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Skin and subcutaneous
tissue disorders

Hepatobiliary disorders

Immune system disorders

581 569
63 93
55 80

1150
(67.09%)

156
(9.10%)

135
(7.88%)

1)

(1999 - 2018.04)

Stevens Johnson Syndrome

Toxic Epidermal Necrolysis

Drug reaction with Hosinophilia and
Systemic Symptoms

Other
Hepatitis ( )

Hepatic failure ( )
Drug-induced liver injury
Fulminant Hepatitis
Other

Anaphylactic shock

Drug hypersensitivity

Other

622

208

133

187
63

39
19
16
19
107
18

10



Blood and lymphatic system
disorders

Nervous system disorders

Agranulocytosis
Pancytopenia
69 Thrombocytopenia
(4*03%) Neutropenia
Leukopenia
Other
Neuroleptic malignant syndrome

49 20

Hypoxic-ischaemic encephalopathy

50
23 27 (2.92%) Encephalopathy

Status epilepticus

Other

2)

%

24
15

25



(1 9-2 18.4) 1 273

Aliopurinol 249
Phenytoin 151
Carbamazepine 127

Rifampin/lsoniazid/Pyrazinamide

( ) 117
Diclofenac 75
Co-trimoxazole 57
Ibuprofen 47
Lamotrigine 43
Mefenamic acid 42

Cefazolin 40



(1999 -2018.04) 1 273

219 240 459
127 163 290
141 106 247
42 51 93
29 36 65
16 9 25
8 5 13
4 7 11
7 3 10
7 1 8
4 4 8
2 0 2
0 1 1
606 626



(106

1

106

12

31



e
VU
‘;j‘;.-,v

HM%A%%?#&%?
B =
FERE 106 £ 4

4839 | |
F - HEEAMA (GRIRE - BRIBH -~ a8 Rn) ... 1
P EELATATERFH4ZHTAE ... e, 3
B v BB e e e 12
= o B I e e 12
BB BT i in e 13
BT~ B A E T T it e e e e 13
£ 3
E AU BIERER e 14
B BB FEE R e 15
B BEBEIER s 16
B B B A e AT
B 4m % |
B R B N B B e e e 18
B SR AEBE. e et 19
A RRBEFUABERE 020
B BRI o e, 21
BB~ B BRATBEE o e 22
e s BI B A VIR e e 23
- R L U mE 24
PloBEEERTEEE . i creiiieenni25

By R A I B B B e 26
3 % | :
BT AHEMNE.... e e e 27

A AABRA R R o 28







MEBEAREERES &
CEL
TERH 106 £

£~ MEBEAER
— ~ TR

BEE AR AEANRELRY - AM B B2
RRAEEFNBEARRZEZE LELELAERARZIEATELEREREY
ZRBFRRE BBAEIZEREAFERLIACIFTHRHAE - HEZ
FRP2Z KRB REAFR—B BFHFEREEH LR EF%A -
FHEHLEL2BHERRE  HAEAFTRAERARE R HAFBUE
e RE S LB BFAEREREIMERYERZTARARES, £
BAZHEEAEERCENAR ) "TREEESERESE, C
B8l FamEH» A AERN 1970 FHETARETIE - FEMNL - 1F
ERAIT(hHITEEHELEZIRA 1R ET A3 SR AE2LLEHE
BABZER 2 HERRBEABRERA > EFHAEBEHEHNE K
RRAREEEEACERY FLAREEY T RRAEFHEH > T
1Rz R

BRERFENEZ A RBETA BT - E—HEHB7F1048 12
Had A88E1TAI2BRAE "REHERE ) 23 P oL B3
BIEH I BECVPEREEARR AT RERBLH AR
EHHL&ER > BAREES4 2RI HELENERE 2
AEBEEY RN - B RERIRRAURSRERF 2 vk EMELESB
FEBRBREL - HTERERSABT  SERFRER - HEERIE
BEMERALE BH—F#» 89 £5 58 31 HEmyg N w8 89
FCR2RETh T RERE L 2 BS #TETHE R REH
REMRACHEERAFBHE > FRAMRHEN -

WA RBHNENBEUFAGEBE 2 ERER A 0BB X
e ALERTERTREAVSTRELEANES BRI ESL
U FREFEARLE AL THEEARTEFLSE
( Taiwan Drug Relief Foundation, TDRF ) - 3% 90 %9 A 24 8 £
EECHEAR ERBEYXEZBE 108 ABEHERTHELES
ZRHEEAFTERABABRE € EH A EH - B RELBA RN 92 £



27

N o v\

13



K~ FREATEHERTHFZHRTAR

HEEARTERES® (UTHAIT) SERGHERTHE S0
MEH  RERFHFLZAAAMRINT - ATLFETRBARELRE
M EERRAT > FEAPUE > ERGEAETRIBHAFHERZIAR -
AEE (12A3N L) ERREARLHRELT !

