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Public Health England, Department of Health, Immunisation against infectious disease, chapter 8: Vaccine
safety and adverse events following immunization, 2013.

23 Public Health England, Department of Health, "“Immunisation against infectious disease", Vaccine safety
and the management of adverse events following immunization, pp. 53-66, 2013.
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29 P75 912989 YIINY U TIVUNN 53 1NN MINYIAN TIUNA ,ANTN MNEY YNN NUNNY TUN
WNTA ,OTIN IRNYN MYDIN 5Y DIMTAN YN D) NIIEY WY 1N NN O ,XUNI M)
51 marnta muerny A1 937 Yy ,MN0Ha0 TAuna

P2 ,92y2 925 1D 1YY DMNIDT DXPYINT YINIY 2PY IRND MYNN DY Y11 NWNN Y 2D X))
NIV POPITVIN HY DISIINNON MW NV HINIAN TIVN DY NPITAN MT NNONI 1NN
YN NIAPNY MTIY? VITOPR INR NIRMAN TIVNA PR” O PIN 11,2012 MV DONAY ,2O¥9 NNRN
MR IRA DHOONN DY MRMIAN TIVN YV NNVPN Y9 TVRI [ NDRY RN ,0H9010 NN
PN NWITNN) MAIRA0N PYIND YV DIVMIN NYHPA NMNONN AIAND MYXNRL Y9 172,11V
NN Y NIV, MNIN DY MPOIVN 0DV IMINK NMYID T2 ,MTI INIXD NN .(NpPHna
12 DY .11”IVI2 HYND ,ANIN MDY 590N DD YN NXIN PINND MYAIN NI MNPVIY YWIPINY
VITVLR NR TIT NDXD NYIPHY YT NIIPYN NPYH” NIINND NPYTIN DX TIWY DN NPONN

(MNP NPN NWITIN) TIINR MXIR DY NNYIT DMWY 29 7YY

VARA DTN PANY T3 MRMAN TIVN HY” 5 AN 0T PRIY 1YY NIRD NPTHN AP NYTA D)
AT PAY2 NI RN YN NPON MP-5Y MApYn NR 1IN ,0MONN NNY YA MY DR
"LYLINGIN DYMINPAN DITIVRM DIYINA-MAIP ,DNONNNA NV DY NS YR LYoy

52 (PN NN NWYTIN)

NN NN DY MPTN TON NUNN RYND NINIIN TIVND DY IMONMNNN I PN MY PI9 DI
NN TIVN 2D N NN PYD DOPN YTNN VDN RYNDI ORND MYOIN DY MNIAN TIVND
NNN PYTY DT XY IDIOIRND MYOIN DY 1MYNIND DY 2NN NN YT-DY MPTN NN PTON DIV
RY MO MY DR WI9Y PINY INRND 29 RIN DT RVNY MINIAN TIVND 2T N»NIa
DY) RV NDXY PYTN INY VN OO NR DR DY T .ANINY IRTI WP RN MIT D
VI PN NYY 1DV ,MPAT NRT MYYY ¥ PRI DNR ,DMPTAN PON WY DI 1N 1NtH
q2y1n N 29 YN DNDIAN 722 NMR ORIV INXY .NYYINN HY MYYH 9197 NN HY P 8RS

2 (Mpna nrR NVITAN) "PNVY DR NRT DDA PYNHAY DANINN IR

D9 NN MYDIN TY NI SXNY MYDIN Y Y1517 GYIOIN .7

1N DM NYAPY TIND MYANNN IRNIN MYNN DY DXMMT DXADNI 12V JIDIND NN NPODI 1PND
MPTHN YR NOIRD TN NT XYL THNIND-)2 NPTH INNND ,NP2IYN NINIIN PHIIN NNONI
NI CTIDNT-PN MHIVOIN ,NNIVIIL ,NTIP ,MIAN-MNIN : NINRN NMTHN WHN1A )M 00y NMY
— ) YIIN) MNDIYN MININ PHIN Y DPNXIFT DX PYIN MUY NPHPINDIIAN NN MIAN NYN
DN D991 (64%-3) DIWIHY-IY LYNID NPRINK — HIVDINY NP ,NIVMIA,NIIAN-NMNIN
MZIVN NINIIN PNIND IDONIY DMNIFT DYPYINI VIDIYD TIND IWNINNIY IXNNDN MIYIIN Yo Yy
LPNINT DPMVYI MNAY NONN NN DIY NP NISNY NIND ,TIDT-MY WX .0V TV 1967 Mwn

2NN MDD ORND MYAN DY DMPTN NYIND

12014 5802 15 ,AN90 ,MINIIN TIWN 3730 NHXN SIPW 9932 DIND NHMIN N3 7 o
oW 82
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http://www.health.gov.il/PublicationsFiles/rep_elt22012011.pdf

(NN ¥ ON) DN 121 ,NPTH 532 OXNT MYNN DY MPTD NIIWNN DY 015557 DIINNDN 1N
ANTHN DINN : DN, NN MIIWND MPTN ONIN 1IPO» ,TD DY G0N .DNOPN DTN 9PN DY
MY MIPOIN MPTHNN NNN 532 ININ ;)3 1D 2NN NDXN OT-DY MPT DY WITI ,MTN 19IN)

ANIN NDN5 MPTN NIIWNI DINNNIY INNIN MYNN DY DIMN

MPTN MIIYHNN NNNX DI DY VITVIND YINND XN YN DY TOHNDN IND NAPY YTNIN D ) )PON)
LDMNXINT DIPYONI VNN NRNIND IRND MYIIN DY MPTN DINNL DMWY DMIPNN DY 19) 1PO»Y
YNRN NUNN MOOVN DY KDY ,M»THNN NNN 992 YN NOIX Y010 MDY DY YR NI PR

AANN NDND

MILIYN MNYIIN NN 7.1

MNIN ONND NN DY 21201 YNVIY DN NMOINA TIINA MWD NMINMAN PNIN DY NIONN
NN VIDOWN P WP NNONND DY ,20-0 NRNDN DY 60-N NNYA NONN DMNXIF DX PYOINI YINIWN
MaPYa D121 299RY 1NNV DININ P, PN MDPNIN IYA0Y NN DOXWID MNNIY |, DNYTONN
MIN NINY MLINN NV IPK VPPN TONN N2 VIDYNY 12NN TIYTIY ,N9NINY NOOWNN
S NNNPNY 1968 Mva D)2y 20-N NNND DY 60-N NNV DY YN NPXNNIA MDY NINIAN

International Drug Monitoring ) »n91¥n MNI2N 1NIN DY MIN N0Y MNINY-)220 NINNN

MIINND MPTHN NIAY SNNIN APYN DY MY MDY 01N AN P2 ,Innnn (Programme

¥ m

DNANIN APYN DY TPNIND NN 952 PNION DNYIVAY DININT NN PTHN 292V MINMIIN TNIN
TPNIND-PIAN NVNN NN DY N2 GNYNN |, TO NN ANPIND MIND SNNIN APYN : O
21D MNIND DMNN) DD ;ORND MYNMN DY 1MUNINT DY MPTY TPNVIND NN ;Y0 NIONNY
MNPN AN P2 ,NTPINY PNNIN APYN INWYNI NXYON THMIND DTV ;IONND MYN Yy 0oM»T
NI NNVY IO NNYPNN 91N I9IND NI N2IDIN WD 191 NOIWN DDIAPNNN DMWY DINVT

% qawn

AN NN O-IY) [ MINY T 140-1 AN MDIN NVY NIMINY-)PAN NN MIAN D1
5 19781 1973 mawm 139103 7930 HNIYS NI PNYIYN MININ

MIIND 1991 NNNY NNNND NN NIANN NPTH DI DY PN5YN MINIAN )NIN NPT 29-DY
NNLIAND DMNYPN DIRVNL MI0YN NMINMIAN YNIN DY IWPN D) DY TPIdY NN apynd

INND MYNIN YW NIM YN NIPY MIAN ,NIN ,NTPRI PoN ¥ NN (Pharmacovigilance) snavn apyn #

NN WING T L0291 DMININY DONIDT DIPYWIN KN NNY ,0MDN ,MANINI YIDOWT NN P2 MMNYPN
LDV .DIZOIND DY MYawnn
8 World Health Organization, Minimum requirements for a functional Pharmacovigilance System, retrieved
on July 14™, 2014.

8 The Uppsala Monitoring Centre, Introduction to the WHO Programme for International Drug Monitoring,
accessed on July 13" 2014; WHO Programme members, Countries participating in the Who Programme
for International Drug Monitoring, with year of joining, updated on May 26", 2014, retrieved on July 13",

2014.
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http://www.who.int/medicines/areas/quality_safety/safety_efficacy/PV_Minimum_Requirements_2010_2.pdf
http://who-umc.org/DynPage.aspx?id=98080&mn1=7347&mn2=7252&mn3=7322&mn4=7324
http://www.who-umc.org/DynPage.aspx?id=100653&mn1=7347&mn2=7252&mn3=7322&mn4=7442
http://www.who-umc.org/DynPage.aspx?id=100653&mn1=7347&mn2=7252&mn3=7322&mn4=7442

NN NITWW YT NN NN PPN WIT 1971 99 )T NHDN .DYNIST DX PWIN Y omnva
¥ VigiBase-n 11910 219wn onmn

