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T~ B0 2017 F A PE R TR TAED BT & e, 4

=~ ZE547ERES Medsafe - TAFHBAFER EEAFEEH] v 22

VU ~ 22514775 Accident Compensation Corporation(ACC) — TR HEfEZ ERTE ... 29

A~ EETEHEE AN B R EE F S ERUEHEIERG T e 35
TR 0 == IR 42
e U= OO 42
= - O OO 44
E:. PR 44

B3k © BRI RAT IR oo vvve et 44

=y MSATE ZEE it ettt aaas 44
—~ & Accident Compensation Corporation(ACC) ZEEH .cvvvvvveieeeeeeeeeeeeeeeeee e 44
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H#Y

H AT AR S5 T-Be R TTRPG 8 > i T b R BCR & =
PEES © MlE TR T 2 FHEECR (SR e s MRS ) ~ BT
THPGHERE - DLRAR SN e 1 7 T (8 28 2 ROPH B © TR R PR 2 3RO
FE R A rRAED 1989 - AR EARI GIAR B I E 2 2 ERUR &
/NEMREE > E PRI E IR RS TECRR - RS ERI R RASR  BER
PR o o o T B e R e B 2 YR

ARSI S - EHEE—F S ES AR TV EE S LIFE
HI A AR E VRS S - % H Y Ry att 7o e TEI T BT B R AR S B T~ S
BEI A BB TR ES L AU - 2RI =K HNHES
Filf& 24t Pa i & R TN EAE N B FERDN 2 BURNTEHS Medsafe k3R THT
B ERUE TS~ BURN#HE Accident Compensation Corporation(ACC) » T fi#
GV S RN R EER A 0 T ZE T DTS SRR
% -

il
— TR

Abbe T i S B T E B R RER TR TELITRER

B 3 E ! o B R R E
~ 106/9/4(—) A | RE-RER Az
106/9/5(=) ' 3, :%; £ ib— R & — ¥ 42
106/9/6( =) %% A E R % 3% (Medsafe)
106/9/1(m) | HAE A E R T
106/9/8(%.) B8 B E R e
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106/9/11(—) 435 BE %3 (ACC)
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(—) G/

T AL PE R THRERE RS R b & Fh 401 P el PR s sl
(The Immunisation Advisory Centre)fft 3% » i (E S EhHe it 2 BT RERE R SR A+
ST TP R AR R EAOT SR W SRR AL S - AR g eE E
SR ~ RN R 2R BRSPS RIER - o F TRUREINE RS - B
AR EE i E BN A TE RN - SRRt =R F—RAVEE
A LAEYS - Z EAETHPS I E B E ST - FITEG SR - EEER
TR (LUKEEE BB ~ 2EEFEETE - A Byl e s s i
o ~ 2017 SR e PRI AR A S - 1R T H AIETTIES(HTR & > BEES
HET R BRTANREEAY B R AR ~ i e BN~ (E e TRV B po e %
HIRg S - AEEESI > N EEREETERNE - HENENE -

(Z) gBRNERHZE
1~ %% (Maccine Safety) — A MEA 28935 (HPV vaccine)

sH5 - Helen Petousis-Harris » 7E[5 #5280 510 ( The Immunisation Advisory
Centre » f&f IMAC) THPGEAEIT T R 22 i

(1) ERpREEEE—TRR D SRR

IR R i — 2 R - T = iR e R AR B A
HERRBES e M » SBIUHE E iR R EREE i - BRR—H(Phase I)——HI
54T 10 A > FEEEIZEEEYH NS 2 e EEEEER] o ERPR _H(Phase
) ——HENE g hnEl4y 10 AF] 100 A - SEEAERIE SR A 2 AR 2
M - DAME RS =R PREET B 2 (3% - BRPR =1H(Phase ) ——#& X5 I~
EEPRERERFE » DL 1000 - 10000 A FsaltBni S » iz S8 Btsivanat i sk HEnE
SR B M P EET el 20AM » Bl g B RS R S A Y E
i A ( Biologics License Application - fifg BLA ) f2f% - BaRPUHA(Phase 1V)——
e E iR R RS (U - FEEEHME R e - RPUERIERT » B
A AR AR A R EEEZEEEI{EA] (Adverse Events Following
Immunization » f§f# AEFI) EZIET 2 1FF -

(2) HricE i AERIIbTFE
O B

PREUBER 3 R PR s (Randomized Clinical Trial, RCT) » S0 &H DLZ I
5



(EHEE/K) SEAERETHHE - BERrPFite NEAZSHETEEE
(HPV vaccine) Kz i A% 559% £4 (Rotavirus vaccine) -

@i 7 slasea THY e

ELER A 2 E L - (TSP ER BB 0 IREE PR UER(RCT) I » BEAREE K E
Je LIRS R YA R0 e DIBURERGETIHYSRER - BT E Hiz e ~ i
RN NIl SR SRR B P e

(3) EFFEPGHEEA B EEHIREA

OREE 5T 5 [#E (vaccine product) S B 57 JfE(Vaccine product-related
reaction)

TEFE ¢ B B E an Y E A R AT E E e i (precipitated) YA ELEHE - 4]
U0 PEREE I  BEGE ~ JEAAE M H R S e (DTaP) AT S E K HIRALLAE -

@ NYEHmEHET [FEAYR B FE(vaccine quality defect-related reaction)

TEFR ¢ R R A E EEANERTS ESUE A BB - BAERER
BV - B0 - BUERERRERUE R LI E R e (VN SRBRE

By )
Q) REFfEFE P55 [#E(immunization error)

TEFE AN EENEEEE - T EEERT R R ESEA - AE R
R ATAPGHY » B0 : SRRl 2= B L (L SRR T 5 HEEAREHIEE R -

@ REFFEERESD [HEAVR B & E(Immunization anxiety-related reaction)
TEF - HN N EEEE TS [FEATR B EEM: - 40 « 288 rHaS M B
B T5&EHIEH(coincidental event)

EFE T EHEAA RN ES AR B s Emeh e - s EE DL
SNV BRIAFTS [REHY G0 © Siser ke 58 A= 12 Bl v RE AR eI AHRE - (B2 EIE B
A RRAT S [REAY -

(4) EHZE—



O

NENEEHFERFSHENEEZE B g E R EN REFEER
(Vaccine reaction rate) » TR EE AN BB A RMEENEZAET REER
(Background rate) » 5 5B 22 5 4= %% (Observed rate)ffihfiZebbis » E&HATT ¢

B 7= 381 (Observed rate) : fEE RS EHUSET A 381RHINITE - BlZE
1000 #1801 B Y S B FT S AR AR B ER( T35 425 -

S a% 4% (Background rate) : BiZ2 4 1000 F R REZ AV SIE » JeiEL
BRI e A R - SRR R BB RAVC S -

PN B 2425432 (Vaccine reaction rate): #Hz<354- 2% (Observed rate)Ji 7=
7 &% 4 23 (Background rate) °