- BREHAEH
() REHUSZ R - BERRE S B4

AEPATRKET » 106 £EH 734 RBBECEH PATROMAEE -
BOUCHK TR A 7,230 ¥ 7,945 7t - BBCE A A 100% - A OO
MEBECOHFARTHELSL 402 £ 106 FRREHHPH
FOBWABMNNEEHREFREIACERESR(E 252 2 269 k) &

- FREEHHLAE 1224 > B AR THAIT 431,661 F 2 - B
W4 43t 246 B - REAFER 81 4431 394 ¥ 6,900 7L - F Rk
sH48 240 % 2,301 ¥ 6,909 i

(D) BREXFFHEHRH - LEAMEZEAREANPERES

FEARATRBFHARHAIE G0  RUBVRERLEZE
HFH RREBTREIAELEESEEANFE S8 ELETH
HELHVERFAEVREL WEHRTRATR TR H G
BETRBRATHEBALELEY - BBIAREARFAREITENY - EH
HEEALFEZZFEHANERFTT RAUBPHEEHFERELE
METREFERBHERTIF TR LA ETER L HHERES
TEH - R BERRHFR -

106 £ EA SR BR 10 FRERETRE - EXRARERRTH
RXBHASNE 180 4 AREEZRHEREEETRE 1,196 #

X AH 9 XBERBEFRENEINR T AFLATE RS HERN

HERHIORBETUFFNEEeE AR R ERHFE L PH
PHEEITISHR -ZEXRA04X -HEE1THRERERE 14 5
A1 R4 > Wik 122 UK - FRAFMEMS 2,301 5 6,909



R RTHEE B9 40 i EIEE 674 %
(Z)REHFEE - HHAEH

1L EAS AN TE " RpBRTHER ) RARJHETHEHWEZ

=t

(VERERAERMBE S - 106 £RBLRRE S 00d 372 -

QB2 ERFEHREE  XEXHETEHEFANB L 58] -

PREBHLEWHERAEREFZ ATEHERITTEHN - AFEHXS
®16k > S HAHE 3813 A% -

2B NELEAAR 2T EARA > BAA EAKRRL

(1106 £ EBHREXARRB 255K £ RAE 4620 Ak -

QN ELELF4S L LRI - XETE K EESH
53Fzk » H A 835 968 Ak -

BNBEHARR REFHRTIAELXES A -

(A ® B R 2 5 KR, 3 R R A B aRe T B AR E
SRR RGBS T R THEXELHELR R AR
E®BEHL1H 7,0004

3 MBI REBEALEEER AR THETARA

(AR TEBARFEERFRELZ 2 RRHERLEN A1 25
BEEH 5% 7,047 ARk @b -

S ESEN THRARRRAEL  DAE 106 5 EH4RE2F
TTA BFUARERLRBERERHEIABE -

4 AGREBSHFR RS 106 S H L8 2380 B EE -

=~ RpREEH
RhERELAELEHTERRA

AHGRIARAERS  BREXENIEHER2AREN  AETE
M E2REN  SRERABRRAFZEIARLSL w2AEMFRRE
HRFSABYERLER L TAITPRAS r AESFBRNALEE
Ead o RHSFEARBLERR  REXZFTRNEMIELE  tad



(

¥

106
2
142

163
SUSAR

290

105-106

1 5,422
9,855 264  105-106
06-107 122 ) 426

354 8
SAE)
SUSAR) 319 SAE
3 2,258 423
42 3,996 31
312 SAE) 88
15
8,822 5,778
404
3,830 88
15
543
40

bupropion nicotine

fir

human papillomavirus vaccine
varenicline rifapentine Priftin®

+



BN BRE2HBPLEZIHY  REBAARRARBRERTHERMRE
HMEER B4BRMELZLTRN  RFETARFRREERT
EOHBERBLERZPUIR SRS HAHEXTAMHSZES
ZLRBEENSHEL  UREARES 106 £ TR 1258
MRS BRLERR SR ERSHRE -

4. BB R ASTEG EPTREREIAED » 4HRELIA
RERITHHRAEE 106 £EXA 18 RERREF T THTR
BRERBN S ERH 2 EHNADH  HHNBRFARIZIRSE
AT RALRENTFELRBEERMES -

58 10 BE LFEFLE4H  BRB10HBEIRS -

B. MBI A ARANRL BN EEZEEN 7 RESRLTABR N adHk
(5 1ABRT) BRIBEREH LR THRRABDHLBATASE
WEEERWMT FEABTRLBECE IHOFRELRASE
SRADIIEFBREBH TS -

(Z) REZ 2R AR AR ERE LD 54X
HEEARARTRERITOW AR TRRELTHEYRIAE -
RANBEERIAARRAZANHERPERAGTIZHEZEE A5
BIREEIHEELR 0 T~ Carbamazepine & 7 3 8 57 A48 H
EEARARREFAFEHE  RE1H -
(m) ARSI EMRREERATDNAEE
HEHEFLEE FDA - 238 EMA -~ jv® X Health Canada ~ &N
TGA -~ B MHRA -~ 214 Swissmedic> B AR L B84 EH AT
sz BB MELEDELEHER - '

1. RESR2ENH A A -

2. BB EMZEM/ELRA 2,159 8] -

.RBEALEIERT 27T9H] -

BOEARREZZFAN S BRAFEXIRAZLTR il
ERHNPELBHTEEFFHRLRZLTRARERA168] » L€



5+

1=

4438

139

397

76

(6

ADR (

1 1505



—
—_ 0w
am——

R RpRE -
S 4HEREZHEG - -BEBE - -BERSHLTARTHLABHAKEA
B omE 7 SERESHELEREBRARRE(R)BRESTERHMFTI
@ HHERAR  RARBHAKER W2 5 FRERZABE
SRARFEENEEARAATENNE U KRR AHYH L - #HE
1135k MEBEE ¢ 37 1,466 ARk $io e
6. AAEE
(MEbEn TATRFFRCNEOAHBAHTIRS TR EH
Wt TERHAARS TEARHREE, SRNENKT Y
e #£ 205 -
PEEILALIERKRELERL 2 RTIAR 1 LGB EXERE
RESAEM-FRBETIL READR W M BEABH B RS
BeABREE SUSAR ERFMMBLE AP T T4 87E%
4% HME A ferrous sulfate R4 2 o RBHIFHEHL - SGLT2
inhibitors sk 42 o R B #4484 - tofacitinib risk management
A& afatinib risk management -
7. BiTRHREBR4I N -