TMD MYNINNT NN MYMN DY NP2 PPRN IMINS-PAN oMmn Ton N0 VigiBase-n
1990707 1978 MV NPTava DOPN TONN NN .DMDN DN ,DMNY DX DI PYOINI WIndwD
MINMIN NN N 1P-Dy Hnn XM, The Uppsala Monitoring Centre ,7nY0ax 71005
VIND D52 NMWYN MPTHN P2 YN DY PNIPYY NN, NOIRD 10N P2 O 1T 3990 I00YN
INMY MYMN DY MNHI MMD 1N DY MNNIND 0NN TIDY ,NMY MNIN DY DINDI MOInD
TN DT OONN MNNA ¥ ,2014 21N XNNYN NINIAN PIIN NN 29-5Y T, 0TIP 19N NOY MYTN
DN DMPNXIT DXPYINI YINOY 2PY 1NINY 1ONYW NINY ORND MYN DY DIMPT 199991 NYwnn»
SIN2DNN 1370 DY VITVPRM NN MNNHNRN 29-DY ; DINN DIPYWIN RN SNNY ,DMNON ,MNIN

8 DPw TN ©NT 200,000-5 NT INNY DN YT Y52

799 DMNIDT DXPYIN YIS TINDI ONNY MYNN YY DMPTH NNZONN NININD 12) DOWIN YD
MPTH NNPOIY NYIY DOWINN 10 .2014 MV T 1967 MWN ,NIMINRN NVAN NN MIINT MPTH
AW NVSAN ; IINK MPTHN NYPYAN M) SRNIN MYNN 1272 DONMIN NDRNDD MPTN NV
¥.(49.6%) NN NYTNA YNIPHN DNMN TONI DMPTN Y9910 TISNN VYNV ,MIAT-MYIN N

TN 140-1 NP NN MIIN DPD 29 ,PON

MINT-1521 139N MHIIND I 399 INNY MYNN ¥ BINNTH MIYOND :3 79N BIWIN
5199990 MINIIAN PAIN TY MDD NVNY

France (2.8 %) Spain (2.4 %)

Australia (3.1 %) tahy (2.4 )

Canada (4.3 %) Thailand (2.3 %)

Other
Countries
in

of (4.3 %) VigiBase (17.0 %)

Germany (5.1 %)

United
Kingdom (6.7 %)

United
States (49.6 %)

NMYNIN H951 ONDXN NYAPY TIND WNINNIY IXNIT MYNN DY NV DY DINNI VT PN I PN
VIDYO MNYN MVLIWN 1NN 1) 2012 MY DONAY IPNNN ,NNT DY .NINNI MNOPN ORNION

8 The Uppsala Monitoring Centre, Being a Member of the WHO Programme for International Drug
Monitoring, 2014
% The Uppsala Monitoring Centre, VigiBase, retrieved on July 15" 2014.

% The Uppsala Monitoring Centre, Reporting Trends, last updated June 23™ 2014, retrieved on July 15", 2014.
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http://who-umc.org/graphics/28121.pdf
http://who-umc.org/graphics/28121.pdf
http://www.umc-products.com/DynPage.aspx?id=73590&mn1=1107&mn2=1132
http://www.who-umc.org/DynPage.aspx?id=108476&mn1=7347&mn2=7252&mn3=7322&mn4=7558

MNNDN MYMN NV 2006-2000 DMWY 1D NI [, NNINN DNMN NXNI OMPN YN TdY2
TRY (MIVNITIN) BTN NNXIDI DINNA 1POY NNITY INNDN MYNN 5931 DINDXN NDIAPY MMNYPN
7! (@M1 218,840 TN 117,877) 54%-5 By

DOTNN DYYD 7NYDMN” MVAIN 199D Yap LVigiBase Mdnna 0NnIn NM”oTy Sy v 1o
DY ONNON MYMN DY 1IN MIAND MPTNHN DY OPNINDN DX1DI0N SMNT 1I2YY DMV
TPNINDD NPT NOWND DY NNTY OIRND NYNN 9D DY #NDDINY 15909 MITH DPNINDN D1OIIN
MYNIND DY MPTN NDAPD INWURIN NPNN DWW IMNT IN NYY NIDIND NTND WP KOO ,0N»TNI
Y T07Y , 00NN ,0ONMIA AN P2 )NPNRY ORND NN YY DIMPT DIAPY IWIN 29D
DY) DMOINDN DXIDINN ,TD YY G0N .DXIDN DININ) BYVNA , DN DNINNA DXNNINA
VINYY TIND AYNINNIY ONND NYNN DO 9272 OHSN H2ApNNY YN DY #NODNNY 19990 PNTY
oY 19) ,0»NIDT DXPYIN DY NPV MNIND) ,OMNMDN 1N ,NPNOPI NMNINA XN dNNNA

72 511 5NN 919701 MY YYD ,MNITH MAINT WINW N9INN DNAY DIPN

PNNA NOYINY DIV ,TNAN MNIVPIN MPT DMV #NDDNNY 19910Y NT MPT DM DMDIIN
NMINIAN ININ PNN INYIT MYSNHNA 79N (CD) 0N MOYPM MPn NOYN D7RIT : DT
OYSN 1YAPNAY INND MYNIN YY 7NYDIIN” 19999 NNTY INAPNN AP¥NN 91999 DY XD YIP NYIVN
OMOINN DY O DY QDN INY X DINDN DIMMT 1PV NN NATYNM ,MNSY )I¥aY HNN

2 P95y MIT 925w NYPR P2 YAPNNY 90N YN 992 MNYDINY 1990 NN 1ITYY DPNINDN

95 15 omNg Vigibase 9a8nn 299N ,7NODNN TIVNIN 15D HY LITOVINN INNA NN I9-DY
MVRNDIN HAPY DY IWANY (DIYYN KHD) AMNHND MNIND-1PAN NVN NN MIANN MNP
MY YT ,0oMPTN HY DMPLDILVD DITIY NXY DN NDIDN SNND NYMN DY 0MIVID DINT

MY MNDIN

-0 79 DY QO LYTNIN NMNRND OINMD TPYNIN DY ¥ DMNINDN VNN DTN SNNND D PON)
09991 9INNI DINYMIY INNDN MYIN YY DINMNTN ,/NDDINY 157D DY VITVINRN INNI NINN

Anyone with a health professional degree-level ) mns9an oInna mwspn NHowN Yoyay

DPARY DINX 199 , MNP BPPYN NNV ,ANIDIN MMHNNI 8PN MM Bna) (education
™ DIYUNAY NYPA 99-9Y ,0NNNRN DITIINY DIINY DPNY

175 0 NMNND NMPNI ¥ N9 2013-2012 DHWA 19100 MY 9Y "NYDMINY NVMIN 1530 NYTH
-3) NNKRN VAN NN DXIINTD DONINIT DI YW DIVINN 67 — DINTIN TON BIWVIAN
72 D»NYN DININ IT-HY WY DWVIDN 108- (38%

% Sandra de Bie MD, MSc, Katia M.C Verhamme, Sabine M.J.M Straus, Bruno H. Ch. Stricker, Miriam
C.J.M Sturkenboom, "Vaccine-Based Subgroup Analysis in VigiBase", Drug Safety, 35, 4 (April 2012),
pp. 335-346.

% The Uppsala Monitoring Centre, Fact Sheet — Submission of ICSRs to the WHO global ICSR database
(VigiBase), March 2013, retrieved on August 11" 2014.

% The Uppsala Monitoring Centre, Fact Sheet — Submission of ICRs to the WHO global ICSR database
(Vigibase), March 2013, accessed on August 3", 2014.

% The Uppsala Monitoring Centre, FAQ — Vigibase Services, accessed on August 3", 2014.

% The Uppsala Monitoring Centre, Report from the WHO Collaborating Centre for International Drug
Monitoring, July 2012-June 2013.
&
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http://link.springer.com/article/10.2165/11598120-000000000-00000#page-1
http://www.who-umc.org/graphics/27564.pdf
http://www.who-umc.org/graphics/27564.pdf
http://who-umc.org/graphics/27564.pdf
http://who-umc.org/graphics/27564.pdf
http://www.umc-products.com/DynPage.aspx?id=73565&mn1=1107&mn2=1132&mn3=6051#2_To_Whom
http://www.who-umc.org/graphics/27871.pdf
http://www.who-umc.org/graphics/27871.pdf

DMINNN TAX .NT VNN D02 DY DMV DINIDIY DD PNYDNIRY VNN DI ,Td DY qON
1998 mwn Vigibase 0mmn Ton1a yyannn (Data mining) »0mnn 1757 PYNN YW 015900
12) ,0009) DY NHNNMIND NDIVWAD TIYA DAY NND XD L7077 DWA YN NDY NIN TOON)
N2WY Y95, DMNNDN DMXIFT DIPYOIN P ONNY MYNN PA OMIVON DIIVPY MTYUN DININ

76 IP9NIN NN DYDY X2 TR NIV 7DX9IND” DINONN Y TNRN INN 3TN

N9, RYNA POIYN 7NPDNINY 1991 HYW VITVIND INN 9T DY NINND NITYN TN ,2013 59N
S(UMC's Review Panel members) 7nboon” 1991 Yv nMpran Y »an 29pa poyn
YWY NPNINT =12 MDD /93N MNIN MVY NNINT =120 NN 093NN OPNINN DI1IINN
19¥a D) 7930”1 BNVINN ,2012 INII291 ,TD DY GO .OMYYA MNTIN MYNINY TWp 1Y
pnin 7 (WHO Pharmaceuticals Newsletter) mayim sxwina snsign mnoaan 9 Yv y1snn

78 5NN MINIIN IR YW LIIOYNN IR NP 99

¥y, Vigibase 0omn TonY IAMINY ORND MYNIN HY DXMMTN HY NN NDKY DMPNTY TWUN
DX DXPYIN DY NN RN MDY NINIAN PININD NXYINHN DTYNN DY > PYUYN D191 %
159 95 NNT L2013 Yaxa (WHO Advisory committee of Safety of Medicinal Products)
TPV PYNHN MYNNINI DINNN TON INMY DY) ANTIN NI IWIRD T DN 7NYDINY NV
SHY MAYY VIDNN YN MINPNRN SVIN NN DY WAYNT PYNNIND INY YHRNWNRD ST NN
IWANY 12) NN YTNN DY DOVDVLLD DN DOWNNWNN 19 P 77,2014 MY 9OY 1y Hyay
VIDNT MINSIN DX NDAY 7PN IWAN T DY G0N .DPYWINN MNY 29D ¥PHIN NDNNI IDN YyNID
INND P AYIRNN DIXNMID IWHN . TIVI ORNTN NYIN N0 9% NXIIAP ,PH DN ,DONY DIVIND 29D
N5 97N P2 ,0NY DIIDN DM YIDNN NIIVNI WINIWN MNIN NN INIP 7D DIVNNYNTI NN
7252 WIDNN MIXNIN TAD YY SNIN D190 PP0aNY PRY PN ,novnn Yv (disclaimer) 1
P20N2 NYIZN I0IN NI ,0ONMN TON MON DY YIND 1) NI NIW» NOIAPS WNNWNN NN M)

19 18y SNI9TN PYONY MININNN SRNDN MMYNIN 12 WP 5S¢ PP 5y »In

NOW INIOT PYON P ONND NYMN P2 MIWAN YNDD WP DY YN MWD MINIIIN PIIN YT DY DITHN 7DD %
NIMINT MIZN N NYIAP YD OR /OIND? MY 1N DY TAN MPTN TN WIT H95-7772) 92¥2 919 X N 7N
(PPITIN DDV DTN P27 DINIVTN

The Uppsala Monitoring Center, What is a Signal, updated January, updated on January 30", 2013, retrieved
on July 30", 2014.

