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(Hori K et al.: Detection of fluoroquinolone-induced tendon disorders using a hospital database in Japan.
Pharmacoepidemiol Drug Saf 2012; 21: 886-889)
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e 2 WHANE | BEFOHE SRR Risk Ratio
[%] (95% CI) (95% Cl)
Ciprofloxacin 1,158 0 - -
Levofloxacin 13,334 9 0.067 (0.036-0.128) 5.20 (1.74-15.51)
Tosufloxacin 2,114 2 0.095 (0.026-0.344) 7.29 (1.41-37.54)
Moxifloxacin 979 2 0.204 (0.056-0.742) 15.74 (3.06-81.02)
Prulifloxacin 11 0 - -
Sitafloxacin 138 0 - -
Garenoxacin 251 0 - -
Sparfloxacin 266 0 - -
Fleroxacin 290 0 - -
Gatifloxacin 362 0 - -
Ofloxacin 96 1 1.042 (0.184-5.666) 80.24 (9.46-680.47)
Norfloxacin 186 0 - -
Total of FQs 17,147 14 0.082 (0.049-0.137) 6.29 (2.27-17.46)
Cefdinir 17,902 3 0.017 (0.006-0.049) -
FQEJ?'?‘?%;% ( a;t jglj;lgl?/;\)/‘% '5%\/
Cefcapene 24,864 2 0.008 (0.002-0.029) iﬁ?;j?mx LB
Total of Cephalosporins 38,517 5 0.013 (0.006-0.030) 1.0

Abbreviations: Cl, Confidence Interval; FQ, Fluoroquinolone.
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(Hanatani T et al.: An algorithm for the identification of heparin-induced thrombocytopenia using a medical information
database. J Clin Pharmacol Ther 2013; 38: 423-428) 7




HITARE 7 )LT U X L

HITEBRE * & D$ERI (ICD-10)

HERIEMEREEREREF (DIC). 1Y > AESEMMIEIREF (APS).
FRMTOTA > C/SKRIBAE. MM/ MRBANESRDER (TTP) X (3
BRI/ MR SRR (ITP) WS D [THETEZHAEI] Z BRI

i
. I '
(1) sEiE | | i :
>150x10/L |1 i (3) : (6) I
[ <} /)RR AN R BE D {>| EHEIRRED {)
H__4days P ; 1 ! k155 !
- - | ' I j
I/) R DB HE | ' (5) I
i) 2R | 2 | i\ :
\ = /
g S |
RIMEN S *
50%I4_F DA ! DFRE :4=|' 14 days P
Ky 14days B I :
I l I
* BE100EMITA (g5 | (4) ®/IME ! I
RVBEEIRE, BBEEEE | WIS FIMBEN 530% U DR | I
4B LIRDFEEGI B4 i HD >10x109/L I :
I 1 I
i
A A A |

SN ik 5H I




HITA#&E 7)Y X LADiE)

JGR

® XRFT—4 IEMEXNRKIE 2008F4AMNS201263HKET (4 FMH)
® XZREH : RHEAN/NU>

(1) W&KEH
2,875

(2) REECKLSIHHERS

58 (2.0%)

(3) +R™AICELSmbhERE

47 (1.6%)

(4) HITHEZRSE

41 (1.4%)

O WREDUNTTH D
@ #&5E1 (FIEEH14881LR) RORSEOM/I\WRIiESD D
Q@ HSHIABEORH (CIEBRDFSIAU

@ ARARMIEE~®48B* (tREfE> B4EE")
® ARARMIEE~%&148E (-1 R> hRE]

@ AR MEER~ERRIESH [REfE <E4E(E")

® AR MEEH~ [1A/mm3sREESNAERI{EX30%)]
® =% 5H~%148HE (B R
@ ¥IElDEEH~&ZIE5%Z 1488 WHEIE> BE%##(E"]