BEFEEHAUBRBRCERSEMRESER

AHBBERAMABLELECSRAESFREN BEPEAF FERMBARR
BELTHRBZEA BESE22FTAFHRHRARRE - #4233 3
(Maarad)n 101 £ 10 A e "THBHBEAANTELTFUSREAR
witE 103 E1CA 1 BERAmA BREERAABRSEATFHAAE
BUSHTFEEMTE ) -5 8 1064E7 B LuiewE TR
FHERATELERATE ) B IEXFERS > H TERFEIHEEE
EMES, SRS ERAVNRIZFFETS RESAETRENED
FH o UERESHARTNEE - FUHEZWHMNE  AFLBARAS
FraMB iRz 88 HARERRPWE -
CHER E T & &0 kv

1.9 HEH42=

AREHSE24HYHEHA2HERE  ABRARSAAREH

8



2 BG R HRIT W o
2 XM ERBNES
AEEAMBELBHFIHIRERS FRERT M4 1L
HEHEE 284 RFTHAE 64 - FE 28 AARF £EA - HE
£9E3F 3490 B 7

(D) FHARBEL Sl EH

1. P 4L

AEBLLE 5 HFIHE %£$#Hﬁﬁﬁﬁ$#ﬁﬁﬁﬂz
B

2. RAEHANES
FEBEBBAH 1 RBAG BEIHFIHE RV HORBE
B2 RTRAFE 14 B OHIT 2 B AR BRI
149 & 490 7 -

(Z)BAFHRMERTEH
BRBSATAIHME A -2 AR BRr BASRMERAHRS
BMERAFEMEATRS BAZHNEANIIRRE - £2 106
5 CHESHESATERNR M BMT2HEFERE
1R ~ 2GR ER 1 FA& -

W B AR ETFRALEREMES
BEEBRY - ER AR ETRESBFAZRL  REEFF

M ESLZKE  RERIED  BABHSAIEHFTIEL0AE

W T106 FHEBY L RS TTFRERBLBELR & M

BB EESTRER BEES - EREE2 TR RERMER

2HMERZES  REBBRBUERE S 2B/ R/ BT H

RARBEZTEHMEABHERSEHTEE > EHHLEFRITERBLER

L BRERKSzHE- . , o

(—)d R - RRERFLBESR
106 S HESTRAM2340 1 F - BEREHRTL 725 -EFH

¥M5426T Rl > RERFYH -ABS -ATBUAREL2154 - &




CEEXAHLEBANRRLEHETEE  ARPLFTEHFAERTHL
RBBER -
(DETFRARESEEERR

106 £ HELHEE 1430 k0L BEHREFRAMZENERE
143 # - SO REIAHLEBHT LSRR E  BRYEET2HTH
HHHEAERERL - |

RS AR EEER

(AR EREN 2017 £ 5 /2582 260 A L5 HEABFHARE
48R 24 (International Society of Pharmacovigilance, 1SoP )
Xz (2017 1SoP 4+ 3|#k3RA2 | 845350 » 32 £ 45 " Developing
risk management capability: Maximising opportunities from global
pharmacovigilance experience to ensure the safe and-appropriate use
of medicinai products | -

(=) BSw 2017 £8A26 3230 B AT AR RELEMIEARENG
19 %24 (International Society for Pharmacoepidemiology, ISPE )

¥ 33EFEHHE2E BHRH M AT Risk of Cutaneous Adverse
Reactions Associated with Allopurinol or Febuxostat in Real-World

Patients: a Nationwide Cohort Study ; & T Allopurinol Use and
Associated Cutaneous Adverse Reactions after Market Entry of
Febuxostat: an Interrupted Time Series Study | -

(Z)% B %4 2017 29 B 11 8 £ 12 8 APEC Harmonization Center £
#EY HEHK2 2017 AHC Medical Device Vigilance Workshop | 5
HE o sMERRE BB -

(@)% B 2017 29 E 11 B2 14 BARE S HB/MWz 12017 APEC
Harmonization Center Pharmacovigilance Workshop and CoE
Program ;» it # ¢ F 2L " Signal management process of Taiwan | %21
FROERE -

(B)RBE2nm 20172104 15 02 18 DA AA Y AERM: B 17TER
B LR B AR 2 6 €3 International Society of Pharmacovigilance

10



(1SoP ) 17th Annual'Meeting » ¢ PR E2EBRBXBEH A
The Risk of Drug Induced Liver Injury in Agomelatine in Taiwan: a
population-based retrospective cohort study & Drug-lnjury Relief
System for Patient Benefit in Taiwan: 20 years of experience -

(YR B %A 2017 %12 F 4 8 £ 8 8 Asia Harmonization Working Party
AP EFHEERWmy T ¥ 21 E AHWP Technical Committee Meeting |
B T % 22 B AHWP Annual Meeting, ¢+ RS THRITHELE
RE BB RN ERREARAE -

()35 7 B s SCI #77] Drug Safety + 7 &% % 4 Impacts of
Safety-Related Regulations on Codeine Use in Children: a
Quasi-Experimental Study Using Taiwan's National Health Insurance
Research Database -

(N)EFBE TBYHZ LA, ELH LBRBELARAAREAR T H
Bl 45 - Repaglinide 6t F clopidogrel T 45 3] 8 ghk 2 B &Rt - 105
SERANLETHRBL2 ADR BREFGH - K E4EN "2ERER
R BEERABIFARRERAL ) IR - BE (ERFLMM
R BB FWERE) k148 - Citalopram & escitalopram 32 5% UL
BE BT 105 £ EEEHERREH 4 -