% The Uppsala Monitoring Centre, SIGNAL Newsletter, page last updated on April 22", 2013, retrieved on
July 28™, 2014.

% WHO, WHO Pharmaceuticals Newsletter, retrieved on July 30", 2014.

% The Uppsala Monitoring Centre, Uppsala Reports, UR66, Opening VigiBase to the public — transparency for
everyone's safety, p.18, July 2014.
DN VNN YVIDWN MY DX KNP N Y Noann Monitoring Centre Caveat Document-n Toon yon9 1%
:VigiBase
WHO Collaborating Centre, Caveat Document: Accompanying statement to data released from the Uppsala
Monitoring Centre, WHO Collaborating Centre for Drug Monitoring, retrieved on July 28", 2014.
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http://www.who-umc.org/DynPage.aspx?id=115092&mn1=7347&mn2=7252&mn3=7613&mn4=7614
http://www.who-umc.org/DynPage.aspx?id=115094&mn1=7347&mn2=7252&mn3=7613&mn4=7615
http://www.who.int/medicines/publications/newsletter/en/
http://www.who-umc.org/graphics/28198.pdf
http://www.who-umc.org/graphics/28198.pdf
http://www.who-umc.org/graphics/25300.pdf
http://www.who-umc.org/graphics/25300.pdf

5,138 NININRD NTYND ,ANIN NXT NDRNM 2N NYNN TY DMIYIRD MINIONN MNINY IWNR
DMPIYANN NOYAN DY 0929 Y7991 MDPPYA D0V N MNINAY 1I5N NY1°2Y 9208190 0NN

1%, D933naY (OPEN acCess) NN NYH 1M APy 1NYNNY MNYYN

DTN YNNI ORND MYMN DY NI NIV DY PP 1N oY
N9aN-MYIN 7.2

mva ppmv (The National Childhood Vaccine Injury Act) 0199 HNOXNN 10N Y9 PN
MNMIIAN TIVAY NINTY DNDINN MY NN MINMIAN DINNA MIXPHD NI NN 2»NH L1986
WNO nmvan Yy (The U.S Department of Health and Human Services) m»an-msana

192 55199 77IWN DN NI9INA DY DINDIN JNNY THID MY

The Centers for Disease ) m5nn ny>3anvy NIpad 1991n0 1990 M1 1PN [ NIRD PIND Mapya
The Food and Drug Administration —) maynm ynn SN (Control and Prevention- CDC

1919 H%HNN 0NN NYAPY PN MYNINNDN IXND MYNN Y MMIND NXT N9 (FDA

Pa 1%a9x e »P-9y minmm — Vaccine Adverse Event Reporting System — VAERS

2APYN ;PN MINN XY ,MYTN ONND MYNN MY : NNNHRN MINNN JW NPIPYN PMIVN
;DY9IVN 2P DOIVON N0 MDTN NPT ;MM ONND MYNN Y MN»P ML 1) NN
MY 539102 92991 53 YINTY T PIVN IN DODINN DOWTN DMNDN HY MNdY0IN NN NIWN

L7292 DINOINM ANSIN SXNY MYDIN by

NOIND NAVNINNI TPNIND NIV NNNONI NHYNN 280 NMIIIND NNIDIND MIVN DX PWND >TD
,DMVY DN 27P2 DNIDIAD DTIDYY ,0MNDN NYIAPO TINDI MYNNIN IXND MYNN DY DIMPT
NN NDIN MNIN MIIN WIXPN DTN DN

DWVTN DMNMDN YW YYD MMNVAN NV VAERS-N non Sv dmico 185 v 18Y 2wn
7D D) N TN ¥ MM RO MYTN OXND MYNND DOMIPN DY NP PIPYD DX0I0N
921,970 12 . VAERS Yw 0370980 9NN DDI9NN ,NI0INN DY 1IVIDA NIINY 29D, MDD
IYAN-IN ; MPT-NN DN 1D OV ,IPON ONNTHN NI IMDNN L2509 ¥ 9IDIND NdIYNa
;72N NINTL DMPN DIVII DMIDNY DIVH ,aMN PN BYAPNINN BINTN YYD NN 2PYY
AWND 1N NY 1D DY ,N%1N 2aN92 1INNY POINT NN 9901 DY DINN) DI9DNI XY NN

1% 1019980 2992 ORNIN MYMN YW PITHN YOV 1NN NNIYSHXA

01 \WWHO, Conclusions and Recommendations from the Tenth Meeting of the WHO advisory Committee on
Safety of Medicinal Products (ACSoMP) Geneva, Switzerland, April 17"-19", 2013, retrieved on July 28",
2014.

102 \/AERS, About the VAERS Program, retrieved on June 14", 2014.

ov 103

104 \/AERS, Video: An Overview of VAERS, retrieved on August 11", 2014,
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https://www.youtube.com/watch?v=a9bXB3R2qP8&feature=youtu.be
http://www.who.int/medicines/areas/quality_safety/safety_efficacy/ACSoMP10.pdf?ua=1
http://www.who.int/medicines/areas/quality_safety/safety_efficacy/ACSoMP10.pdf?ua=1
https://vaers.hhs.gov/about/index
http://vaers.hhs.gov/index

2PN OMNDNN NPMIY [, MINML XY Opap Hwnd VAERS-n m5mnd nnd 915 o9 9o
DNPH DMPTN 21 1 N NNNORN TMNNN HY LITLVINND INNI DORIND DN . POND
NOXNN 92PN DXYAPNNT DXMPTN NP (36%) NINXIAN MDY YPIDII (37%) MANINN MIIN2

19 7%-5 N0

N OP91 VAERS-Y nbwin 09501 N NHY VITOLINND INNI PN 19IND NIVY) 7IDINY MPTN

NYMN NPPNA DNYDD DMPY DN DN NIIWNY INUNIN MPTN DN JOTYD IWIN D PINd INITA
1% AnTY ONNIN

1990 MWN PINN WX ONDTY TWNY VAERS-N no9yn HY 0I170NN 9NN DINIININ DINN) 19-DY
DMIN 3-S5y .0MNDXN NYAP TINDL WNINNY IXND MYNN DY B3NH*T 200,000-1 95° N2 YaApNH
DXVTN DT 30,000-2 NN DOYAPNN MY 951 ,(2008 MY NXIN DNITY TYIN) 1NN DINIINDN
NMNDN VN DXNITI NN MYNHNNNI 13%-5 ,0°10°N NYAPD TN NN RN MYMN Dy
NND NIVAIN I I, NINND N OPN MOON NONND ,HIBUN , NI MNYPN MMM ORND MYNND

7 1y PPN NN 0N N AN MOP

Y VITVINN NN MYYNNI NIKY DY INNTY IRNIN MYIN 9372 NIIYNN N 7D VI
Anxn v man 972 VAERS DATA nnamsy momy» nmvwepa onmx XINND GWaN) ,n99ynn
ND DN ,DONY DIMIND 97 ONND MYMN DY OMPT WVIDN TWIRD NIIWWNI LIDNT YN
3103 INAY PO YHRNWNH 2392 AN NNSY DINNIN NIIWNY 109N BV %3 P % oonn
NYOIN YY NNTA PR D) MNYD IUP YaAPI NNNTY IXNY NYIN Y53 ROV 13 WITINY ,NI9YnN
NINNN NIPY OOWUPANND DOWNRNWNN LTI DY G0N .NON WA NN KON 9D NIIND »1D NdYNId

: 9NN M2 N2 M 1NN P2, NIIWNN NN MM 7272

DY DM IT-DY DAY DN PV ,0P1TI) DIPIN NN DN DN DNYN OMPTH e
; IO YN ,0XNYY ,27IND DMWY 1D O

,MDT-NN N, DY DN NPT DY NDDIINN T NN DY NPIDIND MOWNN NNX @
PPV PIAD  HUND MINONNI ORNDN MYNN 9PN JOP PHN DN DDAPNNN DXMPTMN
.MASINY MZP IRNT MYNN DY TURND MNNN INND MYNN DY 1IN 2N MPT

NN PANY MNMINRD MYND YN XN 2D TWUNRD UPIAND YNRNWNN NIRD VOPLA Y INND
AMvnun

105 \/AERS, Frequently Asked Questions, retrieved on June 14", 2014.

