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Signal Excavation and Evaluation of Sitagliptin Induced Skin ADR after Going Public

PENG Yuan'?, WANG Cheng-cheng'*, TANG Li"*,ZHANG Zhi-yong'(1. Dept. of Pharmacy, West China Hospi-
tal, Sichuan University, Chengdu 610041, China; 2. West China College of Pharmacy, Sichuan University,
Chengdu 610041, China)

ABSTRACT OBJECTIVE: To mine and evaluate the skin ADR signals induced by sitagliptin, and to provide reference for drug
use in the clinic. METHODS: ROR was used to mine the signals from the AERS and find the skin ADR signals . SPSS16.0 was
used to analyze the effect of age, gender, medication duration and dosage on the signals. RESULTS: The data of AERS from 2009
to 2011 was mined to find 165 warning signals, 24 skin ADR signals. Compared with other ADR, skin ADR had no statistical sig-
nificance in gender (P=0.341), age (P=0.229), medication duration (P=0.078) and dosage (P=0.226). CONCLUSIONS: The
mining and evaluation of AERS can get sitagliptin skin ADR signals and their influential factors, and it provides the basis for clini-

cal use and lays the foundation for further research of pharmacovigilance.
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Tab 2 Distribution of influential factors
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Tab 3 Geographical distribution of ADR
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Tab 4 Occupational distribution of reporting persons

Il %1k ADR £H Hofh ADR 21 &1t
[ 87 656 743
2 3 46 49
Fet T A Mol A B 40 238 278
BHE 10 76 86
3 itig

I I 4 A 7 I PR3 L PN N7 A S A ) 4 s ofe | B0 —
oy 2 H Aty 3 TG, DR SR TR (R 2 i 1 S 2
R TAERIBEFE T 2 —

AHFFE Rl MedDRA %1% ADR., MedDRA J2& 76 A FH 24
WA W AR ZE R E BR PR 23 B (ICH) F 90 NI T 245
WE ML 55 i 244l 5 B2y L T RIS I R 5 45 I B i)
FRfEBE 2 ARIESE . Zn A 5 i B AR, LR 2R IE 1
AL  AARAEFURE AR VR 2 IRITRER AR E R E Y 4%
B FRALARSAT (1 PELE SR SV IR S B AE R s
P GRS A AT F UER i A SCI0 H o (EAS 1 R A2 Med-

China Pharmacy 2014 Vol 25 No 2 < 157 -



DRA "1 —A>PT AT LIS & F—4~ L /Y SOC, H B A7 Horf—A
SOC ##55E 3 SOC(Primary SOC) , M HAB 1) SOC HIHEFR N
AHIY PT 97K SOC(Secondary SOC)™, f4il#il: PT M5 i 48,
S8 24~ SOC, 43 31| Ay Jdk e At ek ie (35 SOC) |, B W B
PRZGURAE (K SOC) o [RIILHFFY BZ Ik ADR 7 HLAHA R IR A1
B N BURAE A F SOC M55 , st 2 24 Bt , NI se
2 LA AT FEE , R IR SOC HF (5 5t & T 1 ik ADR f93%
B, B S5 58 Lo ASUERKG B A BT 412U A 1 ik
SOC M55 1 JHF R AE v A B0 18 M T 9 i 19 1 s K i
LGS T, B BT e, 5 T U

AT P BT HLR S ADR 45 0 3 SR U, BRI 42 5%
2, 2i0ide/b o FESZPR AR tponas et B0 i K YIS AR Py
A T VB R 5 00 AN BRI A S5 it , % 44 2Y
MR R, $ s 2 it o 4k

AHIFFE R FEAK ST T G Bz Pk ADR AR X F oA ADR, 7644
S AR 3 A To 22 T SRR AR XA [ 31 A [ AF 1% B )
FBE T LA R A, ] & A2 B2 Bk ADR XU A o BB
FEFAZI I ) (4 43 AT JC 22 57, (EJE 2 Bk ADR K £ & A= 7 I 25°F
AR DR IR FH 20 14 R 20 B0 TSR R R Tk B Ak X T B
A FZ Jk ADR 1) f 5 S8 ) G IR 24, B 28 Kk
HE SR I/ N s/ 28 55 ™ B ADR 1 R A o ARl i
B F B EAR R 2, AT SRR T REZ B, RN PR R 2
B4 W R AP TR 25 B 1 A HE AR T A P ] Bt B 1 o
Z I T LAIESS . MWFSEORE , BRI A FEA%417T ADR [
At FEAAEPLERRE R I, JE BAFAE B IX AP 22 5%, 18
AR — AT