1



£ kA wmE

—~ WX BEXAR
(—)106 f£- B e AR H 8 6,073 3 2,022 &+ &8 26,076 & 8,000 7. -
3% 5978 & Mm% 0.06% - 2 &4
1LEHUAZAHBRS TRARR AR SERTAIHAS 10 ¥ 4,856
FLAREL °
QLEBUAREHFIAE  FFEELHRECES  RBRESH
#w 10 & 5,000 7 -
SEMEBUARALIELE 224 MERBH PSURBERA
RN N1 %2119 % -
4B HRANEZAABRAZTEHNEANFASHE - RBEFEIR
& 4 & 8,241 7, -
(=106 £ F % R H$5733% 3,950 5 - s HEE$ 5,729 ¥ 8,000 7t »
B 3% 5950 % Wbk 0.06% - £ E 4% -
1. 5FAABALHBESERBUARY - HEFZEB2 &Y » BE
BERE D 17 § 3,324 . -
QAEFEFRTEES R 258 9616 4 BREHSHEH T HAR
SEMEHR I HhARSEHTRER A FEMEFTHEMEE B
BRY 046 & 8,890 7 ¢
(Z)106 £ E s mnER 408 9023 - R AF# 43 ¥ 2,000 . »
By 2% 2077 & _
(M) k> 106 =R #2908 8 8,149 i » #2854 £ 303 & 8,000
7o w48 9851 7 -

=-BAAERXR
(—)Y106 £ E E%EE %R E&HAN 226 ¥ 1,840 7 » 2R m4 298 &

12



8,149 it » RFEERA LR B A E 72 ¥ 6,309 7 -

(=106 £ EHREZEHIRAAAH 15825024 AEHBERNLEE 15
¥ 92 ARG H ReE43im 2,500 T -

(=)106 FEREEHFRALTY 7.500 T ' hEEAFLB LRI AR -

(w106 FERLAMNEALFH 2108 1,748 > KR £ 2897 F
3,245 7t #AAnE 4 2,687 & 1,497 Az $ -

E~BARHE N

(—)ABLEN0FI FEFTERELF(RAELBHM MM EH
1,000 §td i c AEREABRSBE 158  ASERERTHHER

T BB ATERBBARR Gz EBAMB(REMARLTIE
453 ) AA e ¢ 106 £ 51445973 ¥ 453 7 -

(=)106 £ #4n Rk Btk & 3,562 ¥ 1,883 7T » MAivh a4k 298 ¥
8,149 7. - AR R ABk£x A 3,861 32 ¢ -

(Z)106 4 & 740 % 14 9,535 & 2,336 7L » A ¥5Hi4: 298 & 8,149 7t » #7
K% 9,834 % 485 7, -

w-~KEAKXR

(—)&E A3t 141,198 & 8,376 i «
EEREHFTES5098 %9905 4 - B4 AKXE59738 4534 AR
HABH66% 3,858 LRAEEZ 60 ¥ 4,160 . -

(=) & 43t 1,364 8 7,891 ¢ -
EANE Atk 1,212 % 6,837 A R L a5 152 & 1,054 &

(Z)§ @4 9,834 ¥ 485 7 -
— - 8448 5073-% 453 & R 45 3.861-¥-32 - - -

13



3

&



MEEARTEF L&

WX BEREE
PERBICEE

Eq:mEH L

AepEinxe g it B ¥ o)

L+ E o dE B : Y ) 0% )
(1) (2 (3)=(21} | 4=(3)¥(1)*100

58,842,700 ik AR5 60,768,000 60,732,022 -35,978 -0.06
57,847,087 | EFiA 5%,838,000 59,850,263 12,263 0.02

57,836,192 B A 59,838,000 59,733,144 -104,858 0.

- R A - 105,000 105,000 -

10,895 H b EH oA - 12,118 12,118 -
995,813 | ¥Frda 830,000 881,769 -48 241 -51'19’
995,613 Bt 5 e 930,000 881,759 -48,241 -5.19
55,805,943 | & B sk IR 57,298,000 57,333,950 35,950 0.06
55,805,943 | Ex £ 57,298,000 57,333,850 35,950 0.06
50,963,085 A 55,893,000 55,719,676 -173,324 -0.31
3,722,465 FEER 308,000 48 384 -259 816 -84.29
1,120,383 HpEmI L 1,087,000 1,565,890 468,890 4274
346,994 (MR EHAHE 432,000 409,923 22,077 -5.11
2,689,763 | & (das-) 3;038,000 2,988,149 -49 851 .64

14




MEEAREERES®

R
b Z2RE106F 4
FRH R T
J * K £ ElH B OH ( B — )
5 8 £ % A 1PN P %
M @ @FE@- | - @=E@N(1)100
EEEw2zRenE
30 B (4 &) 3,038,000 | 2,988,149 -49,851 -1.64
HENFLHE 547,000 -726,309 -1,273,309- -232.78
HERA 367,000 401,345 . 34,345 9.36
JE W R R (B ) 209,000 -3,335920| -3,544,920 -1 ,595,13'
A E R (2 he) 283,000 174,690 |  -108,310 -38.27
AR () -300,000 -788,435 -488,435 -162.81
H S B () 12,000 2,822,011 2,834,011| -23,616.76
EBEMERASAANGAY—) | 3585000 2,261,840| 1,323,160 36.91
BRERNZALAT
HERE -258,000 -150,002 108,908 -42.05
HFHEE R D (Hho-) 17,000 -2,500 -18,500 -114.71
BRBHZFARAAGAE —) -242,000 -152,552 89,408 -36.95
BEEHZRALAE
BAGELH (RS- -5,000 7,500 -2,500 50.00
BEERHZFRLSRAA(RE —) -5,000 -7,500 -2,500 50.00
ReRHEREZBA(BHR—) 3,335,000 2101748 -1,236.262 -37.04
BRALENERS 36,381,000 | 26,871,497 | -9,509,503 -26.14
| MEALARKEAS 39,719,000 | 28,973,245 | -10,745,755 -27.05
15 389