NN NIINDI INT INITA IX OPON MYSNNI MT o0 . VAERS S¥ 0110PRA AR INT K900 MTA Tonns .ow 1°
.https://vaers.hhs.gov/resources/vaers _form.pdf : vy0INN

ow 107

198\/AERS Vaccine Adverse Event Reporting System, A National Program for Monitoring Vaccine Safety,
http://www.cdc.gov/vaccinesafety/00_pdf/09_ 207294 VAERS_FactSheet.pdf, accessed on June 16" 2014.
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http://www.cdc.gov/vaccinesafety/00_pdf/09_207294_VAERS_FactSheet.pdf
http://www.cdc.gov/vaccinesafety/00_pdf/09_207294_VAERS_FactSheet.pdf
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» These results are for 35 total events.
» Rows with zero Events Reported are hidden. Use Quick Options above to show zero rows.

Age ¥ Symptoms [ Vaccine Type ® Events Reported 14 # Percent (of 35) +4

< 6 months COLD SWEAT DIPHTHERIA AND TETANUS TOXOIDS AND ACELLULAR PERTUSSIS VACCINE (DTAP) 28 80.00%
<6 months COLD SWEAT MEASLES, MUMPS, RUBELLA, AND VARICELLA VACCINE (PROQUAD) (MMRV) 1 2.86%
<Gmonths | COLD SWEAT | Total ‘ 2 82.86%
<6 months Total 29 82.86%
611 months | COLD SWEAT DIPHTHERIA AND TETANUS TOXOIDS AND ACELLULAR PERTUSSIS VACCINE (DTAP) 6 17.14%
611 months .COLD SWEAT [ Total [ 6 17.14%
611 months Total 6 17.14%

Total 35 100.00%

Note: Submission of a VAERS report does not constitute admission that healthcare personnel or the vaccine caused or contributed to the event.

DY OV NYIN DY DXMNT 35 INNMD) M NDIWY DY NNNN NN PIIRNINY 1NIIWY VIDNNIN
WIPNITHOIRND NYIN DY NNT DNV DMIPNRN I 29 : DPNNIND DINDINN NIYW NYIAPY TIND2 NP
WK DIINRD ORNDN NYNN DY DMIPN NYOY 1N DWTIN ,NYIYN NN M2 MPN 19p3

.DOWTIN 11-6 %32 MPN 217p2

1% \/AERS Vaccine Adverse Event Reporting System, VAERS DATA, accessed on August 5", 2014,
19 cDC Wonder, http:/wonder.cdc.gov/vaers.html.

11 The Vaccine Adverse Event Reporting System (VAERS) Results, retrieved on August 1%, 2014,
wonder.cdc.gov/controller/datarequest/D8;jsessionid=EA3A14B773E8A401890D3874AAA4B377?stage=r
esults&action=toggle&p=0 show zeros&v=false
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http://vaers.hhs.gov/data/data
http://wonder.cdc.gov/vaers.html
http://wonder.cdc.gov/vaers.html
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D19 DINWN %99 DINNIN NIIWNI TNV DXAINN DIVIDN Y¥IY TWON ,NNIND D PIN) MY IWpna
UNT MINSIND ANYD ¥ PIXY ONNY NYOIN 92 YW IMINND HW NP NPANTHR NNNN YaPY 191 ,9NY
S19 9¥ 901 ISNT MIXNN TNY TPNNNT DWNND ,DNMY DY DNINAL Y, NNXR XY
NYOIN HY NMUYNIND Y NIXTN DSY 55 AN 70NN NHNNI 53 19933 MNIY TYAN NHNNNN

SNIDIN NNED IN POIND XOD IMYNINAY N350N 33 N9INY 313 13 PN INNY

2199 7.3

nmyan Yy o7 noor (Public Health Agency of Canada) nTp Sw 712080 MNoI2 NIOD
PN SWING 2 NPV NPEPNNT MINAIN MPINHN NN NYIAPY TIND NN INNY
MYANNN INNT MYNN DY STIPN DINNIN TONI NN YNNI .MANINN NOYYNM NNIDIN OINNI
)mvm The Canadian Adverse Events Following Immunization ywww 0000 nbaph 7mva
I RIORND MYAIN NPT ; NN OXNND MYNN DY NININ IN MNIW NMOY NPT AN P2
INND NMYAN DY YN INNI G0N IPNN WATI DNV DIMIND NN ; NOND MNMYP NPND MDY

1 omoona vindwh Mwpn 952 MOYNN NYIPA Y1DY NIV

NND MYNN DY DN TNN 90%-1D ANV ,NTIP MINIIIN NNND HY VITVINN INNI DN Y9-HY
217 ,NPNVNIVI NPENINT MNMAN NMIVYIA DNPN 0NN NYIAPY TNDL IWNINIY
NV ORNDN NMIYAIND IV IN NONN NN MMV DNPIN IN DINI ,NPNX DN DNNTHN
Marker Authorization ) m9?nn v PIPWN YNNI DPINNT DN D PIXd NN DNDNN
PIITIP MINYILYY MY DINDNN IRNIND RN MYMN DY DOANTH  MNINN n»wyna (Holders
22580 NI MNIMDY D) 29019 19INT ,0%9a1m 1IN o pum F (Health Canada)
o1, 9195 H2.00MM TN 99910 5%-3 HY Ty NON DM ST-SY MNNTHN SNNIN MIYAIN YY)
VTN NNNA D5 MNINN NMYYNA DM DOWIND IXND MYNN DY DXMPTN DI XD ) N
DXMTN 90N DY YR POV ,DOMPTN 92PN DY DN N PR O 1IN .ANNIND MIDDN DY

22M0 DOMNN DININN DY VITVINN INNI NN ION

MYNN PNYY DO9IN->N2 v (pediatric) MIVNITY APYN NYI WY ,NNNRND NVIN NN YY qON
7102 N0IN NNNIN T NIIWND .OXTH> 29D (DN DWPN ND) TN MNNN ORND
DYN-ona 12 ot (Immunization  Monitoring Program  ACTive-Impact) oonoon

HE PN MINIAN NNIDY D) DINNTH NINY ,DIDN YY IRND MYOIN Yy NTIPA DIIONITY

IPTOMO WIHYY NP0 WY 1), YT 20N nTap

13 pyblic Health Agency of Canada, Canadian Adverse Events Following Immunization Surveillance System,
updated on July 7", 2014, accessed on July 15", 2014.

MDD MNIA2 NPOWA NP NOWHD TINA NPDANI 12T

115 pyplic Health Agency of Canada, Canadian Adverse Events Following Immunization Surveillance System,
updated on July 7", 2014, accessed on July 15", 2014.

118 pyplic Health Agency of Canada, Canadian Adverse Events Following Immunization Surveillance System,
last updated on July 7™, 2014, retrieved on July 16", 2014.
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NP SAMNY MYNAND P NN AYYY NTIPA MNGIAN MINDY IXNYT MYNN Y NNSTN 19N
ANPN IPINT NNNDY AMNTY MR PR 18 1 mne9an oinna

D”Y27 DMIM ,NYY VITVIRN INNI NN TIVYL ,ANIN N NNDIAN MTIPN NN NN
DV D2’2APNN DMIYIIN INNID IRNYNA ,ONNDN NIYOIN 9272 NNV PVIAPNNY DM YD DY
DINDXNN ;INND MYNNN DDI0N DY DINDNN NNDINN NN P2, 009D NON DM .MNTP
18 D901 0NN RN MYNIN NNYANM ; XXNY MYMIN Yy DXNNT IYAPNN DIV NP2 DIXINN

DINDNN NMNYANT HY DINNI 1Y, NHRN DIV DINDNN DIDWIND 1D THX DY TON DN oD
22014 MY DY NYNRIN IV INNTY ORNDN MYMNa

yxnvn nyoin Yy 11N DM DIND) 399 IRNTN MYNIN MY3S :3 /D0 DIYIN

Figure 3: Age distribution for AEFIs reported in 15t
Quarter: 2014 vs. average for 2011-2013

The age distribution for all AEFI and serious AEFI reports recelved in
Q1 for 2014 was similar to that seen in previous years.
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NOXN NP TIND OXND MYNN DY DIXMPTN IPOYY DWUND |, TINDD IWAR NNIND DXVIND N
2932 ;65-18 »1>2)5 DN 2013-2011 DNV DMOAPNN DMWY 2014 MV DV NYNRIN YA
=Y 7-25)2)>2)D ©DMMTN 19010 NNYT 1-0 )2 1200 DOMMTN 1901 ,OWNY ,2014 MY DY WUNIN
MNNIN-RIM MNNNN ORNDN MYNN DY 1PON DY D) TiNDY IWIN NIRND OWINND ) .18-7
DY DYMPTA POV MIVAN AN NN YT Y T DY GO D% NXIAP D2 ONNDN MyOIn HH5a
NIVARNND PON NYNNY RN YIDN YN MYINHND DINTD NDNNDI NIDIVIN INND MYAn
LINSIND WIPA NY2 PNIVND NXOAND WOY DNIIN MM MYHN POV WHNUNIY INND P9
YNNDT MYAIN 555 DY IN ORNDN MYNN HYW MINIWN DY NN MNTN TINDD TWINR-INY HWUND

IYPRY

.ov 1w

18 pyblic Health Agency of Canada, Adverse Events Following Immunization, Quarterly Report for 2014-Q1,
last updated on June 30™, 2014, retrieved on July 16", 2014.

