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HPV vakcinace

O

e Registrace v Evropé
o 2006 (HPV4), 2007 (HPV2) a 2015 (HPV9)

e 80 zemi plosné ockovani divek (NIP) a 12 zemi chlapce
e Celosvétove aplikovano > 270 milionu davek

e Dosud nehlasen zadny zavazny bezpecnostni signal

e Presto — narust vakcinacni skepse v laické populaci

e Siteni konspirativnich a zmanipulovanych informaci o
bezpecnosti




Bezpecnost HPV vakcinace

® |okalni a celkové reakce?

® Autoimunitni onemocnéni?

® Posturalni ortostaticka
tachykardie? Synkopa?

® Chronicky Unavovy sy?

® Chronicky lokalni bolestivy sy?

® RS, demyelinizaCni onemocnéni?

® Guillain-Barré sy?

® Zilni trombembolismus?

o Umrti?




HPV vakcinace v Japonsku

O

e 2010 — dostupnost HPV vakcin v Japan Withdraws HPV Vaccine

Recommendation for Girls

Japonsku .
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e 4/2013 — plosSna vakcinace divek

Japan withdraws support
12-16 let for HPV vaccines due to

Siteni x SPRPENPPRR infertility side effects
o Siteni pseudovédeckych Gdaji o [

bezpecnosti HPV vakcinace
e MZ — stazeni doporuceni 6/2013

e Kolaps HPV vakcinace -trva
O 2013 proockovanost 70-80 %
O 2017 proockovanost <1 %

rawforbeauty.com
source: naturalnews.com

Sawada M. et al. Int J Clin Oncol 2018;23(121-125).
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HPV vakcinace
v Dansku

2007 doporucena vakcinace
divek

2009 plosna vakcinace

2012-13 catch-up program pro
zeny do 27 let

90% proockovanost

2009-2012: pokles CIN3 a AIS
u zen do 20 let

O u starsich vzestup

2013 prudky naruast podezreni
na NU

STAZENI
DOPORUCENI
V JAPONSKU
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Pouze 10 % NU hlasenych v
2015 se stalo v 2015

Suspected serious AE reported

Sy posturalni ortostatické tachykardie

Muskuloskeletalni symptomy

Zavraté, synkopa

Slabost, unava

Bolesti hlavy

Bolest

— l L l

2009 2010 2011 20 2013 2014 2015 2016

Baldur-Felskov et al. CCC 2015
Valentiner-Branth P. New Year's Lectures 2018 of the Austrian Chapter
of the American Societv for Microbioloav (ASM)



Event di A Adjusted rat
>3 diagnoz | s
Autoimmune
Thyeoid
Grave's disease ——
Hashimoto's thyroiditis —f—
Other hyperthyroidism ——
Hypothyraidism -
Gastraintestinal
Coeliac dicease S
Crohn's disedse —er
Ulcerative calitis —
Pancreatitis ——
Musculoskeletal/ systemic
Ankylosing spondylltis -
Beheats syndiome :::
Henoch-5Schinleins purpura —_—
Juvenile arthritis ——
Myositis ——
Rheumatold arthritis S
Systemic lupus enythematosus ——————
Vasculitis, unspedified ———
Haematological
Idigpathic thrombacytopenic purpura —_—r—
Dermatological
Erythema nodosum e
Localised aelemderma —_—e
Psariasis -
Witilign e
Miscellanesus I
Saunayd s dizeges TN
JupeLdiahetes (=
Neurological T
Bell's palsy ——
Epilepsy ——
Narcolepsy e
Optical neuritis e
Paralysis [
Venous thromboembalism —

-

Adjusted rate
ratio (95% L1}
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0.7100.2910 1.79)
0.67 (0.27 to 1.64)
0.56 (0.35 ta 0.90)
0.86 (0.551a 1.38)

Register based cohort
study, BMJ 2013

997 585 divek 10-17 let, 2006-2010,
HPV4, Ddnsko, Svédsko

Z4adna asociace HPV vakcinace
a autoimun., neurol,
trombembol., poskozeni

e Ani jeden nesplnil
vsechna 3 kritéria
zavaznosti
O Min. 20 pripadu

(spolehlivost)

O Min. RR 3,0
(zavaznost)

O Vzestup RR ve vice
regionech
(konzistence)

Arnheim-Dahlstrém L et al. BMJ 2013;341:f5906



Sta n OVi S ko E M A I:UROPEAN MgNES AGENCY

2015, 2016

November 2015

EMA/714950/2015
\< Review concludes evidence does not support that HPV
vaccines cause CRPS or POTS

Reports of CRPS and POTS after HPV vaccination are consistent with what
would be expected in this age group

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES EALTH

12 January 2016
EMA/788882/2015

HPV vaccines: EMA confirms evidence does not support
that they cause CRPS or POTS

Reports after HPV vaccination consistent with what would be expected in this
age group

Zahajeno 9.7.2015 na zadost Danska (2 syndromy ovlivaujici kvalitu Zivota)
CRPS (Comples Regional Pain Syndrome)
» chronicka bolest koncetin
POTS (Postural Orthostatic Tachycardia Syndrome)
* tachykardie v klidu Ci pri postaveni spolu se zavrati, malatnosti, slabosti,
cefaleou, nauzeou, zvracenim
Vztah k ockovani neprokazan, nemeénit doporuceni, neménit SPC
* Incidence 150:1mil/rok CRPS, 150:1 mil/rok POTS u divek 10-19 let




