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Detection of dysgeusia-causing drugs using the Japanese Adverse Drug Event Report
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Abstract : Dysgeusia typically occurs as a side effect of drugs. Patients with dysgeusia may
experience adverse nutritional and quality of life effects, such as loss of appetite and
malnutrition, or heavy seasoning and excessive salt and sugar intake. A decrease in the quality
of life may also cause a decrease in patient adherence, and as a result, the therapeutic effect
may also be affected. Therefore, we investigated the reporting status of dysgeusia using the
Japanese Adverse Drug Event Report (JADER), and evaluated the causal relationship between
drugs and dysgeusia.

The JADER data used in this study was reported on the Pharmaceuticals and Medical Devices
Agency (PMDA) website as of March 2017. Statistical analysis software R version 3.5.3 was
used to combine the data, and suspected dysgeusia-causing drugs were extracted. Signals were
detected in the extracted suspected drugs, and three types of ROR 95% confidence interval,
PRR, and Chi-square statistics were used. Among the drugs in which the signal was detected,
a package insert containing the description of dysgeusia was also confirmed.

However, some of the drugs that were determined to have a causal relationship with
dysgeusia did not have a description of the same in the package insert. Daily side effect reports
in clinical practice are significant because not all side effects are listed in the drug package
insert. Therefore, healthcare professionals are required to recognize the relevance of reporting

and listening to even the smallest complaints of patients.

Key words: Japanese adverse drug event report (JADER), Dysgeusia,
Side effects, Drug package insert

Received November 12, 2020; Accepted February 4, 2021

Nobuyuki Wakui, Shunsuke Shirozu, Sana Onishi, Miho Yamamura, Kenichi Suzuki , Yoshiaki Machida
IR R I E R BRI
*OERE G - BREERR PR EB B E MM EHET
T 142-8501 HRLHER L) IXFEJR 2-4-41  Tel & Fax: 03-5498-5760 E-mail: n-wakui@hoshi.ac.jp

13



WS EEMEWEH T — & N— 2 & F 7RG E 2k 23 RGO

1. #

i

BRRBEEDORRK & L TiRbHZ VD OIE, KA
L BRHERATH 2 2. L ICEIE I
TIE, 3 NS 1T ADEAIME DR FE RS 2 £ C T
WHE I, WREELZH SN BED D
HLH T5%1%, WEMETLTWD, HDHWIE
WRES DPLRWIRETHL LS TND
3.4)

WRESNSE S ZEFIL, BRA R ko
THRERNEIZHKD, & L AXHRMITNELS 2
S TSP ZBVRE TV T5 L, K
R QOL ([ZHESENFEAL 5 5 7. QOL
DR TIZEREDT Fe 77 2ADIKTF b5 &
BT REEERH Y Y, R L L THRRER
B ERETZENBESIND. Lo T,
ERAEFEE L, hoBEBRREERLORBIER L
[FARIC, HAIMEOWRREIEFIZOWTHIEEL
hoTE=F VT THUENDD. FFIZ,
DR TH D EAMIZ BT, #E72
EHFEER L EMOF#EM IR 2 Z &2
RKobns.

PRI ORIEMIL, EAIC & D FB A
ERGOFMC, BEOEBNRFAE DL &
IR STV 5. 1o T, ERIRAICEEM L
W2 < W, FE TR ABE DMERWERIZ OV T
3, EFRMBACEICTEBR S T anZ &
NHVED. LoT, EEMLEBALEDRIE
MWR7Z00 T, +afncEntER,
FEAIRI T =R A SCELZ T ICEL T, B3
i O BIWEF O "TREMEIC DWW TR A < BRfiE L C
BILERDD.

HARIZ I W TUE, MNAATBOE N E R R
MRk A % (PMDA : Pharmaceuticals and
Medical Devices Agency) 23EZEMEIVEHT —
4 ~_—2Z (JADER : Japan Adverse Drug Event

14

Report database) % AP L T\ %. JADER &
2004 4E 4 H 1 H S O E RSB RISR 24
£ 2 EHRAERNL RO EIRS - EiE
EIMICET 2REERE#ROBRE L TEBY,
IAETIEEDT —F =A% W =BIEH
T F N ORFEDBEANATDIR TN D D,
FEBE, 2SS BH I RE D IR BR B P 1T 35V TRR