.2014 LOINA 3 : PO NN, hitp://www.phac-aspc.gc.ca/im/vs-sv/aefi-essi-2014-g1-eng.php : Mmwpa wr M
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2V NIIND NI ,MPTN TN DN ,0ONY DIMINND MYNNNI TWANNND YTIIN NN VIDND
VIDND NAPN T NI PYINN OIMAND PORNON NMIVOIN NN IIMARND ORNDN MYNN
.2014 D999 1965 AN P2 NN MIVIND

-0 PO NDAPY TINDA ONND MYNN 92T DIMPT DY NIIWY IRIPN VIDdN NIXRNIN PnY

120 2014 9N1YY 2013 AN PAW NMPN NI MYayax T Varilrix

21 Health Canada YW v195n0 N999193 INIPN YIDIN MINSID :4791 NNND

Displaying Reports 1 to 4 of 4

List of adverse reaction reports

MedDRA Version: v.17.0

Suspected
Authorization Received Product
Holder AER Brand Name
000492726 A0998666A 2013-01- 23 Years |Female WVARTLRIX Abaortion
03 induced,

Influenza
like illness,
Malaise,
Maternal
exposure
during
pregnancy,
Nausea

r00496390 A1008754A 2013-01- 4 Years Female |WVARILRIX Vaccination

22 failure,
Varicella
000540806 2013-07- 12 Months|Female PRIORIX, Pyrexia,
13 WVARTLRIX Rash
maculo-
papular
000540808 2013-07- 12 Months Female PRIORIX, Pyrexia,
13 WARTLRIX Rash
maculo-
papular

Export Results Modify Search Criteria

NMYMN DY DXMPT NYAIN MPTN NIIYN 1DAPNN 2014-2013 DMWY YD NDIY NIIYY VIDNN 1N
MIXSIND TN Awan ,5wnd Varilrix N myayax 7 Non Ndaph 7INva WwIHNY XND
MON HYON YIIN NI NTY NDAD 2013 INIMA ,NIIWNI DAPNNIY MPT 9-DY 1D VIdNN

A MYIYINY

120 Health Canada, Search the Canada Vigilance Adverse Reaction Online Database, retrieved on August 5",
2014,

http://webprod3.hc-sc.gc.ca/arquery-rechercheei/report-rapport-  :\5n5w  wrpa vIdNn MINNN
.2014 VOMINA 4 : DO TINRN elements.do?lang=eng
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http://webprod3.hc-sc.gc.ca/arquery-rechercheei/search-recherche.do?lang=eng
http://webprod3.hc-sc.gc.ca/arquery-rechercheei/report-rapport-elements.do?lang=eng
http://webprod3.hc-sc.gc.ca/arquery-rechercheei/report-rapport-elements.do?lang=eng
http://webprod3.hc-sc.gc.ca/arquery-rechercheei/report-rapport-elements.do?lang=eng
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NNV 00N 1N2Y,MININI VINOWY TINDI MY IXND MIYIIN DY MNTY NN v 7MYII1a
MNIN NITOND MINDN >T-5Y NN 1T NN .(The Yellow Card Scheme) 7aynsn o007

,(Medicines and Healthcare products Regulatory Agency — MHRA) mix»1an ©inna 0sm

S5Y MONAN PN IYHWYNY MIYAIL DORIIN DIPYWOINM MNIND Y5 NITON Yy NTPaMN
122 509720 MINIAN TIVN

DYo2pPNN OXMPTN ,DMNDXN N ,MNIN YIDWD NNVPN INNY NYDIN HY NNTH 9155 0913 bo
,MIOMN  NPNANY DNX 29PN D) MNP DOHVYN NRIIDT [, NINIDIN IDINNA NSPN ININN
2 NNy DYmLN

59 180 ,NTIVN ONND NYOIN DD HY MPT NTTIVH NMINYIAN DINNA DM MNIN NITOND NNION
Ty ,NNT DY L9 23992 MYNINND INND HMHYDINA 931711V TINMI ,ANT1 MNIXXN DNAY DIDINN
2 1252 58187 INYY Y0 70 INNY MMM HY MPTN 2005 MHY

TINRN DY NITONN MM DY 9200 2PYN OPPNN DIMYIY (MYTN MNIN 197 DXVWTN DMNDN
D5 D) 1Y 19IN2 MIMDN 2013 PNDN) NNY YIIWNI 171VII22 NN NNPN MY DINMIDN PN PNN
55 DY NNV NNTH DIWPANND MINPNT DI NN DYDY ,PPRA TINOND M TN NMININD
DONDXNHD MNIND IRNY MYNN Y .0XINIM OTH> 29Pa NYNINNDN ,NDPD NN OIRND NYNN
NN SUNS [ MNNN NIVOIN IITH OX P NNTD TN W AN DPMY TYUNI VINIWA DINRNNDIN

125 maon mymmy IR TIOWN ,N1D) , 09N 250N DXNN

DAL .NMNIN NITONY NNIDN DY LITVINN INN MYNNNI ,NPN DN NIWND NNTY IWIN
NIN-5Y INRDN YD ,NNIDIN DINNT DMINPH DINIDINI NY YIAND2 DONHN NNN DOV
26 79980 Dy IMIN INRY ONIIN INKN HY HPNY ST 191 IMDYND PRI MYTINN NN PINY
DY09VN I DT ANIN HNPY DIXTYPHIN OIRND MYMN HY MPTY DXDIVN D PIND ¥ 1T IWPN2A
9PN 5Y ¥R N PR AN 29 V1Y DWATY X IV ,AINITN DINN NNPN SWIRD DX TYPHN

.Y NN DOMPTN

N¥) ONY N2 MINYIIN DINNA DI MNIN NITONY MINDN YW VITVINRN INNA NIND N
YPNRN NNINY DXTYN DN ,DONY DIXTYN DIUY) INIDT PYONI YIDOY IV INNY NN P WP
NN DMNONN 19IND DMOY SNNDN NYNN PN 1T IWPNL DXOVPNN OITYSN P NN DYDY

122 MHRA, About Us, accessed on August 4™, 2014.

2 public Health England, Department of Health, Immunisation against infectious disease, chapter 9:
Surveillance and monitoring for vaccine safety, 2013.

24 MHRA, Yellow Card, Detailed Drug Analysis Print Interpretation quide, accessed on August 4™, 2014.
125
oV
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127 MHRA, Adverse drug reactions, last updated on January 31%, 2014.
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http://www.mhra.gov.uk/Aboutus/index.htm
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/147870/Green-Book-Chapter-9.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/147870/Green-Book-Chapter-9.pdf
http://www.mhra.gov.uk/Safetyinformation/Howwemonitorthesafetyofproducts/Medicines/TheYellowCardScheme/YellowCarddata/DetailedDrugAnalysisPrintinterpretationguide/index.htm
http://www.mhra.gov.uk/Safetyinformation/Reportingsafetyproblems/Reportingsuspectedadversedrugreactions/index.htm

YWTIN 1IN 7Y ,(Drug Safety Update) m91ina mndva 9272 mMI0PIR ¥y 10 N0 ; 19N
DINNA DYNINT 1IN YN NIAYN ; OMNITY NYAPD YNV MDD NV NNDN INNI DDIOND)
; NI NYINY NOINN YIN »P-DY ,H5D 7972 ,NHWIN 2NN — SNNDN NMYNIND Y11 NINXIDIN
WINY AN NDIN OYLVN MORY DY MWD PO NMIYINNA )TN NNIIDN NN DIV

28 yyspnn

P99NYY Y1910 YONY aN9N MY NIWANNY NYIMNN NINPN NIIYN D% PN N2I1Y92 1D PIN)
JINT DY L0901 00N NYAPY TNDA RN MYNN YU IMUNINN 9372 ©INYT HY DIIN
NN XYN2 MT DONN NINIAN DINNA DMIXINY MNIN NITONY NNINON KW VITVINRN INNA
N5IYNI DAPNN MNNNN DNIWA D N9 N MTH 12.2012-2008 DHWN P IRNY MYNHN Yy NPT
,O9YDON NYAPA MNYPI INNTY SRNY MYIN Sy 0NN 14,409 ,9990 703 7NN DOV
NYDIY 1IN ONAY DXMPTN NYOY IND PIOND IWAN-IN NNHND NITH I D PI8) HND NPy MD19aa

PO NYIAP PAY ONNDN NYMIN P2 WP

1305012 -2008 ,7231922 POIN NYAP INNY IXNNY MYNIN ¥ BINNYTD 9907 :4 791 N9V

2012 | 2011 | 2010 | 2009 | 2008

1,550 | 2,062 | 3,472 | 5,145 | 2,180 DN 1901

11% 16% | 27% 33% | 15% | Y99m 00NN INNY MYOIn Sy 0mNTn WY
APNNY DNIDT D297VWANN INNY MYNN Yy 0INMTN
IV NN 721N8N DIVIIN NIIYNA

NND MYMN Y DIMPT YWY NP MAN NYOWN D NNY YOW 1DV DINIINND DNTN N
DN DXPYIN YIDOY IAPY IRND MYNN Sy DOXMPTN 5510 DNDN NJIAPY TINDL WDV
N NP TN DIMPTN NYOY 1PN ,(33%) 2009 THWA 7PN 721NN DIVIIN” NIIWHNY INNT
oy DMPTN 190N N NON 2012-2009 DNV D DY DINMN I NOW T .(11%) 2012 mva
MYON DY DMPTN 5951 NONX OIMPT DY DNYY TP 191 DMNDN NYAPD TINDA IXND NMyNN
VYA 33%-1 — NNIRD MPTN NIIYN IVIAPNN DPNXIDT DYPYINT VIV TINDA WNNY IRND

2012 mwa 11%-9 2009

OMNON NYAPY TINDA WNINNY IRND MYMN JY DOMPTN 11 NNPNRD NITH NN N2W Ty
NI DTN MWD DINN IDN) (DNITN 13 52%) NPNND DXNRND NNN2 DNPH 2012-2008 DNOWA

128 MHRA, Looking for potential drug safety issues in Yellow Card data, accessed on August 3", 2014.

129 MHRA, Trends in UK spontaneous Adverse Drug Reaction (ADR) reporting between 2008-2012, retrieved
on September 7™, 2014.
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http://www.mhra.gov.uk/Safetyinformation/Howwemonitorthesafetyofproducts/Medicines/TheYellowCardScheme/UsingYellowCarddatatoprotectpublichealth/LookingforpotentialdrugsafetyissuesinYellowCarddata/index.htm
http://www.mhra.gov.uk/home/groups/pl-p/documents/websiteresources/con408250.pdf

