M PF A 5 i B
HAEHL, 2, 3., 4. SRR “+7 “47

“+ b “+7? “_” Hd‘j‘ﬁ%i;]z{ﬁﬂ\j “Jjﬁ:%” 5
BEIE, X R L. 2. 3. 4. ST N
“IEE” “IEIE” “ﬂE]z” “ﬂE[zH “?’_]:” , Xﬁm%{ﬁ%j

“H1TCH27 41T fe27 427 M98y, i
TRZIFH6 ~ SRR, HEABA I
M TR0 AR, TS U ADRZ
FEBe R A, KR AR AR b Ak s n] B AL
£, NHY COET, XMRMES (417, BIA9
gy, R CEET B

zhgysh

3.2.2 XIBMADRFIR “K¥E” HADRITA S
R—E %

TER x CHNEEFR T, XL LB A ICHE RR
BVEM 5 R — BRI ZRLASMY BT Fm
PIE T a0 ligi . &5, A 14100
P WA AL TR LR [, HX R AR EUE 108, FoR
A7 10841 137 FH I ZE ADR W I 0 SCIRAE PEAY 5 1A
Bk “RIHE” BUADR, TEN FNaranjoik PEAT B8
FIR “MRATRE” o RN RGP R AT AT LA
M, FEHPTHIWADR, £ “FEiEAL” BYADR,

SHFHEIADR, R ADRW I o0 B P
Jr R AR AU B W vk . R AT LA
Bih CRNGEEFFEZA TR RN SR
HESE PN AR . ST RAR RN, |
FHI ANy “FH” , EFKADRYI A M
M Tk 228 PE A “PIRE” o 1M Naranjo
PIPMBIIADRES, ARSI MIZE “&” , 150
e (HAERZHIEN T, 2. 3. 4. SHIN0IE

%4‘[%—-, Egy\j u+” 44+” u_” u_” u+” , X‘j‘@
%{Eyg 44+277 u+1w “—1” “+2vv “+1vv , ;j\:ﬂ‘S

gy, HFHAJLINESRAL, B2 AamE ,
PN A “IRETEE” .

TR “ME” BADR, TEIEGT,
TR E BIADRIG I AEZY, BIR “ZHME”
4N e 8 2 AT A2 AR B0 R, Ak Sl R S8 25
PEATIRYT , R WIR YT T EAE 5 AT RS T
XFADRIEATXHIEAL B, Wby o B 15 BE S0
T BRI S G SE IR YT . IR RL,
HhoCx7 7, EZEADRYEIN AL BV T VR
BZEITM A “TEE” 1M b F Naranjo B PEA
W, EARSE3TN 7 o R, fH04r, H
KREBIEN T, H1. 2. 4, S0 A FE,

E_gj‘j “+n “+n “_» “_» “+n , X{i‘mﬁﬁj‘j
u+177 “+2” “_ln “+2n “+1n , i@ﬁ‘5§:}‘, Hﬂ

THAB LN ZHRAL, HEAATE, s
“IRArpe” o
3.3 Naranjo
TEI FHNaranjolk P4 3 Be 20247 ADR A A
K, HTFHEHUMES, NaranjolFAs w8 Hhl o
[P RE N 24AK . Horpr, 586 ~ SE 8T N 24 3 1 Oy
0% FEHIR, EB6I T TEIm K H a7 2 g
RN, BB ST T ilm R 25 W67

IS P &) b b



992

2020 8 34 8

Hh R B LAY I 2 TR JEE W A 245 i A A BR

A R8I T EAR A A SR HE AR A liﬁxﬂ
BN YAIR, HT&%ADRHMW“‘?JH??UET
FEa R e B, BRGSO, AR R fE

,u\ﬁ:ﬁﬁﬁ&"iiﬁéj\iﬁ'ﬁ 1E2026ADRY, A i f L
8, R B R T R APl [ 2 25 W B
IR A3, SN 1.49%, B& AR ALER