@ H Ry 7572 (Vaccine safety modern approaches)

ALK S By FAIEIRRAREER + DU, AT & MR Eofhdhze
SEM - E TSRS R S 2 M - B TR S () -

Large linked data-
bases

Passive safety Clinical centres

surveillance

Vaccine
safety

Pre-iicensure

clinical trials

— HArk e s 20k



(5) ZJERAVE 245 (Vaccine safety is monitored at many levels)

ﬁ%ﬁ%ﬁ?%ﬁi%wﬁf AR RAVENE > SEITEERSHE > 2
NARBERAVER - BBRBE RS0 Meft WHO RAHBRAHSHEE R, - DU
Bh Bl e 2 = 3 (| ) -

« 14 multidisciplinary members
« Nominated by Director of WHO

Also: Department of Essential

FDA Medicines and Health Products
cbC  Determine causal relationships
EMA e ; + Ad hoc task forces inlc. urgent
Nidsate m Provide advice s

Etc... + Provide recommendations to

assist WHO, governments and
international organisations

WHO Global
Advisory Committee B d
on Vaccine Safety

|
1

Collaboration with

Basic sclences —
< L

Epidemioiogy

e BGRIET R ) A

(6) fhEhZE2ELH(Passive safety surveillance) iy = P& & 51

DOFEE—F B IEEMEE 445 (Vaccine Adverse Event Reporting
System - 7% VAERS ) #477 1990 4F » % CDC R FDA JH[RI i - /AR E
EEOR S e - EXH0 2R S EE - 544 30,000 {7
s -

QN —Zhy)/E i TL R & i\ = (Office of product review of the
therapeutic goods administration)

FEBOMNE FIHY R e AR A e 25 e B (TGA)RE T - AR
BRI o A S R AL BRI H By B iy - BEREE PREGEH S > A=
FNWETEZERG B 2OgiEm s anEEs - B - meiiEs
Bl ~ PHE 2RI SIHSEIHBCEB(AEF) S 2 85 E TGA - JHELlE ]

8



EA A% » 7538 National Centre for Immunisation Research &
Surveillance(NCIRS)#1 Australian Technical Advisory Group on
Immunisation(ATAGI) 1T s - HITAER T B AE /A B THY
Communicable Diseases Intelligence o 24055k 2 TR 7 i B £ 8 o

Q4 PaRE— B Fim#k 2%¢ (Centre for Adverse Reactions Monitoring » f&f#
CARM)

FRAZF PRI {EfE T HY University of Otago Fr 25 » [A&it Py B ZEY)F B F(F:
I EzE =7 B ( The Medicines Adverse Reactions Committee » f&5f% MARC) Fl
s eSS A 272 %K (New Zealand Medicines and Medical Devices Safety
Authority - f&f#E Medsafe ) #zes - HY N CI4EE D - SHPSREHEA TSl ey H
% BRSHIE AL -

(7) st — e i By s i B

TR R Y = P& B - BIAG © (EHREM ~ SRR REE B DL AR I A SR 6
(FREGETE

Horp TSSO | A FERENES I (Passive surveillance) b K & (Anecdote)
Ffﬁ ré*ﬁl%%%f%fﬁi?% ij\EiEI’JﬁEJFE L O] BERY R SRR (A - B f& I
WERITRE T AR o 28] T AR AR ) IEERE (E=) -

|

Testing of causality
hypothesis

- Development of * Text the hypothesis
a =1 using Sppropriate
c 111!

i causality - idemiological

\ hypOth&SiS method

Signal detection 0
B « Develop a question

about a possible caussl
» Anscdote assockation

» Passive surveillance

= SRR =P

] UJ\?@E?’L%W%W%%W stEE L EREAIBIE » RERIN &4
£ Medsafe fYNZ @ B EEREH



fi] P

2 ~ L BN 24 40 {e] 2 /E (Vaccine Safty---How does it work now?)
##75 © Susan Kenyon » Medsafe £5h 774 55 I B R PR JE\ b i 1 B s R flo 22 5%
(1) sEEE S e E BN a4 A DA 7S B = (EPY) -

OVETT 1981 425 T, Bl 72(The Medicines Act) » BEiEAE ~ a5 Kf55]
TG B R -

@R fitis T2 (Immunisation programme) - B2 ZHIRIE] - JERLH
SSCaH B R TR REREAR Py A BB 2k -

(@R LAERRFHE (We can always use more) - 58/ i ETEE A R EE
FERgn - A DAE st TR EBIRY AT &R -

@FFEIREE(Keep listening) » B2 S FIRVEIE. » Ry BN SEhE 1L
e o

©EJ7HE A(Official Information Act) - SRR EIEF &R ARE - A1
¥ = B HHE (Transparency) ~ [ & il (Accountability) F1)E 8 (Communication) #y 4

il
O®WHO » ERVEA SR A RS - BREEUNE R R AR -

Components of a vaccine
vigilance system

The Medicines Immunisation We can always
Act 1981 programme use more

Yes — keep Official WHO
listening Information Act

T r e MRS 2 AR R

10



(2) XE b4
OE MR AL b

EIEREIEN ¢ T A RAEIERE - (VAR - OGBS
TR - L RIRERAAE 77 - SR B RS 1 TH4TE - 3 A B S
T A8 2 0B - 0 © BEBTRIERE ~ F ~ RRHER % MR
REE -

A b | NE DEEEIERIENEARS - RIS E A R
AYER T DU - SR ZEMEN R S BoR Ay A gt i - NItz - ERTRES [ER
e R > FRICE R - B ESTE L DU IS SRR AR R R IE
B - B RURT R i SO BE B S

QOHUAPREFE R Z 2« BRI R iR H A R e RS MR

QR FAEUERS * ERIE RO EACRS - (R IREEE N SRR

(3) EZf2Fz(Vigilance Process)
DOWHO A E9%(Signal )iy E 72

N REABEEYE R ge A A RARBRHVERE. » TaZ R Z BEARRD » 5k
M Har g 45 (reported information on a possible causal relationship between an
adverse event and a drug, the relationship being unknown or incompletely
documented previously....) °

{E9%(Signal )1y 2R T 222K B H %% 5 (Spontaneous Reporting Schemes) -
VI B (R BT R EE A TR R R B R I A (] - B PR e 8
WFfEHE » NEFEEEAN Bkt 20 HREMNFERESEIETSERE - Rt B2y
Eis EHEHE > HAFEEIEEE A > (EmEEEYN ks EIFEE
5o BB IR SRR MR EVEEY R R EE(: (Adverse Drug
Reaction - fiif ADR) I} » 5B H E XK BEHBHEM G » WIBREREELE
MRS - FiR B MR B EUIE T » e A » FREFRUAFSE R - BE
FrEeE RRIMER TAERE D) » BB R E T AT G EE R REA - 18
—EEER - B G TE R E A - R W AR