59,730,453

35,621,883

95, 2,33

2,988,149

2,988,149

106

16

59,730,453

38,610,032

98,340,485

4,973

3



MEEARTEALESLST

RERAMR
TERB1064£12H9318
Hamida
& & Alr & g B 2 (H -
ﬁ' * ﬁ« ﬁ = ﬁ # &£ ] o4,
(1) @) @=(12) | H=()2)*100
[ ¥ 3 ,

HEEE 50,989,905 45,726,927 5,262,978 11,51
a4 28,973,245 26,871,497 2,101,748 7.82
B i 3k 21,562,320 18,226,400 3,335,020 18.30
EiemEFE 454,340 629,030 ~174,690 -27.77

E&REE 59,730,453 59,730,453 - -
$é 59,730,453 59,730,453 - -

BRFE 663,358 915,111 251,253 -27.46

| HEEE 5,100,876 5,207,734 106,858 -2.05
Eitor ¥ -4,437,018 4,292 623 -144 395 3.36

RuEE 604,180 601,860 2,500 0.42
#uREe 604,160 801,660 2,500 04z

¥ &4 111,988,376 108,974,151 5,014,225 4.69

L Eiy

% R 12,126,837 10,093,261 2,033,576 20.15
A5 kI 8,995 447 9,783,882 -788,435 -8.06
Bhiie &k 3,131,390 309,379 2,822,011 312.15

L U8 ) 1,521,054 1,528,554 -7,500 0.49
HE RS 8K 1,425 554. 1,425,554 - | -
HBARES g5 500 103,000 -7.500 -7.28

A 4att 13,647,891 11,621,815 2,026,076 17.43

1R

& 59,730,453 59,730,453 - -
Bl e 59,730,453 59,730,453 - -

Rrsesa(—) 38,610,032 35,621,883 2,988,149 8.29
R B4 38,610,032 35,621,883 2,988,149 8.39 |

p N N 98,340,485 95,352,336 2,988,149 313

L e % 111,988,376 106,974,151 5,014,225 4.69

17




B fm R



REEARERRLES &

L2 LR F
FERB10645 |
. B e
£ &£ HElx £ EH = ¥ (=& — ) '
B E #|k E ¥ 3 % £ iR
(1) 2 @=E-(1) | @=R(N*10
£mst £ A | 59,838,000 | 59,733,144 -104,8586 018 |22 EH
: REAR LSBT
TR AT
4 # 59,838,000 | 59,733,144 ~104,856 -0,1é

18




REEAREERES T

e d L ONCF O F
TERBI6EE
Fa#HEFT
A 5 ElEx £ gt B ¥ (® — )
# m OE &k K %[y %5 % R B
0 @ B)=@-(1) | @=3y(1)*100
% B - 105,000 105,000 - 2B A F 2B
WA B fp o
4 3t - | —105000 | --105;000 -

19




HMEEARERHEL &

R RBEUAR Ik
TERHE106FK

. A pe:# ¥

: F £ E&x £ B B X (R - )
#t BR X #pp N #Hs 5 % w "

) @) @B)=2)-(1) | (9=(3)(1)*100
32U T, LLEN ~ 12,119 12‘,119 ~ |22 BFRBRYFE

T AR -
& - 12,119 12,119 -

20



MEAARSHAEG®

BB b
iR E106EE.
B HERT
' A2 5 Elx £ B OB H (B — D
# B X mx 5 #z = L a,a
(1 (2) B=EF1) | @=@Ey(1)~100
A A 930,000 881,759 -48241 -5.19
B A 930,000 881,759 48 241 519 |REARRENF
Rz AN T
P SR TR A
£ BB
4 ¥ 930,000 [ 881,759 -48.,241 519

21




MEEARERALE S

BHHEEE A
FERE106E7
B e RE%RA
& F K& & AR B ¥ ( & — )
l Bl £ #(n X # P % ) %
. 4] {2} (3)=(2)-{1) -| 4)=(3)/(1)"100
et € % 4 | 55,803,000 | 55,719,676 -173,324 -0.31
BAERR 40,683,000 | 42,968,777 | 2,276,777 5.60
R EA 9,962 000 | 6,149,392 | -3,812,608 -38.27 ﬁﬁﬁﬂﬁ@ LR -
EEGFAME -
M ER &
M 306,000 330,315 24,315 7.95
meEEAH 3,997,000 | 4,854,290 857,290 2145 |4 EHXTREAE
BREMHELEAHRE -
% B W 367,000 401,345 34,345 9.36
4, 568,000 | 1,014,557 446,557 78.62 | X B4R BT HHE
| - CBRAFRERETR
EwdamARiax
G A X AT EL -
4 55,893,000 | 55,719,676 | 173,324 -0.31




HREAREEALL

TEGRAMmE
T HEREI0BEE
o 3 1@'#&&1&7‘0
& £ Elx & b o2 o3 (B — )
# Bl#E ¥ %% A #a i % # A
2 @ @=G)1) | @)=@¥(1)*i00
EEEA 308,000 | 48,384 | -259,616 -84.29
AAER 228,000 8,481 219,519 -96.28 |4 T BB & o3 R dE
HBE XA
A % A 30,000 23,537 5,463 2154 [ MEEEEE 7 %
EpHREIrEA -
HHER
3 10,000 848 -8,152 90152 S EREGREX
AEMA K- ’
BeER 20,000 6,300 -13,700 6350 |G EEEMER
0 Bl
k-2 20,000 9,218 -10,782 5391 |AHETREHR0R
Z&A -
2 ¥ 308,000 48,384 259,616 -84.29