2 16%-5 19apNn DN TAN 95 PIav (carers) oYovnm DXNNN ,DYNVNN NN N¥IIAP

132 5omTn

95 ,2012-2008 DNYNN NNX 952 NNNTY TN NXIAN IRNIN NYAIN DY TINDD IWAR NYITN NN
S PNOY MDAV INPY

2012-2008 ,9%3V2923 PYUIN NYAP JVW IYPNHI NNNTY INI NRIDIN INNID HYIIN :5 /9N NYIV

2012 2011 2010 2009 2008
NMHNIND DOAND AND YAND NININD INNTN NYAIN MO
D»MN2 wNI WX
15% 15% 14% 17% 16% 5y N1 Y99 INNYN NYAIN YV NNYIY

MY NN DNDIND INNY MYIN

PIS NYT2 ,NINT DY .POM NON DI DY INNTY IRNIN MYNN N0 DY Y110 NN NITL PR D PN
DM 90NV N2 DT NN, MY D32 NP DIHN OXMPTN 901N DIAPNN PON DX P
YN ©MPTN 1997 (HPV) n;m>»99n 1norn 1232 0 2012-2010 ©%»w3a) 2008 NIV N1 11N
NNYOVN SNNDN NYNIN DY YN MTI AN T 0PN NYIYS NN PHa 7PN 2009 Mva In»a
NOXNN 2012 MIVA NN DINMYT DY 9NPA DITHN 9901010 DAPNN NIV NOIN DY vpna 9Nl
INYOYN NN NYM ,NMD99N DN ININD NN DIMPT DY 9112 HYTHN 990101 D2APNN WHaY

TININD NN 12 DNNTY AN

MYIVOIN 7.5

MNIN , DD ,0VYIN MMINT WHWN INSIND MXND MYNN DY MNTO NIDIVDIND NIIWNN
Australian Adverse ) 1315 901N DPNNNNDIN DIXIN XN YNNRY DDA HY MNIN ,DWIN NI
Therapeutic ) mMX>2N TIWNI DNV PNV HNPN >T-Sy NN (Drug Reactions System
VITVINRN INNI DINRIIN ,HNPNN NN *9-Yy .(Goods Administration, Department of Health
Yy XY 12,0001 9N HNTA NIIPNA DYYAPHN MY Y93 POIVDIND NMINIIAN TIVN DY

GPON HY DRI WA PRY PN 030N MAYINI YISYA MNYP 1IY TUN YWY SRNY MYon
132 210K LIIVINN NN DDNHN WX NT PN 1Y ,NIWNI DHVOPN DMV

DYPYONI VINOWY NNVPN IRND NYINY TWN D DY NINT HaPY wpan MYIvDING NINMIAN TIVND
;PO IN NYTN NN NNPNRY TYUN YWY ORND NYIN D 10N 1) 250 DMIDMNN OPNXIN
;TN N NININ OIXRND MYNN ; INIIN DY YINIWI NOYI MDD JPIRY NMAY NI IRND MYNIn

oV 132

133 Australian Government, Department of Health, Therapeutic Goods Administration, Reporting medicine and
vaccine adverse event, last updated on March 11", 2014, retrieved on June 16", 2014.
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MY MMAY IPNN IR NIV NMBY 1IN MY MITON ,D¥NIN-1>12 NAUN ,0PNY MID
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MAINN MIAN2 ONPN OXND MYNN DY OMPTN 217 PYIVDIND D) ,MIAN-MNIND INT2
-5 ,MYI0VDING MINIAN TIVN MIN) 29-DY .40%-D DY TMY ONND MYMN DY DXMTN D951 DWW
-YN2 YT-DY NOIWND DAY DINITN 1D 20%-D) DMOYD DINIA DNPN DINMPTN D 15%

1 oo

99 MNTY 9190, MINN NNWYM NNIDIN DINNA EPNN SWIN 9P MN8N 29PN 09 Y5
MPT NODNY VAN .OYNIDT DIPUIN MINT YINIYH MNYUP 1Y TUN YWIY IRNY Myamn
IN DPOY ONIVPOHN INITA MPT DV MPOYN 1) , 0077 NNoa (TGA) D»XIDT PV HN»nd
WVINPN OVIND M PIN HNPNN DY DIIOVINN INND MPN IDIND YN NPOM NAYL NPV ,INYITA

BE mmTH mapn nmAavar ¥ mnv1an 0nna

INRXIND ORNY MYNNY OYIVDIND NN PV TGA-1 Hapnnn NN nyam Sy mM»T Yo
INNY DwTIN Nwdwa (The Australian Adverse Drugs Reactions System — ADRS) mann
MND WINN ORND MYNN 7272 MYTIN TONY 12N NPT ,DMNIMN DY TIY NPNA INNRD 1N
SY DV Y90 MYNN vIvN IWarn Nt 0o arn (Database of Adverse Event Notification)
NOW Yo TGA-N 985 NMpoIN MYTHY NmTa )X 03 7. 10m57 naypm Poon N NaYn

8 5901 DA MEIPA XYY SNNINN INVLA NN NIYH

M1 YHRNWNN 292 NN DNIAY ,WIDNN INNRI YINIWN ININD TWURI WHANWNN NNODN INNRD
7IN22 IMIVAND 1Y T2 129 NI ORNON MYNIN MNIY 5y TN N3N 10N 1NID) DINMN
NAPN 2951 12 Y9 1390 N NONN DY INDNN DY DN, DY DIMIND Y95 NON N NN

.2014-9 1971 ©OWN P2 VI N T

NYIAPY TINDA YNNIV IRND NIVOIN DY DIMNT INNRD NYPID YIDNN YNNI NYNIY INIPN LIDdNI
SV 70N DIPN HPNY L2014 INIY 2013 N Pav Npn2 Varilrix »on N1 myiyan ™ pon
SNNINY MIRININ PON

ow 134

oV 135

136 Australian Government, Department of Health, Reporting medicine and vaccine adverse events, accessed
on June 16", 2014; Australian Government, Department of Health, Adverse Event Following Immunisation,
accessed on June 16", 2014.

137 Australian Government, Department of Health, Therapeutic Goods Administration, Database of Adverse
Event Notifications — medicines, accessed on July 15" 2014.
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http://www.tga.gov.au/safety/problem-medicine.htm#.U56gJ5SSysY
http://www.immunise.health.gov.au/internet/immunise/publishing.nsf/Content/aefi.htm
http://www.tga.gov.au/daen/daen-entry.aspx
http://www.tga.gov.au/daen/daen-entry.aspx
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Results

Number of reports (cases): 138

(Multiple adverse events have been reported for some patients)

Number of cases with a single suspected medicine: 60

(The TGA thinks there is a possibility that the medicine caused the adverse event)
Number of cases where death was a reported outcome: 0

(These reports of death may or may not have been a result of taking a medicine)

Reportentry Age  GenderV Medicines reported as being taken¥ MedDRA reaction
date® yrs)

(yrs)® terms™
312008 03/01/2013 1 M * Varilrix (Varicella Vaccine) - * Rash
Suspected
312216 09/01/2013 3 F * WVarilrix (Varicella Vaccine) - * Eye swelling
Suspected *_Urticaria
312499 16/01/2013 1 F * Varilrix (Varicella Vaccine) - * Rash
Suspected
312503 16/01/2013 1 M * WVarilrix (Varicella Vaccine) - * Abdominal pain
Suspected * Pyrexia
* Rash
312776 22/01/2013 1 M * Warilrix (Varicella Vaccine) - * Injection site
Suspected reaction
* Petechiae
312808 22/01/2013 1 M * Varilrix (Varicella Vaccine) - * Pyrexia
Suspected
312867 23/01/2013 1 M * Warilrix (Varicella Vaccine) - * Varicella post
Suspected vaccine
312903 24/01/2013 1 F * Warilrix (Varicella Vaccine) - * Pyrexia
Suspected * Rash vesicular

NYAPY TINDA WANNY ORND MYNN DY DIMMT 138 INSD) NIIYY VIDdN YD NOW DD NNNNN N

N0 v 0MPn by oMt P RS Varilrix owa nyn myayax ™ poon
199%-99) .7.6

Sw (The Centre for Adverse Reactions Monitoring CARM) X1 1myain 71025 0IN9N 1590970
190N ONND MYMN DY DMPT DY DIOIT NMINYD 970N P2 )NV 1965 MIVA DPIN TIDNR-1
-0 -0y DMND) YPNRN VNN DDWN DIRINNN .DMNDN 1N ,NMININD MNPV IR PNIY
YT-5Y IN,DMNIT DOPWINY DPYON MMV Yy NTPMNN MNIAN TIvna mvy ,Medasfe

,(Medicines Adverse Reactions Committee) 0»N197 DYPWINN NNXIND NND MYNIND NTYNN
MY .DMNIFT DXPWIN 910 MINITN DDIDY NN 1N P NHWNRNN YT-5Y NNNNN DTV RNV
DINNA WILPN MMM 1TAPNN DY ;INNY MYNN Y¥ 0INNT 110,000-1 4% 9NN v 2014
YU BpYNa NYY NN MNINNKND DIVA 19991 HY VITVIINN TN NNINN 29~y 75 DN N9

0 bnsy 0Y9901P3 DNPHRY DINMPT

IN DVRYT,INYT NPT D0 NOWH , NN NMYT Mysnxa ,CARM-n noynd N1 515 09 Yo

My CARM-1 D)»8n ANT DY .0MIN00 DOV (MISPIVON) DY MYSNHNI D) OPoa

.2014 LDNNA 3 : ND»D TN http://www.tga.gov.au/daen/daen-report.aspx ,DAEN-n noyna win mxsin =
140 New Zealand Pharmacovigilance Centre, CARM, accessed on August 5", 2014.
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http://www.tga.gov.au/daen/daen-report.aspx
https://nzphvc.otago.ac.nz/carm/