11



4 PEREEAYN B REES I H0 s (Centre for Adverse Reactions Monitoring » f5fH
CARM) JZH University of Otago 5 - BA4PERA A EIZLY » BE S - M
1534t Medsafe R B 7 JEH 25 - £23845 CARM HYEHEH & FHEEER AL B 5F( -
FHEZ TG B A B A B S P ELRT IS S S Byt v TS REIA A R C 1 71 )

CARM g 7] Medsafe F1 MARC $2 {7 BrlA~ B S 5 2 Be 1A (il 51 sloh 55
HahHd - CARM [) MARC f2{iA B fEEZR 0] -

CARM = BEHY i 7 a8 1:(44%) ~ &l B Al (18%) NI /g B Hli (17%)
AN R e B A 1 P A S e 2 iy - B A 1 e AN G s U B M B A R HL &
HIHrER R & B S E B YN MG FH P E A B - AR
31 Medsafe -

BEAh > (ERAVACR i EREIEA TS BER &R ¢ BEPRAT  ERPRER - BiE
B > LU ESRASURECK B B a2t L pgnsdisng - HAE dilE - HEREEE
IR TR ERIVER -

Signal

Signal
Investigation &

Signal

Response

and
Measures

Assessment

Detection

EH A REEHREAER
(4) H M EHS EEE T

H Ml SR B A B IR ER - ARG > DHE SRR E
EUREES > WHENEHE - UL EARE - ETXENEREERE

12



3 B

CAERE RS R T HI S e IR

BB e s B EUE = E SRR

M EREAE ERTA [ FEHIIEZR A RERERE

A LLpRR B 2 3 A AHEERE B R SR Bl

A E K SR B AT RE gl A~ B
=R HHREERETT N FSENZ T T ReH e

(5) HEMHREEAERTE

SHEMEIRIZEPE ST BE75 |- 2B WHO PRSI » fch(ml s -
RS - FORHER(Data mining)--# FIAFEHE# L% (proportional
reporting ratio, PRR){H7 AHIRIEEAIHT -

(6) KRB AR
(DB 728 {%(Temporal relationship)

FEFPRARER T A BB RS BT 2Bk iGIN  BEEESE
Peds R ERFEF (Challenge — dechallenge — rechallenge) fiiLAESEES o Framfzed]
BRNEEIET - R0 PR LT » I TR S R E BRI A
HIFER] B 2 R R E FERRE TSR BIRTR BT HE  #
EEIAEHNEEZER  BIRTHEEREGHE IR SRR RE
FIFER > (EHEmss R L EARSIIEE A oI R RGN T3 E - 2
JTERE AT ~ SRITRISR B (R aVIH5E > R EMeVERE R A B A % - X
WEHET S - B RS A OE - o] DUHEEE N A D RS -

AFAEREREBE RS - BUEE T SRR 5 (Nocebo effect) : i AR HEE
AR TREE I TE UL o RS2 RIBSSUE T DAGE P h 22 OB SR A R Y 5 7%
I - BN —4E AR SRV R AR - & e IE Y EAVER SR - EEFRE
et Ry R REZ SEY) 0 N TR BRI B RRE - IR 120!
PSSO - 3R T S 2 RITUE - A (80Nt A 2 ER PR BV EEY)5 (L » T2kt
WAL ERFIEAYIIEE « JEA1 - SEORRTACE R oAt mTREAY (B8 R IR AR % I A
HE o WL AEH -

(7) BxEM:
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FERGHNE ST EAE R - U A T W R ERES - A
1 > BB EFRIEL B R e e 22 e - DN R R 08 B SR B e I AR AR Bl
VST - BB R 2 S B2 Fr AHRE - (R Btk dtan 2 s BB B 5
BRERY TRRER ) HURERER 1 SET - dnEE (EREA) - ([ - FHEsE R
Bk~ HAEGEEGETR R FEE (IR -
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w0

030

§

3 ~ R4V R i 274 (Ensuring the safety of vaccines in New Zealand)

SH  Michael Tatley » 41t P 4 5 5 R0 (New Zealand Pharmacovigilance
Centre) F {£3& University of Otago %

(1) BB 2 (What we have?)
OFEHIE MR A%

VR IIE E 22 B I EEYVE T, 24 SR 0 2014 SR BREEY) RIS R
PR TREEIY - 2015 FEA PR THPG HAE R B (AEFEDHITE WHO PEC
JFE(WHO in the Western Pacific)FZx HE25E— (EFEEER 2622 A) (E7S) °

QEFENLZEMNEHIERI A&

TR PR A BRI 3 B LA 1 (52%) K B8 HM(45%) /v £ - IS EE (R IRE
AB#HEEEmN HEAFHEGRIERAR -

NZ Pharmacovigilance Support

Source of ADR/AEFI reports

Annual Total Reports Received by NZPhvC

100%

0%

500 80%
70% + =

B Other
" | mDrug Co.
IHospital

| T Pharmacist

60%

e
raccmas 0%
 Medicne

30%

20%

0% + .
- it il

R e R R R R All Reports Vaccnes NHP's

W Nurses
W Doctors

Global Reporting Rates 2014 AEFI surveillance in the WPRO Region

1525 o 4 It s

AEFI rate per 10,000
300

250
200
150

100 838
238

50

= I 14 01 00 01 43 15 07 00 83 oo

COF L LIS PO ®F SO
&S F & & L & &
IIIIIIII.IIIII.I.III ee"\?\;“\"‘(& Q‘\\\\\p ‘\& ¢°@9‘§¢o‘a’o@ ¥

\\\\\\\ SSECSARNE

262.2

g B B 8 B 8§

Scurce: JRF, 2015 data; denominator used is target population x DTF3 coverage

PSR = B B B THIV Rt A R BB B
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Q)BT T I BB NS AR K B 57 34 8% (National immunization register)
@A 00 (The Immunisation Advisory Centre - f&5f# IMAC)

IMAC J2 H B 5E B R B2 By = B4R AR - 3% O PR BLat Pe sl A\ R B
FITRPGERIA ~ ey b M I L EHYERE - b g iR IE A HE N B
dll - S e RN EURES S IR ST -

OFTHERER

B v B RS2 TR RS 3 0 (IMAC) AT University of Otago A B HEEHI
HUL(CARM)A 2013 4F 6 H BREN L T i L2 E a4/ Nl (The Vaccine
Safety Expert Advisory Group » f5fE VSEAG ) - VSEAG EIEIERIVIKFEETE »
HIZKEEEPRES A4 ~ RIS SRE YRR - BB B R b Fe A i B2 R
% ST E TR R © SURHEAER « (LS A IR SRR
S5 P P Y 20 S Ve B A S S S A U - 2 e R
INETRR B ABFLRBIRISEASIRRAS - BEEPRR RFH A I
RES T 1

BEAh > 3%/ NEAE BA T i B SE R T E gy A Sl FE R e e
VESES - SRR EIRS I R s e M T A E ~ SR E L2 5TRIg R
AR E L 2L SR

©@reEHEmEtEEE « RIFEERCE S EH -« mAC PR 5 S
R~ BERHITHS R T S B Y A B b

(2) wmJpItiE%% 7 BE(What could be better)