LTV o IZEIERIZ W T, JADER
ZHWTEHETH O STV D,

% Z CAMIZETIL, JADER % W T [
EOWERM A A L7Z. 728, JADER |2k
LW I — A 3 FEO B 28 WV &
NTWDEN, BIEE TO & Z A L O 1E
DENLTWVDEIRIN TN b, K
WFFETIE 3 FEOFHMFEIE 2 W CTHFZE 21T -
7=,

2. 5 &

1. FAZE x4 JADER 7 — % OfEA 51k
AWFFETIL, PMDA O v = 7 %A kT 2017
3 ARESICHEE LTABSRTWET —
4 % H\7=. JADER (% TEF]—&T—7 L]
MEEGE®RT —7 VI TRIER T —7 v TR
BT —T V] O 4FEOT—T IV THER S
TWb., KT —7 VL, @ESFEF—L L
THEG DN AHE T, ABFFRIZB VT, BIEM
(2 K D FEANME DR R E & MREET 2 72 O JRR
BITBEICANT, FIRET —7 V4D 3
BOT—TNDOTF—2%fG Lic. EFl—
BT — 7V iE R R, R, R, R,
F&, MEEE, RN, WmiEOfE, ®EE D
GROT =20, TEHELERT —7 01120
WA E, EELEE, EELOME, EE
i (R4, EES (RoE4) |, B, &5
BitGH, 5&TH, K58, BG¥MOT
— &N, TEWERT —7 ) [ mEE, A



H RIS 7 7 2

Vol 9, No.1, 13-20 (2021)

FERERPEE, AEFL, AFFLORIA,
O T — 2 BNENENA-> TN,

KW TOT — 2 OFEEITIL, HEHEHT
7 K Rversion 3.53 (LT R) L. &
LT — 7L (306 77 8074 1) {22\ T
%, EHRGOEE & LTI L OO
HOF =2 TNDD, RO
F—HFEMHE L. Zhic kD FEFRLEE
DOHF T, FAI & @IER O BIGRMEAS FR Y
T =X OMHNFRETH ST, D%, EH
—ET—T )L (44 77 485 1F) EAEDA L, Wik
WOT —ZIZBEOMNER I DT — 4
ST L. &61C, BWER T — 7L & 4
HIHTHEFEHERGOERDOT —& Lit21T L,
INEMETHT—T7 v E L, ok, dmslH
FEITH12H72 0, PMDA |Z JADER % 7=
A SCATR A SRR L7z,

2. WRREFEEHZE 2 FEREO T 7T VB
fENTH T — 7 D, WREEEZ L ik
WA L7z, 20%, #EEIC X 2WRE
FEOREMHE, LSOOI K 2R
FHOWE IR, PRI X D WRREEE LSO
BIER oA, 6 K O EESE LI D FEH
I L DWREELUSOREIEHOME M E R
HL, ZoREEHNCTY 7 AR OFE
AT o7z, 7 TR IZIE, ROR (Reporting
Odds Ratio) @ 95% {5 #H X (95% CI :
confidence interval) , PRR (Proportional reporting
ratio) , * MLt & D 3 ffE A HV 72, ROR (34
TR ERERE 2 —TRASLTW DI
EThOREEROBREDA Y A&7 5 12,
PRR [3A U ZADEHR A - B BT C
BHIN TV DLIEIETH D FrEFLORESE
GO THLMHEtY A7 L B Eh 54
DIROEHRE TR b D B REEDB D e
CENRLEERZ EVR/HERTH L. o Hit&E

15

1T 2 x 2 EIRITEIT 2MSIEORER G =
LD B, ENnNENO Y T FIVHIEIL L
TOREEZBZXT-HEICVT7FAEE L.

ROR ™ 95% CI ® F[RfE >1

PRR=2 72D #REEFEIC K 2 R IEE
DHEMH =3

K REEHE >3.84

3. VT IVAER &M SCERRE O — Bk o

iR

T TR SRR O S B, R
IR EE O H 5 0 R Lz, fo#k
N DEIRICONTIE, FORAMEZH
Rz Fe, YT FVEORR L IRM SCET
o FHMEE R L.