23



MEUEARERAES &

EERXlidHAmE
FEREB106EE

B} | ' R HdHn

& #£ Elx £ Bk B # (& — )
#t Blm £ %% £ #[z p % "

) @) @31 | @=Eyay100

Ha%g k| 1,097,000 1,565,890 468,890 4274
BEEH 570,000 | 1,050,835 480,835 84.36 | % B0 A 55 MK

- BRI -
R T 366,000 | 365902 98 0.03 i
24, 161,000 149,153 11,847 7.36
& 1,087,000 | 1,566,300 | 468,890 42.74

24




HEEARTRHRLESE

BRREBTHAmE
TEREU6FE
_ E&:#ﬁ:ﬁ:%‘i
& & ElA & EEb B ¥ (R — )
R 1 K ##*x K He e o . |¥ L
(M 2 (3)=2~1) | (4)=@)(1)*100 '
A
HREE 259,000 150,002 ~-108,908 -42.05 ;:E %ﬁiﬁgi
BREM2E
8,8427C) - ket
HEAHERHO
8,050 L a
#(2¥3,200)%
11%& » 3115592
e
2H/BEH BB
4 ¥ 259,000 150,092 -108,908 -42.05

25




HEEARTIRLL®

EL4UBTHNRBH &
THEEBRI06EE
- EodEdi
PSS TS NS FFLEEX B IEKN :
i I - | 24 L
& Adm revpe
{1 {(2) 3=+ w |7 L Hh i
: A 4200459
WA, A &Rk
I £ F{R,
— PR SiFdat
#)4E 541,000
155 4 38 #] %5 10,000,000 | 40,000,000 - | 40,000,000 100.00 16.74 | R AL -
hERFR
HEILRIS
B AER
. W R E
# Ao | 10,000,000 10,000,000 - | 10,000,000 |  100.00 16.74 (R g2 i
AT E
- RE ) RE A%
PER AN
AW EA i ) AR
AEARES 49,730,453 49,730,453 83,26 8 4 673
$4537) »
BRIV B 49,730,453 - | 48,730,453 - 83.26
4 it 10,000,000 | 59,730,453 -| 58,730,453 |  100.00 100.00

26






HEEAREEA LSS

56

56

AT AMET .
P EEREZFIECFE
B4 A
. AEEFEIYHA S ERES L3R —)
il ) @ @ | &
AT R 1 1 -
. ) ] BT R Rk
8T R 1 1 Fms b
£ 4 4 _
FRER 2 2 -
ES: 2 2 -
#H 9 g _
_ BEEEHETREE
mER ! !  EMEER -
e Bh 38 37 37 _

27




MEEARTERECE

A .

AARA L&
P ERBA106%K
C EaEY
" QlFFEFE BE SRR E RPN R
) 2) (B3)=(2)-(1}
PR ' 31,352,000 31,855,555 503,555 | £ 2 4R 410645 5
‘ 16R # 4 #AF KT
HEEZ ATRANEE
PR .
|hose # 228,000 8,481 -219,519
4 3,947,000 5,674,744 1,727,744 | £ B 4E 1065 8
16 8 #4425 3 4 F
HEZAFHIHE
Fisk e
B 1,940,000 4,916 180 -20,820
TR R 3,454,000 3,520,298 66,298 |X & E $mE A
10621 A1 8 deig
- ES F EX ST T4
kB
4 i 40,924.000 | - -42,978,258 2,057,258
§‘ E 4 28




ERMEH

- ST L




/?/
11558 48
8
107 5 28
1079015978
1: 100 10 7 1001404505 2 3:
4 : 10
( 5
00000000F0000000_A210200001107901597801-1 .pdf)
12171
107 5 17 1070013886
( 100 10 7 1001404505
1)
( ) WHO) Fre

quency of adverse drug reactions)
1995 Cl OMS)
Guidelines for preparin

g core clinical safety information on drugs)

1 2 G01G714761*
107/05/28



B IRAFTEYFE S BE RS ---EFHF
ZEMBEREPEANRSTAELNBELABELALTR
BREZHAR UM —BRMGER - HRARE (R
ER w4208 | 8EEH M 43) -

(AR BEREERE  FRMHEAXTARTHELSL
eMER TR AN ES  HI0FHE (£4%) Ben
B BRERBEBRRABERELEE ) HEx 4 HEL
K444 o

EA: 8ER

o B

$2ﬁ » #2R



100 10 7
1601404505

common)

o

1034

144

36

S 1%



WHO-Definitions

*  Pharmacovigllance
e Side Effect - Adverse Reaction
Comments
*  Serious Adverse Event or Reaction
» CausaHt/Assessment FSuspected Adverse Reactions
Usfng tine WHO-UMC system for standardised case csusallty assessment

{incMing downloadable pdf)

* Frequency of Adverse Drug Reactions
*  Concepts In Critical Terms
m  WHO Aide Memolre for Pharmacovlgilancc (Engffshf French, Kvssian)

The Erlce Declaration - Effective Communications In Pharmacovlgllence

tTop of page]

Pharmacovigllance

The science and activities relating to the detection, assessment® understanding
and prevention of adv«rs« effects or any other drug-related problems.