AU HE AR TR P e e L e HERE A E & - A T 2R A3
AR RIS - DL RIS SRR N BT S Fr i e B - SER D T LU AT BA
WSS M mER (BT |

ORI B 2 st —F R R e A
@t B A PR L ey
O iR A HIEE « N E g

@AEFI ZRI Pl » ks AEFI S0 - [3BEH 2 1 R B e -

16



GOHFEHREEE ML
Ot BITT K B8 i e R S e R
ORI AR A R SR

O STt Bk

OfFEH&LLH AT AEFI st

What could be better

* New Vaccines NZ safety profile — early insights

« Social media challenge and opportunity

»  Widening the reporting base - Consumer reporting
» Ceniralizing NZ AEFI data

- Common terminologies & approaches

 Routine & Exception report reviews to key bodies

+ Capitalize on Inter-agency expertise

« Coordinating research projects & databases

* Accessing pooled AEFI data

i Ve i 2 A A
(3) Anfa[ s #E(H {H(Adding value)
BB H R PR AL BN (Passive) ~ BIIfTHY(Routine) k2 H M
(Voluntary)ii izt > PR BRI A e A 3R KB s b e - A2
Dighs - GasetiOEsR  bEAREHIRy A (8O -

Dhn5E AEFI BRI

17



QA R AFHR T B
Q5RERTE R Pl te
DB LR EER

Adding value

Enhancing AEFI Surveillance mechanisms
Improving analysis for patterns and signals
Strengthening decision making & evaluation processes

Optimising coordinated action

&\ A E

(4) finss AEFI B HIH4 (Enhancing AEFI Surveillance mechanisms)

%ﬁ%ﬂﬁ%ﬁ@f?ﬁf T s AEHI(CARM) 24P R AEFI/ ADR #Hrds ZH YA
£ "AJLUEE DL NECEE TS ¢

s &N (Short Message Service) i #iiB MR S 25
QR ZHEE B HRIEH

OFIFHEET S BR DS IR S B HER

(5) FEhEZNIHA(Active Surveillance)

B MR P DU AR B L EHY - BRI CR IR A 5 2 - fE Bl
FrE TAEBRIGER L Z P B\ N 28 SRR AH B ST A AR - S HAE S0
S I RE S AR - B RAVE A - PSR S EfT 2 AFHIEEN
TEIE [ A I A -
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WENE I HIER BRI RZEIFIC T - BEiefr GRS - e
HEREMRE) — BREIEA EBmEs NRIENZIRK - 2800 B eEh g
PR (ORE R Z T AR TR &8ss - EELUECREUR A Se BRI R s - A LR 5]
RE/R A HE BB TR AR HERE AT A I BRIR A B IR Ry iE TR PR H 2 B 7 S PR PR
e - REREIZORAEREER - EEEER T TS5 HIRA RN - REM
HITHEA AT EERERFHE > FERBATRBEA < BENE S > U5
BRI DA SR RE A RS Y AT I > DA R G = Bl h Bt

FEE T (5 F e A e Y B U RUE IR B IR iR L =]
RERVEELUR B - BB S I T E e ied > Sl TIEEmsE - shfM
BARVFIS AR S « B Bip IR - BOM A B & TEHE » SCErERRANRI T2 %L
B MRBAFHEBOR - SRERE & E R PN E - S5 AE R
SHMBOHBR BRI H AR - BN E T —(E T RERYIE - E ARSI REE
TRERE o EHEANAEE EBEONAHIRE R E RIS &R - AR e
EEREUE BN > Tt By i IR AR R LR BBy > BT R

LR R -

sha TR A PR T B A R B RV R - AR T B s 125 ( Intensive Vaccine
Monitoring Programme - f&5f% IVMP)

B L A S & TR CEEYREHIETE] (The Intensive Medicines
Monitoring Programme - &% IMMP ) - 5&{BEEYRHIE &S —THEI AT E] » i
ESMIE 77 AR IR E 2EY) > BBt PR L A B Pl U SR T T S -
IMMP St —— (& 2L 2 B Ry s [ > m] DAUSC SR A 40 75 ol 5 YL Y (AT e U7 SR AH RR L
B ~NETEGHBREMEE -

APEREETT IMMP RZE BRI RUERIRAS IR - DGR TEF S8V B
FE(ADR)(55% » B REI FIAIPTR IR EEY) - SR PRSI RS -
IMMP (755 P I sl b e B ZEARRAAY » 5% 05 26 4E 2004 A5 2006 F4F
NZPhvC 17 » 26 BT B M A S 3R B Je iy A REME > BiRES A e -
2013 £F 12 [ IMMP #fi » A FEME > sEE IR A E o] DIF R E E -

AT HAE ERE]EE (Near retrospective)-- 1B HEE R E 75 DUBSAE R [FI B B RN 5
TAETTHSE - The Vaccine Safety Datalink (VSD)fs F 2k 5 & £ B inh Bh i 85 1
BB - WIEAREENEE  SER ANEEEE - s R H LU E R
HoApE E AR o VSD B HE A A E2 B HIER R - BEcEHE - &
22 TSRS R - VSD fRIBFEEESTRIE i I RE S R TR i e 2 M
5 0 M~ BB RS R G(VAERS) o EHEEEATHHYER - S Emi

19



FEE R =8 > VSD R HIE S e ey &k
(6) B BT B (Improving analysis for patterns & signals)
(D21 457 o7 g5 HIE ke (National pharmacovigilance database)

ALPHRA TR E S > EHAY ARG/ T EA NZHISNZULM ~NIR------ 2 >
% S B VR B AR MBI RO > BOMIMVIE E  imEREE F EE e # 0 AR
& BRI GIEGEEE -

H 1990 - 1F T~ BlFEEE T AR A1 (International Conference on
Harmonization - f&f# ICH) » HINEE /RIS BI&n 5 2~ #m Eipi&igasc kb
e THES ST AR o ICH BH3: 7 MedDRA » 4l B2 e ffrsafmste (L » sl
e A P B R 2 a1 DA S b i AR b TR B SO B2 2 512 - MedDRA
A g L - BRI IR EEY B EE S E S (R E
RECELEIYILE o S RIUE I MedDRA B A4RTERESHE » RESF]
R AVEETT ~ EETor T o AT DU — 2384 R (data mining utility) - £2
PR A AL S B A S B MIRERARHZE -« R(EIH5E G LINETIE I - R
BRI (EEEAN R -

@& ke

WIRIFTAL - B ERIETE - 1S LURR ~ oof ~ ST TE2H
AHERCR - EEMEEEET R U S8 > A ATk - AN > SR ERYERLE > 45
GHEENEREEE BB FERE R EE CHE ST INERFE BT
HE R E AR -

(7) sabshaE K sF{EF2 5 (Strengthening the decision making & evaluation
processes)