3. & &

1. BRREREEAEZTHEA O 7R
T T — 7 Vv ERET LIz e 2 A, AEH
544 7 333 1R 5 LRTREE A5 AT HEAl
X322 CTH o7, 2D 3221125V T, ROR,
PRR, et B % & &0 7 F L O 4 4 21t
L7z, O %, POR I 123 {4, PRR (% 69 14,
v REFEIX 101 Ry AR bl
ZDH B, 59 HEOFANZ, ROR, PRR, y? #tit &
DETOFRETY 7k & vz (Figure
1 .
2. VT FIURER LA SCE R O — Bk
T FARED LN IEFNCONT, [EF
s IS SO O IR FH AR L2 R 5 5 0D T RE A 2
Rl SN TV o R L7z, £ DR A, POR
X123 D 9 5 64 1, PRR 1L 69 £ 5 5 42
1, ¥ RIS W TIE 101 o 5 B 52 fRic
BT, WA S0 O BIE AN bR R o W]
HEMEA G ST,



WS EEMEWEH T — & N— 2 & F 7RG E 2k 23 RGO

[ A EFLME (n=440485) |

B4k (n=440,162)
ERIEBEEE LIS O FIVE s

DR ORIE S (n=322) |

BRREREE D o 7 AR
* POR (n = 123)

* PRR (n = 69)

<2 HEFHE (n=101)

POR, PRR, 2 #FtEDETD
R 7B (n = 59)

Flow Chart of Our Case Selection
from the JADER Database

Figure 1

F72, ROR, PRR, ¢ #it EDETOIEE T
IR ST EA] 59 o 5 B, IR
TR RREE ORIEH O RTREME N FEH ST
Wb O 36 £ (Table 1) , GV E O
%24 (Table2) TH-o7-.

4. E B

AEFERIIKRRREELZAL T —4% 323 1
DH L, VTFIVET, ERGORMSTEITHE
HREEOREHOLEELZ 72 b 0 0EIE
I%,ROR 7% 59 {4 (18%) ,PRR 7% 27 {4 (8%) ,
CHREEHEDS 49 1 (15%) .3 2T T 7L
A CREEN -T2 b DT 24 1 (7%) THHoT-.
72, 3 BTN TOMBREEIC W TY 7T L
BHNA T, IR SCEORLE D 220 - 72 E 3R
X 24 FT, 209 b, JuT =TI,
T=FTr, TV Ui B, BRBLY CHE
HEInTEBY, FICEENPLETH S, WRIE
LN L 7 B BEFICIE, ORI E AN

16

3 <, ERICIRAIRZER L T2 kith
RO WERTH .

WA SCEICRREDEWNICL b ST, v
TN Lo RPN GFIET HEHIZONT
X, LTOAEEEREZ 2 N5, 7, Bk
EIR S TIER TIE e <, BERADER
ELTERZE LD BOTHDLZ & 2D
¥, BEHEICHED N H RN b RMEEENS
ST BE R CITRANHEE L, EREFED
FRLICKWEWIFERN/HRETE 5. KIZ,
RREEOARNEZTICLH Y, EERMNEFE
DZDIERZFRIRL T2 & LTHRK O
ENEHELWZ ERETHND. Z O, KRk
ENRFHEBIZLD2DO200, EIFRMIZED
HDRDNE DN LB D, LrL,
EHMICED LD LK LIESGAICH, Of
AL TWAERZHNC DT> TN D & EDik
LD L0 E L6 L, gEed & mIE
RAOB@BAREINTLE D TREMERE 2D
n5.

AR TIE, 7T AFLERO N EE
mlZE B L, IS SCEOMREIT 72, 1t T,
WA SCEICRRFEEORIER AL ST
HZICHBbLT, VIS ABRHNETH ST
EFESIZ DOV TERHME L TV 2R, Z ORI
OWTIIAMIEDORFTH Y, S%EORET
Hb.

AWFFERER LV, EIELORA SCEICRIME
HOFRMEICOWTREAES &b, KD
B THRREEENHBELL TV 5 2 & 2R
i, WREEL, 2HEOBRE0LAR2
EOERBRBIER & ILEV, ERENERT
NEBAMEITERWERTHDL. L, BF
EWH B HDEFICESEZICES L, BEOX
FREES QOL, HITITIRFEDRICHEEL S

e
7 14,15)



H ARG 458 Vol 9, No.1, 13-20 (2021)

Table 1 Drugs in which side effect signals are detected in all evaluation indicators

and are also described in the drug package insert
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Table 2 Drugs with adverse drug reactions detected at all endpoints,

however no adverse drug reactions described in the drug package insert
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