VDN 191 MY PPN YN PIDY DNYIDA 1OV ,INIDIN DINNA PN SN YW DIMPTY MArTy
B mNo

2. 921D NN DDA NPONY NP DN NNNN NRHD NN

DXMPTN .OMNMIN DNNND DMPT THPXNN 0N ,NNAND NTYND OONNY DNPTOIMDIY @
TNNN ORND MYNMN DY ONT ,NNN PN DY OOMPT 0N OXHYIN YT Y51 O
; DNDXN NYIAPY TIND ONNY MYMN HY DXNINT 12 NYYNY 80 2 DININY DXTY* 219pa

DTPIN DXOVWA 1) DXTNPN DMIPNA TWINN Apyn NIvnd ,Medsafe-H ooyiap oot e
; TPINY NYAY THID DMNDIN VDY NI ,DOWTN DXPYWINI VIDIY DY

DNNNA 0NN PIDNI TIDII-1I2 OMIPIN VNRWNT YT NPN INNN YRN VNN ,TIDY Q0N e
S MNYN NYAY

YUIN 2P NN NN APYNI DOPDIVN NY 2IND D) WHRWNN DNNI NPN XN VRPN @
MY ORND MYNN DY #OX2IND 12) TINN-1)2 NINIAN NWINPN

TPPIND-PAN MIDND NNDN NIV MINIAN PIIND PN DY ANTN 1IN ,TO DY Q0N e
2O¥9 MIONNY,MANIN NVNY

AN9N T8Y O) INNY MYDIN DY DINMN NN DINNMTH NYIN VP93 YN 2012 nMva
Jmvnw — Suspected Medicine Adverse Reaction Search, SMARS — vva)n ynn mysnNa
DY Q0N .OMVYN DMNXIDIN DX PWINN DY Y10 NMODIDIIND DV 120N TN DY NMvHN NNY 900N P2
Therapeutic Goods ) NMX2N TIVHNI DN PV YN Ndwa Sns Medsafe-n 2012-n 7o

DONMT DR NP 55 Ay ,dYvoN v (Administration, Department of Health
3 amwn

12 WP N8MY 19N DHAY DINNT DN YIDIND ¥IN MYSHND DNA 1999 IWANY DINMN I ,)ON)
199 2r99na WINIYY INNID MYIN

INND YR INSY VIDNT YN INNRD 12V WHNWNN ,VIDNT NOIYNI WINWN MNXIN NYap oy
INND NON 9NN DINSNND Y02 HY HNNINN DIV DNYYD OMPY YNID PR D PN NP
OV NIND NNOVIN INID 1N INIRY NDNN DY MYNNINID TWANNND INND YIDND INIDT NIy
NIN LY NI TNY NINSIN DIPY 112 .0MNDN) MNIN HY DMV DI 79-DY 1) NPITVON

5 198 2000 TN

141 New Zealand Pharmacovigilance Centre, Reporting, accessed on July 15th, 2014,

142 CARM Pharmacovigilance Centre, accessed on August 4™, 2014,

3 CARM, About SMARS, accessed on August 4™, 2014.

144 Medsafe, Suspected Medicine Adverse Reaction Search, accessed on August 5", 2014.
1% Medsafe, Safety Information, accessed on August 5th, 2014.
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https://nzphvc.otago.ac.nz/reporting/
https://nzphvc.otago.ac.nz/carm/
http://www.medsafe.govt.nz/Projects/B1/AboutSMARS.htm#About
http://www.medsafe.govt.nz/Projects/B1/ADRDisclaimer.asp
http://www.medsafe.govt.nz/Projects/B1/ADRSearch.asp

INWD 2013 NI P2 OINNTY ORNY MYMN 9272 NIWY INIPN VIDN DY TON DS NXaY Pid
6 Ay mayar ™ Podn nYaph Tnoa 2014

H71mv9 mgrayan 1 19N NYAPY 1190 INNTY INNY MYDIN 9372 WIDIN NMINNIN :5 7910 NN

Detail for Varicella vaccine between 1 Jan 2013 and 1 Jan 2014

Number of reports for Varicella vaccine: 18
Number reports where death was reported: 0

Number of reactions: 26

Report oate JGencer] Age | Weacnets | Reactons) |

105156 Jan 2013 Female 16 months Varicella vaccine injection (Suspect) Pyrexia
105892 Mar 2013 Female 12 months Varicella vaccine injection (Suspect) Crying
Pyrexia
105976 Mar 2013 Female 41 Varicella vaccine injection (Suspect) Herpes zoster
106070 Mar 2013 Male 5 Varicella vaccine injection (Suspect) Injection site infection
Pneumococcal 13 vaccine injection (Concomitant) Injection site ulcer
106535 Apr2013 Male 6 Influenza vaccine injection (Suspect) Presyncope
Varicella vaccine injection (Suspect)
106936 May 2013 Male 5 Varicella vaccine injection (Suspect) Dizziness
Pallor
Pyrexia
Vomiting
107346 Jun 2013 Female 2 Varicella vaccine injection (Suspect) Herpes zoster
107856 Aug 2013 Male 17 months Varicella vaccine injection (Suspect) Pyrexia
Rash papular
Vomiting
107921 Aug 2013 Male 2 Varicella vaccine injection (Suspect) Varicella post vaccine
107929 Aug 2013 Male 2 Varicella vaccine injection (Suspect) Varicella post vaccine

18 NNDNA ONND MYNN 26 DY NIIWNO NNT 2014 INOY 2013 AN P2 YD NYIY NIIWY VIND 10
JDON DY THY NORN DINTI NNNN MIPN 1901 .NIIWNI YIAPNNIY DINMPT

4 .8

NON NMIYOIN 272 NN VT NON NOAPN OXND MYMN DY YNNI PONX 1IP0I N THON2
STIDNT-1N MPOIVOIN LMV, NTIP ,NIAN-NININ M TN MDY MINIAN PIIND DNV

MO MYNNN OXNDN MYOIN YYD S 11900 DX TIVND NYP DY) IRIWIN 1D PN MYUN)
M2O¥92 KDY OMNYN DNIND MNTI NONY YN MIP 0 YN TN PV ,0N0N NHIAPY
NOONL PR DNV VINPNRN M I9-DY VDN NIOR DY NTPIND NPNVINT MY HY MDOPN
VN, T2 DY Q0N .0MIDN NOAPS TINDI MYNINNDD ONXNDN NMYIIN DD NN PPND ¥TI 209 YN
P20 NYNNN P2 VP DV INPPO INDIN IXND NYNN DY NMYNIND DY NINTN DY PN D WHTID
MNNN ,OWND INRNDN NMYAIND INAN MO DIX DIMPTN ) PPN IWIN-IN D O NONN NOIAP
MYMN P2 IWPY TYUN 7PN 1Y TR NIPHN N NMNINKND DRIV YNNI D NYIY MINIIN TIVN

JPPNIDN INXND NN NPOAN DY VIMN NT NIPN NOXNN NYAP P IRND

P9y DPMTN 190N NP RON N DR IR INNDN NYAIN N 5y DINNI DX T8nna *4°
VOMINI 3 : DD PINN | http://www.medsafe.govt.nz/Projects/B1/ADRSearch.asp ,SMARS-1 w190 minsin 47
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http://www.medsafe.govt.nz/Projects/B1/ADRSearch.asp
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DINDD DN TN HWND ,HNIYA DNDNND IRNDT MYNN 9N NN PIYND NN DY wawnd
PPD DX OMNN) PR MNMIAN TIWVNY .ANOIVIND DYDY NI HDO2 DINNN OINDIND 1901 Y
A PR LTI DY QD NN NMDIDIIRD NNMY NONN NN 190N DY DN GOIN PN NINY
,NINOIAN TIVN MI2TY 1P ,NNT INIDYY IRNDN MYDIN HYW N99INN N1 DY 0N MNIIAN T9Un

9NN NINININ DIV NXIT 290 TTIPN PN DNMN VNN 0P
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2)9Y MNIIN TIVHNI WON  NINT MDY AT PN GOIN NN MNMIAN TIVHN OPNY NI PV ,ANTH
MOWY2 NPNNY T9D-'N22 NPNNX 20N NV NNNNI NPNNR) MNP0 INSN DYaPNN 0INNTH
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NMYNN SY DXMPT GOIN MINIIIN TIVND ,09N0NN) SRNTN MYNN DY DINNYTN IDIN 19IND TUN
MNDIM NI NNXN ,MNIND MIAN ,TIVNND DY MINMIIN MDY : NONRN DNINN 19 ONND
SNNY MYMN DY MINMAN TIVHY NNTHY DM1NHD MNIN MIINY DPRIDT DXANY ,ONIYIA 2NN
090 D1N%NY NPINNY NNT IN MINIPHTIAND GIRD NNT 1 DIXIY %YWA DD SIYWAR Nt NYY
DIY9Y YA YAPHNND YNN NHNINRY B DM MNIAN TIYNI MHNPITY GIND INIIN Y7191
1-2 Dwab NYNN DMNXIDT DX PYON HY IRND MYMIN XMPT TIDY) NOINRD NAVMNND NIIYN ;ION
217 .0PNIVPINA NNTN PDIV DY DI DNVLYP NN NIVAND DI 127 ,2014 920VID2
DOVITIVLDA INNT MYDIN DY NNT SXAP NVYPY DY NIY NAVYMNNN NIIYNN TIVYNN
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NYYI NN DY MPT .NOR MYNN DY 1MYNIND DY NNTY WITI IR NN NDXN ORND NIYOIN
oy .NMINIIN TIVN INNIY 1NPN DNV MYSNNI |, I9IND NININ TIVNID IN NP ONIND
MY 79N MIRN AMTN DIV .NNTN 9013 NNV N0 POIN NIV MIYAN DIV PN NN