* BI1008 (CIRSENZWNEES

@) MicE£H14881~MREEH [MREE2155/mm3) \

* BAEME ; (1)1573/mm3 X (285 ERHMEDS50% /

BEEMENREAE &R (DIC). Y > IEBHUMNEIREF(APS).
FRMETOFA > C/SRIBAE. MARME I/ RRAMESLDER(TTP) X(&
FFFEME I/ WM SR BR (ITP) OWINH\D [HEEZRIEI] ZBRIt

J

BRI hER (PPV) 87.2%
(95%{=HBXFS ; 74.8-94.0%)




HITZEVVER « RIREAEHRI DFE FECER

IR S S I

S 658 A (%) (63.4%) 1,539 (54.3%) 0.2449
gogis A (%) 14 (34.2%) 1,190 (42.0%) 0.3121
1008#1#8550 A (%) 6 (14.6%) 437 (15.4%)  0.8900
BEAK4AULE A (%) 34 (82.9%) 1,320 (46.6%) <.0001
AFHsaERE =50 A (%) 4 (9.8%) 599 (21.1%) 0.0756
BHEEEES D A (%) 14 (34.2%) 1,011 (35.7%) 0.8393
Flidp D A (%) 15 (36.6%) 918 (32.4%) 0.5691
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O X5« w2 Fﬁﬁ*ﬁ@%"i%

Fin (65U L) 0-647% 0.70 - 2.70 0.3565
4RI (2Z1%) Bt 0.83 0.43 -1.61 0.5830
1008RH#%S 5D AN, 1.00 0.41 - 2.42 0.9985
K5HE 48 & 1-3H 5.38 2.35-12.3 <.0001
FFEEERRS D /AN, 0.44 0.16 - 1.26 0.1253
BHLEERREE D /AN, 0.82 0.42 - 1.63 0.5766
Fits &0 AN, 0.95 0.49 - 1.82 0.8662

(n = 2,875)



[mﬁm@jtwgszE%@@%%bEi]

2007438 BRELIEIEE + FICESRET
( 2
RREDUER RO [EE] OBECHVT, 1 0ROBHCHLTE

JI\A YR DTBZLIMNDIRSZRAZE UZX D K DMz X
\ J

WEID
® 2007F2RDARIARAHEZDESZIEDOEH =TT, BEFHEHE L
2A28H(CBEEEEEZITOBAEDBERFIC DLW TIEEREEZ
11Oz
@ ULNMURNHS, 3AICAD TEARBREBEDERSZMH 2BlERE =N/
CENS, BETEMBEHmROFELE N ITHOHNE

(Hanatani T et al.: Evaluation of two Japanese regulatory actions using medical information databases. Submitted) 12



Interrupted time series (ITS) [El)F 4

e )L

: BIRHARIRERHN S DRFH]

: interventionH\S DBFE]

T

Y, =By + BT + B,D +(B3P +e, - D:interventionDai=zd 510D = —%&%
. P
e

: B t (CBIFDEFTILTIEERBAS R0

A

AR ES

iE_

—F0

o
\J

@)

paigTokeE (FIK) OF = B,

BERROIESE = B,

| mmmme |

™

JEEOEEDE =B &7

@,

[

REOME

- . - >
Intervention




AILF=ZE)L 1048 vs 20 £

JAS=ZTA—CHEZRNUSFEEF(ICBITDIATILIZEILOAAFZE(CDLNTD
> —X> (4A~FE3A) CLoORRYTOY ~

2 0OfRBLE

{TBUEE :
(200743820H) (3> bO—JLEE)
100% - 1
z_
. 80% -
)/;
42
= 60% - ) Level % ‘
E I 101%
AT | (9—5' B
% 0% =0~ 10-19 age group :
|
o094 -o-20and overagegroup WV~
|
I Level FiF
0% L L] L] L] II L L] L] 1
02/03 03/04 04/05 05/06 06/07 07/08 08/09 09/10 10/11

CRMEX - 5K - B - UK 4REHET—2)
ITSEEFDHTHER (BELR/(SAX—5—DH)

RER SAEERAE

20w A £ Level change B, -16.50 5.28 0.0354
101K Level change B, -63.16 8.69 0.0008