RIS EEATT AL e B MIEE T - H RT4 P B s Ll £
B HIEEAi7 fy Medsafe F1 MARC » 2RI [ 5 B (R s THIT R P i e
e E R AHRES LA (Contextual perspectives) » &5l SE(F AT EFRRAPRAIEE R
S BEREEG - Sz 7 17 S LAt A R 2% 8 2 28245 (Linkage to other developments)
EHIEAHYE R (initiatives) - £5%0 B RTE RS AFAYIEAE - ZB DL EfEE ) =03
AU P HITTE 71 -

(8) 1B{LiafA%EEEAE B (Optimising coordinated action)
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ZEF L HRAY 7R A A pRES SRS B RIS A] LA > DR[|
TESNE R e rI R - &2 n] DI #eEh R 8 - REUVEEEE 85 32 AV L
555 > BT T LR RE - B N A R AR e S YRR - & 57 Ry DAfRERRE Fy R
EH o LGEREZ AR R HEHESBEE > SR ITEE > ERFEE
SIS EENEEREEIE  BIRERE AR - RIS AL EHEAS -

(9) 453 -

[y m u{a]

e A e ABF BB ) ~ AR RS )~ T aR(EE BT
e ) DU T EALRRERTT Ry ) 2 EE A NLAGE & - S A R A ] W ORAT 7Y
EE L e BERRES ITE (BT -

Pulling it all together ....

j
*Passive r *Database
* Active *Data quality
¢Data bnkage s Centralised data
¢ Distributed analysis
Improving
~— analysis for ——m
patterns and
si
Optimising Strengthening
coordinated decsion
) action making &
evaluation
*Cross-sector PrecEIacs
*Consensus
messaging
sMulti-channel
¥ outputs J
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=~ 2HL4LPHE Medsafe - FEIGREREA R BRI

MPERE BBV EEY N BB SO 1965 4 (BRI 4T Po i B i
EFKEE University of Otago ) » 3lfij/> 2003 255 17 4T Po T 47 20 4 B i 0o (New
Zealand Pharmacovigilance Centre) » EEJE i Fy 1981 43 i i &% 1 B8
(Medicines Act 1981) o 3% 77 H AR s B i B AL 1 P i e 2 m BB M 1 RSB
(untoward effects) ” 75 - AR EIR L AERARS S AT Z B S - A— 2 SEYEL
TEMGEAE N RE i (PR B R - A BaadE o

Medsafe == f'E AR =EIEEY) (B aEs ) BEM T2 2 -
R Bl R B (Ministry of Health) (&) > {H R8I 8 T 22 B2V S TH I3
A REAEINZ SR (LN (L Y s s A F BB B E
P2 - Medsafe S 7 B FRD N SR Z(BBEAERS © 1E BB (fRErZEED) BEA
R GE¥cE) ZHEER R AREEGEENZRGNED -

Ministry of Health

Medicines Adverse Reactions " Medicines Assessment
Committee (MARC) ./—,\/ Advisory Committee (MAAC)
V2

Vaccine Safety
Expert Advisory
Group
B+ ArHRE SRy (RS ) BN BBERNINGE

Medsafe %A 24V B4/ EK 502 &2 (Medicines Adverse Reaction
committee, MARC) ([l ) » FHEERI AN - BRIREERT ~ EVanatE23 - BB -
A B~ AHEZ BT B4HR ST EEEE L dIE o SR
U 7 g o BN SHEPEHZ S BRAE A2 H R /N (Vaccine
Safety Expert Advisory Group) - FHHEVZAFIESHET ~ RIEEEHER ~ Embistd - 1Y
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PRIEER A B & Medsafe A SAHRE > #E7THT B i 20 SR IH 2 0l ~ A LS5
FEatam - DA 2RI SE -

& R FHEEY STH R R S AR A R - B ZE B4R E A - |
Medsafe T J@HYEEY) A BELFEDHIFU0 2 B F 85 £.47% (Centre for Adverse
Reactions Monitoring, CARM)}_ﬁ}_i}i (El+—) - B Ea4N - JRa]E
FEF - EEE - (FESEEETER (B+=)-

A BEAEOHR O ET B EER % - BERILL WHO 2 73 a4 (WHO
Adverse Reaction Terminology, WHOART - ZA¥THAXE 2Bk % & (55 FH Y Medical
Dictionary for Regulatory Activities, MedDRA ) #1T4 B4 73S E84RE « WK
R BB EET /M - Hh4h - Medsafe ¥fim#iiE—55 1 B BT 8l
G e vElY PR [ RIS R R RV RS - Medsafe e g —(ir i@ (52Y)
B i BUERR SRS ) TR ARG O - NS R R BT T
{é EE/WHOISCR PRS2 mmE e - 8250 &R - 1248

BHEERE -

N?Pr‘(- wove | Comae | sae | usnanens R
\\\v New Zealand Pharmacovigilance Centre % OTAGO

rHowme CAxMm oo >vee Fowur (el by PO RO STV SUDETINC Mo A ZroNiseass [E5 P8 2 FUonts 5 Pudic

Welcome to N

C/ARM MERP Gl

Nepor a1 Adverss Reschon Nepart & Madcatom Frror Reogart m Resckon

B+ @SR (L) BEMR REERT S
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.+ PMS ADR tool
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= MR EEEEY) (BeEs) B A REFEEEE

Medsafe AU 2 LY S FERFEfE RN BB (B2 F#4Y 4000 £ 5000
tF (E+=) HPEEEHEHERNA EE44Y 1000 £ 1500 4- -

“ IMMP
= Vaccines

W Medicine

qmqaqh@qbé\qsqq"gp S T T T T SR R SR

[E+= 1992 - 2016 4LV I SEY B TR RERE A RSB mamast
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100% -
90% -
80% -

70%
60%

50% -
40% -
30% -
20% -
10% -
0% -

SEVIEATAI RS BREMF R AN - R E K E KRR > (5FrAE
AR 2 30%LL L o MAETHP 2R RF(FATE - Al E AR E EE A S AV
(2 50%) 5 B Fifi i e I = i 40% (& +-0Y) -

B Other

B Drug Co.