. X5 HairE N A A 10 H Naranjoid &
ADRF A T 52 et 14195 0 2 — B0,
4

FE 2< ADR Wi v SCHRPE AN 5 12 FlINaranjo
B Tﬁ?ﬁﬂcﬁf" 2, AR REUR FH A 4 B A
XA 2B L ASElAY S E 2K ADR I H.c
PRI ﬁﬁ%ﬁ(iz&*ﬁﬁf%ﬂiﬂ’]ﬁiﬂ?@%ﬁ TEEEH
Wro Hrp,  “RBEBRATEIZ TR RV
B OFCHREORT PIASRLEN T ADREF R FI WA
JUEMAE . IR EAFA L R R

KA J 47 EADRIPHH AR ML A
PR, “ERMCR” H “+7 RADRIEM N T M

ﬂZ‘g Ao T Naranjoik (19 [n] @51 43 B A 402, i
b S FIMr Sy AR, — B T
%mem¢uiﬁﬁﬁﬁﬁ% TR
T, 556 ~ OWi B R Z K. 734h, EZKADR
Wm¢u%%ﬁﬁ%ﬁ%% T LI R 2
Az DL AR RAT B st e M, RS, R
PEfTH, mﬁ@%%ﬁﬁ~ﬁ@ Hif T ADREY
HRLEI

(1 BREA, SHEmS. By il 28 S gl Jbat. s
BrHOR iR, 2017: 161

[2] Karch F E, Lasagna L. Toward the Operational Identification
of Adverse Drug Reactions[]J]. Clinical Pharmacology &
Therapeutics, 1977, 21 (3) : 247-254.

[3] World Health Organization. The Use of the WHO-UMC
System for Standardised Case Causality Assessment[EB/
OL]. (2018-12-26) . htips://www.who.int/medicines/

areas/quality_safety/safety_efficacy/WHOcausality_

assessment.pdf?ua=1.

[4] Naranjo C A, Busto U, Sellers E M, et al. A Method for
Estimating the Probability of Adverse Drug Reactions[J].

V@O i iR CEUTICA LA

Clinical Pharmacology and Therapeutics, 1981, 30
(2) : 239-245.

[5] Danan G, Benichou C. Causality Assessment of Adverse
Reactions to Drugs—— I . A Novel Method Based on
the Conclusions of International Consensus Meetings:
Application to Drug—induced Liver Injuries[J]. Journal of
Clinical Epidemiology, 1993, 46 (11) : 1323-1330.

[6] Benichou C, Danan G, Flahault A. Causality Assessment of
Adverse Reactions to Drugs—II. An Original Model for
Validation of Drug Causality Assessment Methods: Case
Reports with Positive Rechallenge[J]. Journal of Clinical
Epidemiology, 1993, 46 (11) : 1331-1336.

(7] EREMZ SRR G, (SRR
AR R A BRI ) FEIZERA M. dEst: hEBE
R R, 2012 47-49.

[8] A RBR, SR, GERRIE, S5 UEICIPAGERTEZGYA
RS T PR TR S 3 A (], R 222k
2012, 47 (8) : 650-652.

[9] BT, BE2Egeita: S2hM]. dbat: AR A M
#t, 2010: 233.

[10] e . T PR ITA kR A X 0 Mgt 2 A Py S50 80 LA i
SEB AR BN RIS AL b BE B 20PN S5 400
2019, 19 (2) : 240-242.

(1] B, EZae, s, 55 —Blg @Rk ARG
ML/ B BT (D). 2527 k55 S 0ETE, 2017,
17 (5) : 352-355.

[12] Srinivasan S, Karthikeyan E, Sivaneswari S, et al. Clinical
Condition and Medication Therapy of Amoxicillin—induced
Stevens-Johnson Syndrome: A Case Report[J]. Aging
Med, 2019, 2 (4) : 227-229.

[13] Patil N, Paulose R M, Udupa K S, et al. Pulmonary Toxicity
of Bleomycin — A Case Series from a Tertiary Care Center
in Southern India[J]. Journal of Clinical & Diagnostic
Research, 2016, 10 (4) : FRO1-FRO3.

[14] Indranil B, Somnath M, Sukanta S, et al. Azithromycin—
induced Rash in a Patient of Infectious Mononucleosis—a
case Report with Review of Literature[]J]. J Clin Diagn
Res, 2014, 8 (8) : 1-2

(WA EH 2020485078 %% EEH)

zhgysh