Source: Ths Important ofvbarmacovigilanctt WHO 2002

[Top of page]

Side Effect - Adverse Reaction

- as adopted by National Ccntxcs participating in the W 110 Intematioiial Drug Monitoidng Programme,
September 1991

The definitions below have been agreed by Programme members aftei extensive consultation. In the
first place member countries were asked what terms they used in thcii work and to give working
deOnidons, These were then collated and the compilation was used to create a composite de£initioii of
each term. These were subsequently circulated until agreement was reached about each definition*

Not ail terms arc used by cvexy member countxy, pardculady the causality texms, and the reader is
encouraged to note the comments on the hierarchical use o f causality terms.



reftl

mth
for ciini*i'‘phtnom
tinA bility ofa,

—dim:

Reference: Dthmothe T. REportmg adverse drug fractions. British MedicalJournal, 1992, 304:465.
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Serious Adverse Event or Reaction

A serious adverse event or reaction is any untoward medied. occurrence that at any dose:

e results in death
requires inpatient hospitaliseti a Qtprolongation of existing hospiulisation
® results in persistent or significant disability/iacapacity

is life-threatening

To ensure no confusion or misunderstanding of the difference between the teems Venousland kevete*3
the following note of clarification is provided:

The term 'severedis not synOGjonous with serious. In the English language, 'sevtie! i$ used to describe
the intexisitv ~severitv® of a soecific event ”as in mild, moderate or severed: the event Ltaclf. howevex. mav



be of lelatively minor medical significance (such

severe heukche), SedousouB (not severity) which is

bas"d on padent/event onreome r adtion cdtem serves as guide for deSniag ft*uktoxy reporting

o adors.

(la order to facilitate the distfaictioa betweai

ctanskdons arc givea bdow.)

E&gUeh Scrioiu
Czech ZM kaf
~Croadau O”biljno
banish Alvai%
Dutck Ems.tig
French Grave
GcCtnaA Schwerwi”eiid
G ttek Vasys
Italian Serio
Japanese Juhtoku
jPortugucse G xffvt
{Spanish Grave
jSwedbh

[Tuikish Ciddi

[Top of page]

terms In differentkogua”e” recommended

Severe

Tcaky

Tesko

Svacr

Zwaat (ot Emsdg?)

Schwecr

Sovaros

Sevcto (or Grave)
fuhshoh

Scvcro (or Intenso)
Sevcfo (oc Intebso)
SV ( £ Intensiv)
Slddcdi

Causality Assessment of Suspected Adverse Reactions



Causality Assessment - comments

Various causalily tettns are in use but die above arc used mostwiddy. Some people, however, do not use
all the tenns. For instamcc® many do not believe fi scertainlckfisificattoo is possible foi a single report
and others make hd disdoctioii between 'probableland possiblemie6e definitions are however#
acceptable to Programme members who do me the terms. Where oxdy 'possiblelor munlikelylate used to
describe reactioaa it must be uadexstood tliat ‘possiblelinclude those tcacrions which axe called by others
'probableland rceftain\ as well as possible'.

Whilst'condidonal/iinclasslfied' and *imafisessible/tiiick$$ifkblclarc not causality terms, they describe
the status of adverse reaction xeportB and thccefore allow for practical communication About ADR
issues,

[Top of page]

WHO-UMC causality assessment system

For a fuller explanation of the use of the WHO-UMC system for standardised case causality

assessment/ plca.se download this Adobe Aoobat docuument (125KB). If you have any comments on
causality ot xcladonships in pharcnacovigiknce, please contact Dr Ronald Meyboom.

[Top of page]

Frequency of adverse drug reactions



Guidalines for Preparing Core Clinlcal Safety Information on Drugs

Report from CXOMS Working Group 111, Geneve 1995
VW hsnewr posiible, an extinsars of freguency shonld be provided, expressed in rtandard calegory af freqrisncy.

Ieis a.lwuys difficult to estimate incidence an the besis of spontaneous zeports, owing to the uncertainty
inherent in estimating the denominator aad degree of under-reporting. However, the Working Group
felt that, whenever pcss.ibll; an estimate of frequency should be pzovided and in a standard form. The
following standatd categoties of Erequency are recommended:

LM m ik m oA dmmmmi e % e mv s as e

| @10

(_1%md<1mf)

"

- caecoo—s . e ki e m e 4. s

Very common® 5 2>1/10

s mm o e el e G s o ie oo e vew ety 4

: C‘amm#ﬁ‘ieqmny >1/100md<1/10

Ry :-l-k“—-dldJ

AiE mem s remeis I W P TN

>1/1000md<1,"100 : (_Dl%nndccl%} i

e T T . L T L iy § W g P S S JOPY |

1 Umums(‘.vgfngmnﬁ
>1/1ooomnd<wao : (_om%md«:oi%) i

: - L miy  wmRaaiiria masrm - v: - - s wom -t-l,i ST LT Y T T N T ]
3 Very rame* | <1/10000 1 (< 0.01%) '
L O | K VT - TP A.,_]
* Optional categories

Precise rates will inevitably be based on studies and limited to the more commen reactions. For reactions
that are fewer than 'common’, estimates of frequency will inevitably be based on spoutaneous reports oc
on very latge post-marketing studies or other special studies, and the numbers will be lzss precise;
therefore, the source of the estimates (spontaneous or clinical) should be indicated, Stating the absolute
nombers of cases reported may be misleading since they inevitbly will become outdated.