=il

ICSRs per million inhebitants

3500

[+ 71

[ Hospital
CJPharmacist
B Nurses

M Doctors

All Reports Vaccines NHP's
ALV e 2= B SR B TR REE A R imoRea T

EBLpTRARES - HPEREAVEEYIECTE A RE B HrE s BEEAY
75 1200 4-3m#; (individual case safety report, ICSR) ; {{¢#% 2009 - 2014 5 7 4t

aT o EEGORTIY - #REESERE] ([E+10) - fETAV#RE A BB mEeRim
INiEp NS ARSI E (= R AP K

Active ICSRs in the WHO global database per million inhabitants and year
Period covers 2009-03-03 to 201 4-03-03

s,,%a ‘a.b"x ﬂx’%‘&% h’\,hwa,‘_ 1@: ‘"*E‘s, %,z% % Yy
2009 - 2014 TEPREEYIBITH EE R R B E R

25



300 -
250! -
200 -

150
100
50

AEFI rate per 10,000

202.2
ol 110.1 06.2
49.8
I 14 01 0.0 01 43 16 0.7 o.o 3-3 0.0
T T o | T | | e ]
ob-@@e«a@(y@-fa_-% o L
% @,g\\ o}‘&\ q}q\ @Qo& ~L-°@. & T (99\\ 0‘2‘\0 © &w\@@ <
e’v SHER\ RN Q‘-\\\\Q S PN &CZ’

& +7% 2015 = WHO PEACF R FEPGRERE A RS es

WIFTSCATAM - 7R REEARAY M - Medsafe R T & —— [0l & @ #H # DASL
Hr &8 18 =SB I (E 5% BT (patient-unique health |dent|f|er) R ERE AR B
BRENEE R SRR E M R - (LRI S B AR SR & Y
KOmER B RE A] BEaEY) 50 mi - ?ZﬁﬁﬂﬂﬂyEﬁ%ﬁgﬂ@( &+t
A REANRERE  BRelEr Ry TR ) (precaution)sl " fEf |
(contraindication or life-threatening) - JZEEESEN - DU AR BEEE (G (5 vl gE i
N R IERVEEY S0 i - AL EA BB 40 0 B T 2 AR 2500
hae LS » TRATEE Al AR Lt

¥ Clirical Docurments !Uu@ﬂ 1:1488

%) Showing al decunents 2 Bm| iew By [Cot=gery = Look For [ Status [A1 =] [hear]
B Vit seoctzd doounsnt 63 Unresd Alerts
Jmam o docur mmts 03 read VAN Hlerts & Mllergics
Date: © Tie Authee DCLCFENAC - ANAPHYLAKIS (AVCID NSAILS) BLPRCFEN - ANAPHYLAXIS

. Dymsenic Patiert Sumimary s
3 Clinic Letters - Medical (4,4)
3 Emergency Dept (1/1)
3 Laboratory (8/0)
3 Patient Reports (l)’l)
£ Undassified Historic Documents (3,

Planned Appointments

No Reaugs Fourd

Visit List

Admit Date Disch Date ial Clinician Name Ward Visit Number Type
15-Aug-2012 15-Aug-A012 Immunologgy Interm! Recavery P
06-Aug-2012 Immunclogy opP
14-Mzy-2012 Eye Cutpatients oP
14-0ct-2011 Eye Outpatients oP
11-0ct-2011 11-0ct-2011 Erergencyiedicine ED

2

&+t SEYETHREE S REAAERERE (B A B
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2004 8 - Medsafe $+¥1F5E & (%1 meningococcal B i ) #7582
2 MEESH] (Intensive Vaccine Monitoring Programms, IVMP) » 15 B R BEfE 4 B E
R NENA » L R Y 2B ATEE (Rawm BT - R4 e HEE
ZREAC Rk » /R A TR (/) » BRAEDED ATTEYE - R nsaER e %
YN BRI S e - BiahE & RE - R T IEISER R
= IR DUERS B B LR R B E SIS 2 s B iy - 2 SRR A
EOHIEY EAE -

Dose
o
]

¢5)

¥,
Y0
Any visit in following 6/52 ©
ol
%5 ®
&)

i e St |

b G b o T e B S | | e e MOIS4

4|/
/

T [ TV T [ T Y N T 1]

E+/\ BEMhIRaEy il A~ BEE (Intensive Vaccine Monitoring

Programms, IVMP ) EZHIFF2

Btk > B R RO E 5 0 Medsafe BEIERI AT A IR BB EHRE
BHEARE (B T E SRR - (BRI AE TR E AR EEEI A BE
7 BFEE A ~ YRR - PEESLN RS T - FrA e e s
DURA BREAZANE OFIEEIR) F (B - AFERESHEY -SSR
HZEPUEER - (EREIREA BBV A SREE FAR BB R FE b
R BRI A2 i YRR B - MR R e s e R (ST -
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Safoty information

Suspected Medict

e | Dy

ine Adverse Reaction Search

||||||

............

Bl G S T B

m—

...........................

.......

...................

N =
EAE

ALPERETY 2008 FRFVU(E HPV S i ah N B B PETEIAE - PRIy 8
P2 20 gk 20 o H 2008 SEHEES > EREFTAT 75 B - iz 2016 FEEAT 22
A SERcREE (=/)) > PEfEHREY 66% - 2017 F—H - MPHERILE HPV i
YN E AR e PEREIRE AR R B AR B PRSI R 5 9 2 26 3%

B PERE TEPREE A R BEHE R 24880k} - 2008 - 2017 4fH] - BT
8 HPV i REE RN A BB - W A e SN IE (ske) ~ B - &
& S BERE AR B YA RAE (18 )  BE4h » Medsafe t 3 BRI UBFIET
HIAR BEH - oally (1) BEER/SEHRET 5 (2) Bk (3) RH4% 6
PRI S BEE HPV i WA W R 38 A e e i g i 1 I » 2 (R sE T 5 (4)
16 A/ VAR HPV i Z R HPE T - & Medsafe Z SN B R F o Ly
B BEA-BE I 2 KRR & RRE A B M A IH
(unclassifiable) - [FL4) - 7RE R EE EIREE(EEE (complex regional pain
syndromes, CRPS) Jz 3ZR&4VEH 170 ZRE (R (postural orthostatic tachycardia
syndrome, POTS)HY-f BBy - MEH SRR ERIE R AIEE A » HHA

B 6 e BRI A By v ] B R RBRGE1: 2 58 9% -
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AEFI rate per 10 000 doses

9 -
5 | 779
7 |
6 |
5 _
4 - 3.23
3 | 2.9 5 44 -
0.69 0.68
1. 0.2 0.7
O 1 T T T T . T - T
e ey <@ > e S N &
& & @ F P F S S
J & G > N ¥
© & o g S\ 3 R x© N
& Y O Q° O [ 3 ¢
s @ (s} & & &~
F < S 2 K
& P

MN.ILR. denominator = 749 383

[ — - 2008 - 2017 F4HPEREHEE DU (E HPV i 2 RSB R

VU~ 2354075 Accident Compensation Corporation(ACC) - TE[S B < ZE SRR
1.4 75 o PR 1 2 RO IS

PG RY THPG 2 FEROBHIFE LTS 1974 4 > SERSHIZE H Accident
Compensation Corporation ( DL NfEfE ACC) & - ZHIE—FEEEFEE 1967
ERY AR K (no-fault) 25 T B IMEERIERE - Z & irkp i s 2 At e i
R EREEZ2HTERIKEINIRE - &SR RS EEIMEE iV HE L w
& 2 BAMEZE R TRAKEAIRER] - BRILZ 6 » 3% SIS IR EIMEGEN
NG DU REE Eﬁ§*$+/\ﬁéf WG E B R SFE e =20V E T
= B HWKIEThREE T IERE

ACC YRR EZARE S T ~ X ~ HEFFTA A > LRSI § SCHED
STAIEFREETDS ~ (6 - RESFIE - BRAEMMES (B=1+—)-

ACC 7 15RH /AN~ ZZEE(ACC Board)é% Z 2HI/ZH ACC I &
(Minister for ACC)f5E - ACC %?WB SR BAENZEE S TR AR (E
) o el ACC RN B T.4Y % 3,300 £ - HEZA ACC Hyf = E& Fy ACC 38
£ > 2R ACC (B A HA M - BAFE J74H4%k(quasi government) iy 14 &
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How your ACC Scheme works

Injury prevention
550m
Helping the community

understand how to stay
safe and healthy

[ —f—

Employers
S606m

The Work Account Is
fior Injuries at work

1y mplowes
w 51261m

The Eammers Acoount
Is for Injuries outsida
work, eg at home or
playing sport

Where the money comes from

'| n.|
-
*
-t .