AAN9N 938N 2972 191 927 OUN DIV 19 YY) ,NNINNRD P9 Pt
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PR D TRONN I NDIY MNIAN TIVID NNT JPDYY INND MYAIN 1272 NINN WIT XUNY TUN
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The Canadian Adverse Events ) fa7p) (VAERS) mMan-misax oox DM

NND MYMN DY DN NOORD NPTV MO M»yan (Following Immunization
.DMONN

N ONNY MYNMN DY DMPT NYIP MIYIND POV MOIWNN 210 TV : 0NN 09 =

YWIND NPT NP NIYANND A4IPI NIVTN NN ,ANTIN NN D ) NEPN M0N0

MY YOV 2N ,aN91 DNPN 19 D) DIXMPT DYAPNN NIV ,7399T=1932 19N T252 WINPN

MINMAN IN O VigiBase noayn ) 1983 75 DY Q0N MNSPN SWIND DNYT Noapd
APYNN OO DY DIMPT DY YN NODIN LINDONNY 1090 YP-DY NHYMNN ONDIYN
.MI9YIN VN NMIND-PAN NIDINT NIINN NMPTHNND NNN DI NMHIND
,T2N-NININ) IPOIV NIDTHN WHNNN YIIN : 3NN NIINY NI9¥HI NN Y1I0D MY =
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,NOONN ND I9-DY NYN YT MOIYNN DINN) PXANTY YN NDIND MITVANNDI INND NMYIIN
N9 NPNN M- DNMPTN PR NOWH ,HWnd AMY VIS NNITL YD DN
TN PNONN PAD ONNDN NYOIN P2 WP R8N DNAY DMPT DY P DN DOWHNWND
0-0Y PN VIO 2NN XD NIVONND NN N1V DYDY MIOINN MNTHN YIIND

The Yellow Card ) y&15 myan Sy 0own DIXNYTH DI PONY BINNIN INNA POIN
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MOYN 1NN DT ;NN MOIYH MON NI 19IND RPN 92 NN OXND MYNN
NYIBN H0IN ; MPT-NN 19N 13 DY) JPONR DXNNTHN NI MNHNN 52509 Y1913 I0IND
MPTA DMPN DOVLIY TN HYA OMNX PNAY DYYaApHINN DINNTA YYD NN 2pyY
NN YNNY NN ,N3%1191D 22N NNV POINA NN Y95 9901 YY DINNY POINR-IN ; 1IN
DIVIIND 2992 PYTHN ONNDT MYNN NV NN NIIWNN MYNNNI IWND MIVIND

MPTHN WNNND YIINRD 1D PINI :¥19N0D MIIYNY ND03 9NN 2303 HNXIND MININ =
YHNNWNY 931 DIV, WHNYNN YPIANND ,(MPDIVDINY TIDN-1) 0TI ,MI2N-NININ) POV
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NNY NOIYNA AN YPHN MYDHN IR XNPD DY Noann (disclaimer) 7in ano
INNNN THD YY NN NIV NPOAN NN PN 191 ,NN PIONY IWIR-INY DINNIN
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19950 MNYYY AN
.2014>892 15,2051 ,NMINIAN TIVN 7Y NOSN OIMPY D2 DINN NOMN N0 =
2014512 21,2090 ,MNI2N TIVN ,PNIPHTOND QAN NONIND ,OIN PINN YT =

TIVN ,MINPINN PN OXNNIN YN DN D NPONHNN NOTN PONONI-D>T PNTIT =
,INONAN TIVNA L, TNIPNTIAND GIND NONIND ,OIN NN 7T YT-DY AN .NINIAN
.2014 920VaD2 23,2000

.2014 LDMINA 5 ,11950 DMWY DN NMNY 1P PR =

MNYIIN TIUN DY VITVINRD NN OOTNI , MM

,1999 ©NDN TN ,NIPHRTIAND NPONNN ,NDEN NN OMPY  ,MINIIN TIvHD =

.2014 VOMINA 7 : NDD TANN L2014 TN 9-2 NITY

TINN ,2013 ININ293 NITY ,1999 DMDIN TN ,MNIPHRTAND NPONND ,MNIIN TIwn =
.2014 VOMINA 7 : DD

22012 AN 8 ,NPYTAN INY MIT ,2XIYID POPIITVIN DY 1INIINNON MDY, MNMIIAN TV =

.2010 92087 ,MTON 92 0NN ,NDINN NN IMPY ,MNIIN TIwn =
MMAND ,NNT DNINIY NPYNNA ONPXA ,DIVND YD DNPN Y DNRD PR ,MNIIAD TIvn =
201392087 ,2012 — M>Oyon

MNIYA N NINNN INNY MYAIN DY MIPT RYNI MINMIAN TIwn DY 1272013 'on N =

IONIDD PYONND DN

LODMIND 12 : DD PIND ,DNDND NINMA OMPY ,NMINIAN TIVND DY DINOPND NN =
.2014

2NNIN YN OND0 NN DPINND ,MNPIN PN ,MINMIIN TIVN DY OIIVIRD NN =
.2014°512 21 : OO PINN

.2014 552 21 : NN PINN ,DNIVNTAND QIN ,NINIIN TIWVN DY OIOPRD NN =

10D PINN PNNIN YT OIMIN0 NN NPINNN ,MNMIAN TIVND DY OIIVPNRD NN =
.2014°5v221

.2014 LONIND 5 : NDND PINN, TNYNN NN, NMINIIAN TIVN DY OVPRN NN =

0212017 9PN

.1989—)"wnNn NONHOWIN ML PN =

1994—1wn pRNoHN MINIA MV PN =

1994—1MWNN PNOYHPN MINIA MDA PN =

.2014 >NN2 DD ,2013 MVYY /) 64 NIV NNPYA MT ,NPTHN PN =

IR DY VITVIIND NN NDIYN NINYIAN PIIN 999D

= World Health Organization, Immunization Coverage — Fact sheet N° 378, updated
on February 2014, retrieved on July 8th, 2014.
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= World Health Organization, Minimum requirements for a functional

Pharmacovigilance System, retrieved on July 14th, 2014.

= WHO Programme members, Countries participating in the Who Programme for

International Drug Monitoring, with year of joining, updated on May 26th, 2014,
retrieved on July 13th, 2014.

= WHO, WHO Pharmaceuticals Newsletter, retrieved on July 30th, 2014.

= WHO Collaborating Centre, Caveat Document: Accompanying statement to data
released from the Uppsala Monitoring Centre, WHO Collaborating Centre for Drug

Monitoring, retrieved on July 28th, 2014.

= WHO, Conclusions and Recommendations from the Tenth Meeting of the WHO

advisory Committee on Safety of Medicinal Products (ACSoMP) Geneva,
Switzerland, April 17th-19th, 2013, retrieved on July 28th, 2014.

= The Uppsala Monitoring Centre, Introduction to the WHO Programme for

International Drug Monitoring, accessed on July 13th, 2014.

= The Uppsala Monitoring Centre, Being a Member of the WHO Programme for

International Drug Monitoring, 2014

= The Uppsala Monitoring Centre, VigiBase, retrieved on July 15th 2014.

= The Uppsala Monitoring Centre, Reporting Trends, last updated June 23rd 2014,
retrieved on July 15th, 2014

= The Uppsala Monitoring Centre, Fact Sheet — Submission of ICSRs to the WHO
global ICSR database (VigiBase), March 2013, retrieved on August 11th, 2014.

= The Uppsala Monitoring Centre, FAQ — Vigibase Services, Accessed on August 3rd,
2014.

= The Uppsala Monitoring Centre, Report from the WHO Collaborating Centre for

International Drug Monitoring, July 2012 — June 2013.

= The Uppsala Monitoring Center, What is a Signal, updated January, updated on
January 30th, 2013, retrieved on July 30th, 2014.

= The Uppsala Monitoring Centre, SIGNAL Newsletter, page last updated on April
22nd, 2013, retrieved on July 28th, 2014.

» The Uppsala Monitoring Centre, Uppsala Reports, UR66, Opening VigiBase to the

public — transparency for everyone's safety, p.18, July 2014.
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= OECD Health Data 2013, Definitions, Sources and Methods, Immunisation:
Diphteria, Tetanus, Pertussis, retrieved on April 29th, 2014.

= OECD Health Data: Health Care Utilisation, Immunisation, retrieved on April 29th,
2014.

92N ~-NININI VITVIN YINN) ©YIN0N

* VAERS, About the VAERS Program, retrieved on June 14th, 2014,

» VAERS, Video: An Overview of VAERS, retrieved on August 11th, 2014

» VAERS, Frequently Asked Questions, retrieved on June 14th, 2014.

» VAERS, Vaccine Adverse Event Reporting System, VAERS DATA, accessed on
August 5th, 2014.

= The Vaccine Adverse Event Reporting System (VAERS) Results, retrieved on
August 1%,2014,
wonder.cdc.gov/controller/datarequest/D8;jsessionid=EA3A14B773E8A401890D38
74AAA4B3777?stage=results&action=toggle&p=0_show zeros&v=false

N1IPA VIIVIN NN 0INUN

= Public Health Agency of Canada, Canadian Adverse Events Following
Immunization Surveillance System, updated on July 7th, 2014, accessed on July
15th, 2014.

= Public Health Agency of Canada, Adverse Events Following Immunization,
Quarterly Report for 2014-Q1, last updated on June 30th, 2014, retrieved on July
16th. 2014.

http://webprod3.hc- : Nt 7wIPa RN MIYNIN DY DIMPT NIPRD NOIWNL ION NINNIN - =

4 :nYMO PINN ,Sc.gc.ca/arquery-rechercheei/report-rapport-elements.do?lang=eng
.2014 LOMINA

112307922 VYFIVIN NN 0IN0N

= MHRA, About Us, accessed on August 4th, 2014.
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