Reference: Guidvines for Proparing Cure Cliwical Safeiy Information on Drugs - Report of CIOMS Working Group
1T, Gansra, WHO, 1995, (Chapler 5, Good Sofigy Information Praviices)
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Concepts in Critical Terms
Some of the terms in WHO-ART are marked a5 'Critical Terms',

The word 'critical is taken to mean 'relating to a crisis’ or 'decisive’ or 'crucial. Thus the terms which are
marked a5 Critical Terms do aot necessatily refer to seriong conditions in themselves, but ate terrps
which may be part of ot iead 10 1 ssrions syndrome,

The logic that underpins the choice of texms is;

that they should have been reported within the WHO Programme a5 adverse reaction terms
that the terms either refer to or might be indicative of & setious discase state. A serious disease is
one that may be fatal, life-threatening, involved or prolonged inpatient hospitalisation, or
resulting in persistent or significant disability or incapseity

e that repotts including critical terms warsant special attention, because of their possible
associstion with sedous disease sttes and mav lead to more dedsive action than reports on

be




Pl

othet terns

The frequency with which the terms has been used hag not been takes iato consideration in selecting
Critical Terms,

(Tap of page]
WHO Aide Memoire for Pharmacovigilance

The WBOQ has produced a short 'Aide Memoire' for Pharmacovigilance. It iz available here in Adobe pdf
format in English, French and Russian languages. Either left click on the language or right click and
'Save target as...

ERENGLISH (150KB)
¥ BFRENCH (130KB)
R USSTAN (300KB)

(Top of page]

Effective Cornmunications in Pharmacovigilance - The
Erice Declaration

Thbs follving declaration was drawn up at the Interaatitial Conforence on Dewioping Effictior Cotsmunications in
Phormacovigiiancs, Erics, Sicily, 24-27 September 1997, 1t was attended by bealth professionals, researchers, acadsmtics,
wiedia writers, reprosoniatives of the pharmamutical indusity, diug mgnlators, patitnts, lawyers, consumers and international
bealih organizations.

Preamble:

Monitoring, ¢valuating a0d communicating drug safety is a public-kealth activity with profound
implications that depend on the int=prity and collective responsibility of all parties - consmmers, health
professionals, rescarchers, acadenia, tnedia, phanmaceuticel industry, drug regulators, povernments and
international orpanisations - working together, High scisntific, ethica] and professional standards end a
moral code should povern this activity, The inhereat uncectainty of the dske and benefits of drups needs
to be acknowledged and explained. Decisions aud actions that are based on this vacertainty should be
informed by scientific and dinical considerations and should take into rccount social realities and

circumstances.

Declaration:
Flaws in drug sefety communication at all levels of society can lead to mistrost, misinfotation and
misguided actions resulting in harm snd the creation of a climate whese drug safety data may be hidden,

withheld, or ignored.

Fact should be distinguished from speculation and hypothesis, and sctions taken should seflect the needs
of those affected and the care they require. These zctions csil for systems and kepgislation, nationally and
internationally, that ensure full and open exchange of information, and effective standards of cvaluation.
These standards will ensure that risks and benefits can be assessed, explained and acted upon openly and
in a spirit that promotes general confidence and trust.

'The following statements set forth the basic requitements for this to happen, and were agreed upon by
2ll participants from 34 counttics at Edce:

1. Drug safety infozmation must satve the health of the poblic, Such information should be ethically and
effectively commuaicated in termas of both content and method, Facts. hvootheses and conclusions



should be distinguished, uncertainty acknowiedged, and informstion provided in ways that meet both
general and individual needs.

2. Education in the approptiste use of drugs, including interpretation of safety information, is essential
for the public at large, as well as for patients and health-care providers, Such edueation requires special
commitment and resources. Diug information directed to the public in whatever form should be

balanced with respect to risks and benefits.

3. All the evidence needed to asscss and understand dsks and benefirs mnst be openly available.
Constraints on communication parties, which hinder their ability to meet this goal must be recognised
and overcome,

4, Every country needs a system with independent expertise to ensure that safety information on all
avsilable drugs is adequately collected, impartially cvaluated, and made accessible to all, Adequate
nonpsttisan Anancing mnst be available to support the systern. Exchange of datz and evahutions among
cauntries must be encanreged and supported.

5. A strong basis for drug safety monitoring has been laid over a long pesiod, although sometimes in
sesponse to disasters, [nnovation in this field now needs to easure thet emesgent problems ara promptly
recognised and efficienty dealt with, and that information and solutions arc effectively communicated,

These jdeals are achievable and the participants at the conference commit themselves accordingly.
Details of what might be done to give effect to this declaration heve been considered at the conference
and form the substaace of the conference report.

Evvies, Sgpronber 27 1997

The Conference war organised by
#he Uppsale Monitozing Centre; the Clinical Pharmecology Unit, Institute of Phanmacology of Verona
University; the Ettore Majorana Centre for Sdentific Culture, Intecnational School of Phammacology; the
World Health Orgaaisation and supported by EQUUS Communications, London

The full report from the conference is available from #e UMC. Please contact the Sales Department at
b UMC o order your own copy of the Erice Report

Definitions page last updated § November 2004
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© W R ez E s (WHO-Definitions)
> #HiA pEE2E4 % (Frequency of adverse drug reactions )

B4 Ew i w RS E 47 (Guidelines for preparing core
clinical safety information on drugs )

B 1995 S E RS LA LR EZ A48 3T AN BN HRE
(report of CIOMS Working Group lll, Geneva 1985)
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Very common

¥R = 1/100 and < 1/10 (z 1% and < 10%)
Common (frequent)

TR = 1/1,000 and < 1/100 (2 0.1% and < 1%)
Uncommon (infrequent )

FL 2 1/10,000 and < 1/1,000 | (2 0.01% and < 0.1%)
Rare

FEEFR < 1/10,000 (< 0.01 %)

Very rare
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