Every New Zealander, and -
visitor to Mew Zealand,

is covered

How the money is allocated

Treatment and
emengency travel
$1,595m

Inchudies visits to a
GP, x-rays, surgery
and assodated travel

' Care and support
d $678m

Helping people back
to Independence, &g
through hawving carers
of home alterations

@,—

Ly

-

Earnings
$3,273m

Income from our
Imvestmants

Finandal compensation
and vocational
rehabilitation

$1.215m

Payments for people
who are Injured and
can't refum bo work,
and helping people back
Inito weoirk

2016 4117 Accident Compensation Corporation Wi A B <7 H#k
TR R (LIAESETED
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ACC BOARD

Risk
Assurance
& Audit

Committee
Investment
Committee

Remuneration

Committee

QOur Future

Committee

B — -+ 475ES Accident Compensation Corporation 7 Z2f#4H %

(BRI S Maccident) ~ B T {EAHREEAYTIEE B (gradual process) ~ 537 3Rk
e DR INEFS B N SR U0 6N E 2152 (treatment injury) - B 1] ACC
FREE i - ACC RIS EF S B B EREN I > HEEGFEIENEE
FHEE (BE=+=)-

Total claims
200

135

130
185

180
175
170
165
160

Murmber of claims (millions)

L2 201112 201213 2013/14 2014715 2015716
B _—+= 2011-2012 F4f 74 Accident Compensation Corporation EH 5528
(HEEHEE,
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%%#

=

ACC H R TEEBHVEIR IR Ky 2001 FHYEIMGZiE 5£(Accident
Compensation Act 2001) H R AR E RS E (treatment injury) Y E £ B =0K
B2 BRI BEEGE - (EHRGE R aRa—Elr Bl ] RE 35 £ HV4E R

(AIPFEEIE ) ) J?éﬁ%'xﬁﬂ?ﬁ,ﬁﬁ BB E B R E R ME A TS IR
INBERINZ G E Z 5250 » BN » e ES M G E N iE R Rz ia
FEiR - (B35 a\Eany B iVal R ies < Mlzs - RN EFEAEN © e EEHI5
TR EZYR - RIEZZ E LRI A (@?ﬁ;i%ﬂ’wﬁaﬁ CfE - TR
HrFE =) TR EERE - g BaUERH - 1 aR ) WHBEE G TIER - 2
Er - THPIMERE (EIETEDEE ) % -

ACC S R E RGN HE R BUNZER I - 5 2012 £
ol — &0 (H 63% T LUHIE ) - 2 2016 FHE 1T —H AT (Ho 64%
TLUE) (F—) - fREHHER B R FRE N - 2012 FAERSZHH 6 T 6
HEAE CRED IOz 2016 447 1 (& 3 a4t ORI - ITaZ2HE
27 8ot (FR=) -

2012 - 2016 T4 PHRE ACC /AR ARG E R F4sT

BETE LT HEE ATHiE FEREEE
2012 5,924 3,497 9,421
2013 6,478 3,530 10,008
2014 7,463 4,092 11,555
2015 8,383 4,876 13,259
2016 9,401 5,331 14,732
HaET 37,649 21,326 58,975

2012 - 2016 “F4PHRI ACC JEREEG FRURGE T EFdat

ST ENESEE SN EE = CN G S ST
2012 8,498 65,996,130
2013 9,678 80,331,794
2014 11,649 95,165,972
2015 13,388 115,631,967
2016 15,114 131,104,820
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ACC BEFHEHNEH E RS FAHRF R > B 2012 553 90 4 (H
1 51% T LAHIE ) > _ETFZE 2016 i 181 (Hf 57T% T LUE ) (R=) - #f
%#%(E@%E’ZH%%%’EEUEE 2012 £EHY 46 {4 > 8 T4l (ORFR) > BN ZE 2016 £y
109 {4 » 4T 13 Eatly (R HraziEdy 260 & (RIM) -

= 2012 - 2016 F4HPRS ACC JEp B (G FHHFHR R (Tt

FR s TAmE ATHIE  ERERREE
2012 46 44 90
2013 74 55 129
2014 85 67 152
2015 84 85 169
2016 104 77 181
HET 393 328 721

Z2VU 2012 - 2016 SE4LPERE ACC Y& i BEEUE ERURAA N B H-4raT

G SRR BAEEE (A KD
2012 46 8,062
2013 70 13,414
2014 97 26,914
2015 94 146,666
2016 109 126,300

fRIZ ACC &t > 2012 - 2016 - 21 - HIEHIE T HEUSEARUREAF
E R GRE T RO BRI A B ERHE RE Rt ske KRB E
(Fh)-
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i 2012 - 2016 F4PHRT ACC e BEUGE MlE R AER S F 9T

i

1B EES T R E
LETER AT By 132
RS TE 95
YA BN E 25
JEAHIE 22
15 R 20
=31 18
Y= 17
17 B B 15
KEGE 10
EEGES 9

ACC SIS SRS E 2 PRI | SEIER » ACC I
PSS AT HIE » WHRE R T i R RO 2 B R - E e
ATIRBAIE » HIE—S5 5N TR » R4 T ROB N -
1T A DY BT RO TR RS RAEATA © B I3 S PR
RIPA = (88 K ARHVRIEFAIFRITT £ O (7 - MG 17
Ko

ACC I #RIE m G EH Z IR MRS > THEEENFEERZER
B E G E Z eV 50%I0% o BIETE MM 4E TROBMIE - MEHEH
A RIRBHBE MR A5 B 2 INZR - WSO G -

FEROEGG T - B EEE AR T UMV A BOEmERE
HelEmssEl (a9 - fed - TiF) - EREH (BaExidE - K
i~ wefh BN > DURHAAERE IR %) ~ TAEWAIESR - BURSETHE) (&
DR BB ERUREE) - AT R — LG T (lump sum
compensation) sl (AIEHE ) 45T o BOERHE 24 (L EIRITE -