Xt F S G177 5 R R SN, AL, Nakatani K 2548
FEAR ST A 254 th 8 — N 2RER RS, SR /M IO 1%
R 3R (199.9.265.0.400.1 nm) o K98 & FE K b ]
RE-SPURK AT ISR 56 . SRR S8 1Y /B N LR L 24
FE L

FEA%STT TG A2 MR oE & 3 ADR K2 & A 7ETH AL
RY NI RS, K ADR B9 4 A R K0, 4 < )2 ik ADR
BB AR EE UL CL I AfEE PSS T AE Gl A v B
TSI ERRIE S0 Ik ADR , 22 B ATT 2 33 26 ADR
MR BV SRR AR R IR

AMFFEE T X AERS B 554248 , R Mt 2 b Fn
PEA T AHSE R N B ik ADR ROSEN , o B0 B A 2 P %
FRIREA FH 25 W A EAE FH BB AR B x4 45 5 152 , AERS
SRERNE R A S 0] R ISR RIS O A E S edi-2

Wi, S AR I 7 12 7 A AR e ik T i ek
A B AR 254 5 ADR Z [ SR I PR ARG 3R, T 2
HE— 25 AR FIPEAL I LA E

Sk

[1] Zrae, gk, i/, 3 2500 BSONAR- S A6 Jr i
IR 5 SRR [)]. 25 R 55 AT 52, 2009, 4: 255.

[2] Sakaeda T,Kadoyama K, Okuno Y. Statin-associated mus-
cular and renal adverse events: data mining of the public
version of the FDA adverse event reporting system[J].
Plos One,2011,6(12) :e28124.

[3] Hoffman KB, Kraus C, Dimbil M, et al. A survey of the
FDA's AERS database regarding muscle and tendon ad-
verse events linked to the statin drug class[J]. Plos One,
2012,7(8):e42866.

(4] ZEIAIE.25 5 R SOVAR -S40y 75 38 K v Y
[D]. %% % v £ E X 5,2008.

[5] fHBBayes J5 i e 25 W) A R S NLAF 5 Ko F) 25 KU F
5[D]. L. % —F E X%, 2008.

[6] ZLEZ, BRERE. IR, & LIBTT 255 A R RV A & 2
el e SR I RGN [ L3 B F R,
2006,4(5):475.

[7] BRBEE ARG, BAE, 5 25308 e = A 1 R TEAS
RS 455 A o 4 0 R D). 25 2 74T 9% 5 2 &, 2010,
19(3):181.

[8] RE:Z, W&, £, % WHOART Fl MedDRA 7£24 i
AN B SO W e g 157 PRI, P ) 26 4 4 %, 2010,2(1)
81.

[9] DG, e 77 ARHEAR , 4 ICH [EIFRPE 2= HITE T i (Med-
DRA) : 2545 PR bR UE R A ARTEAE[T]. F B 6 Kk 25 58 5
53697 5,2007,5(7) :586.

[10] Nakatani K, Kurose T, Hyo T, et al. Drug-induced gener-
alized skin eruption in a diabetes mellitus patient receiv-
ing a dipeptidyl peptidase-4 inhibitor plus metformin[J].
Diabetes Ther,2012,3(1):14.

[11] A, KRR, BAg A — RAKEIKG DPP-4 1 50) : Put 5107T
VBT 2 BUME bRs (1 2 Ak N A SCRR A AT (0] F B R R
234 % ,2012,32(6):480.

[12] ke, BAERRGYER P L2 FE S 5F 58
). 28 #istrym s 2 &, 2012,21(2) : 90.

(ki F 393 :2013—-07-31 &l H 4:2013-08-20)

(PERE) RE—UEEXHE) (CA) WREAT, RidETs 1T

- 158 - China Pharmacy 2014 Vol. 25 No. 2

HEZE 5 2014 4F45 25 4555 2 1