B —EiE  EFREmERNEENERE  BZEEEHFANRAER
TR 1% » SRR NIEIECEAL - ACC WA KL (56 Ry 2 i e R
5E - EA ACC BB HIIE S L /HE N B 5 T E 2 W EZET - IRE
FfiErR - BESh > B ACC By RORHIE R E HAY » £ B EIME E A
FAME - BURZEIMEE B FAKERVRER] - NIE > 4efE 2 F 2 IR RE T
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Ry NHIBUE B - E HEE NHIEE ACC HYMEBIHHIE - RIS BEE T aARE K
AR - B N EGHIBAmEREET A TIREE 2 M > B — -

I~ EETEVRIEA B ESN 5 2 FROF IR/

B 2 s R B EECACEER © ALPER IR R 75 0 &
B A BB Ty 2 — » 208 2 P ERanaT 80 Bt > Hnf ARy 81.5 5% -
B TRY PR AR Ryl e A > TRV RERE A B R S S Al e T (b5
JaakaZe B G TG (ACIP) AR - MORIREERITF R e R - 40500
SR AR IR i R/ ~ B BURF R E ~ eyl ~ /KIe&E »
BRERR RIS (MMR)Z 1 ~ HAE SR ~ Tdap-1PV Uit B 555 8 AT
B 0 ARG 13 TAPRIA o o TS LLsth g K AT LA 2 P sth P SR K <28 T2 e
EREME A ZURF RIEETHEE - i 2016 Fat - EEFE SUE SR EREB I

M Primarydose MM Booster dose

%
99

98.7

98.2 98.2

96.1 96.7

HepB 5in1 MMR VAR JE PCV BCG

Hrf MMR ~ /KIGEL5E =75 B RURT 38 28 i e 2 3% R R B 4T 98% (& — 10 )
B 10U 2016 G 8 M i BHE A A T

PAMAE A MR B E 0 oy VBRI VR B B BE S A\ B YRR =
FRERERSEEY ~ 5B ~ HAZSERZAME - (H 65 pREL EHREE - SHikAT R E -
PP B B R A 2 R IR < PR - M MRS (B F7) -
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ﬂ‘lk-‘fk”ﬁ"i'ﬁ'

65mM EEA BRAIRE E/RE ERE RPBYL BEAR

=265yr S5yr 6-12yr Chronic Disease Pt Pregnant Women Health Care Worker
. A<l .
0% K5 6% =
ol | HE-
H g H
2 1 ! -}
= .l =
33% ?
°, 4 40%* 40%
39% 0% = 459
68% 67%
O/o 2%

B 7. 2015 FEIRERME R E PR L

= ETHV R E A RBFAVED BRSPS (B /X)) » fERiERs
SN BB v DL RAE A R R B I 3 A 2 TR AR A BB RS
&) A S N B BIERE - ez B I ETEEA ~ fE IR B EAE R B R
a5 - ERTHIES "EERES R EEEE - (KATEREE AR
WE B EEE G0 SEFHZSORER - RS IR R R (E 2 2 548
BIPRttiE) - EREgTaN a2 FR0E 2 (B EH T E BN BB
e BRHENA - HEA RGN A A B R bEFTaEE ) - MR mEY) e E 0t
MDA NEEERUR G TR E 2 SEIEEY R B E i #H 224 (Taiwan
National Adverse Drug Reactions Reporting System)#E{ T i s 2~ R~
R o BOR IS R E R AR R RS s ERE N R
R E R " BB RN R MR | MR E T — & HAR A [m] B RE
AN REA- R E I R mEEY B 2 M L E AT R T
N REHEEE R 2 A - ZRE MR B P s T = ER A A
BRI E RV Z RN RBRRE AR - RIS ER 2 e et -
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Health care facilities

Pharmacies — Taiwan FDA
/ Pharmaceutical companies

FDA & CDC
data exchange

Local health authorities =) Taiwan CDC 4'

VICP

Vaccinee

N

& AN EESELITHEN R A RS

2 VICP IS, 1986 SF— LTIk 3 » HPERELIRY INFURRARIE R 1%
S48/ SURRIBER - VICP FIREDATTNS 1988 AFRE LY 2P FEAR T BERE 2 1%
i I A S AR (ST IR T IENE IELR E ) B i
Pt (401 HPV P8 RASIRIBIS ISR ) » BORRRIE R BRI SO ZE
B R ERR T A ZE R FE » BT (TN - T
BB SE AR R S AR > 7 R B 8 1.5
TE Y547 0.07 4 -

HER TR FROE Z e Ry (B =11 55oRIEA (ZFANSEHEE
A~ SRR (A& i B R TR I F s FH R S SR B R H AT )
TARE ~ PR E RN SO B S i s - MR D ACE R E I - BTFHEE
BT W A4 B E ~ 1 ~ S sl 2 R T - R TP RS
7 (VICPEFEHZ B GHETET - VICP HFRLZEGEZR 19 £ 25 N £AH
ot PETKR LR AE R A ~ IR AREEREME A IEALER L - ZAE
B H SRR — 20 HYE T 2 Z AR B (R oH) e BLRURE (R E
ZEEHRRNE TR EHE R FFEA - a5 HF AR - aI oA e T
SHETTTTEGITER ©
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may appeal for the decision

Claimant

Submit claims

__________ » Local Department of Health

Submit claims with case details

Taiwan CDC

Assign cases for review
Organize meetings/2 months

VICP Review Committee (MOHW)

Assess causality
Deade on compensation amount

Taiwan CDC
Reply to the appeal

Petitions and Appeals Committee

Bt EETHIRE 2 RN R B R AR

EHEGNOIRE SR > FIEA BB TP ) RSB R &
IS rﬁ%?h EROEBERR ) BT ARERE o MEUERUE I E SE R B SRR - 2
B IEER AL BT RE  STERRBRERUR G (T T s (B =
/0
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Initial stage

Claim

Causality Assessment

Consistent Could not be Inconsistent
ruled out

Compensation amount

Committee stage

Initial stage
Claim
Causality Assessment

Consistent Could not be Inconsistent
ruled out
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Discussion and confirmation
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Strong evidence for

other cause?
Yes —— No/Unknown
.-.-—"'_'-'_'-‘----- -_\_--\__\_\_ -
Inconsistent ‘ Known causal association? ‘
"|"es________-——P—'___________ T No/Unknown
Within appropriate No | Other qualifying
time window? factors
Yes ff \
Consistent Inconsmtent Indeterminate

& L FEPGREERES RERIR B AHETRE (2% 8 2013 4 WHO ZE[I)

FERERCE HIESEER: - FEAGE A~ REFER - BERE ~ RRER
PESF - FHFEHEIE Y 0 2 28 Bty (1) -

RN BBV PR ERURG IR

Compensation amount (in 1,000 NZD)

Adverse event Category Consistent Could not be ruled out
Mortality 25 -280 15 -160
Disability Severe 25-280 15-160
Serious 15-230 10-140
Moderate  10-185 5-70
Mild 5-70 2-95
Severe illness 1-140 1-55
Others 0-10 0-10
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