HPV Vaccine Safety & Effectiveness 2006 - 2018
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Quadrivalent human papillomavirus
vaccination in girls and the risk of autoimmune
disorders: the Ontario Grade 8 HPV Vaccine

m Cite as: CMAJ 2018 May 28;190:E648-55. doi: 10.1503/cmaj.170871

Cohort Study 12-17 let (nar. 1994-1999)
J;:"—"f]re;l(l:‘,‘lecfl"\gel\?lD M‘ScznPladdy F;rr?:;to;‘l PI’:?D, LindaCI:Z. Leéaveseqrue PIhTD - pomme ’ 110 000 nevakcinovanvch

Days 7-60 after dose 1

Unexposed {_1_\ Unexposed(_)«_\ Unexposed (—A—‘ Unexposed
|
[
30

180 000 vakcinovanych divek

Days 7-60 after dose 2 Days 7-60 after dose 3

——
— I%—’

Exposed

HPV4 dose 1 HPV4 dose 2 HPV4 dose 3

BN Unexposed person-time, where the occurrence of an event would not be attributable to the HPV4 vaccine
EE Unexposed person-time (0-6 d postvaccination), to account for the time it takes for symptoms to develop
I Exposed person-time (7-60 d postvaccination), where events occurring during this period are attributable to the effects of HPV4 vaccine

Adjustedt rate
ratio (95% Cl)

Autoimmune disorder*
Zaver: Bell palsy
, Optic neuritis
Nebylo prokazano Graves disease

o o ’, ’v 2 o c Systemic autoimmune rheumatic diseasest
signifikantni zvysené riziko | #ashimotodisease

Juvenile rheumatoid arthritis

d UtOi mun |tn |,C h onemocn é n |, Acute disseminated encephalomyelitis

Vd o/ 7 7 A i h iti
u dospivajicich divek pilsldl s
v ’ . Acquired hemolytic anemia
oC kova nyc h H PV4 ( G d rd asl I ) Type 1 diabetes mellitus

Immune thromboctopenia purpura
Ulcerative colitis
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Drug Saf, 2018 Apr:41(4):329-346. do: 10.1007/540264-017-0625. 109 studii (16 populaénich)
Safety of Human Papillomavirus Vaccines: An Updated Review, 2,5 mil ockovanych
Phillips A", Patel C?, Pillsbury A2, Brotherton J°*, Macartney K5°. 2018 6 zemi

 Vyskyt synkop ANO (8-10/100 tisic davek)
* riziko neni vyssi nez po jinych vakcinach
(RR 0,86), vice u mladSich (12-13 let)
* benigni reakce — ale riziko padu a zranéni
* Anafylaxe a alergické reakce
 US1,7/1 mil; Némecko 2,23/1 mil
 Austrdlie, Kanada 3,1 resp. 3,0/1 mil
* srovnatelné s jinymi vakcinami
25VEr: . 2i|nitrombembo|is.rtiu§ (.NE),
e VAERS — potencialni signal
* Analyza vice hlasnych systému nepotvrdila

Byla identifikovana

robustni vedecka * Kanada — 3 pfipady mezi 195 270 divkami
evidence podporujici (42 dnG po HPV vakcinaci) + dalsi faktory
bezpeénost HPV vakcin * 2 x Evropa — neni vysSi riziko (90-42 dnu)

* 296 826 ockovanych HPV4: RR 0,86
* 500 345 ockovanych : IRR 0,80




OveERVIEW/Commentaries
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Ten Years of Human Papillomavirus Vaccination in

the United States
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ABSTRACT

Since human papillomavirus (HPV) vaccine was first introduced
for females in the United States in 2006, vaccination policy has
evolved as additional HPV vaccines were licensed and new data

ongoing to increase vaccine uptake. The safety profile of HPV
vaccine has been well established from 10 years of postlicensure
monitoring. Despite low coverage, the early effects of the HPV

became available. The United States adopted a gender neutral vaccination program have exceeded expectations.
routine HPV immunization policy in 2011, the first country to
do so. Vaccination coverage is increasing, although it remains
lower than for other vaccines recommended for adolescents.

There are various reasons for low coverage. and efforts are

KEYWORDS: human papillomavirus; human papillomavirus
vaccine: immunization program

AcapeEmic PEDIATRICS 2018:18:S3-S10

e Hlaseni za 10 let ze vSech 4 americkych databazi

e Nepotvrzeno plvodni podezreni kauzality HPV vakcinace a
Zilniho trombembolismu

e Neprokazana souvislost mezi vakcinaci a primarni ovarialni
dysfunkci

e Potvrzen vyskyt synkop
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Internal Medicine

Founded in 18463
Original Article

Human papillomavirus vaccination of adult women and risk of
autoimmune and neurological diseases

AL Hviid B2m, H. Swvanstram, BN, WM. Scheller, O, Gronlund, B. Pasternak, L. Arnheim-Dahlstrom

First published: 18 October 2017 | https://doi.org/10.1111/joim.12694 | Cited by: 1

e Kohortova studie - data ze svédského a danského registru

e Vyskyt 45 zavaznych chronickych onemocnéni u ockovanych
(Gardasil 4) a neockovanych zen 18-44 let

e Celkem 3126 790 Zen (38 % Dansko, 62 % Svédsko)

e Jedina asociace s HPV vakcinaci u celiakie — riziko vyssi o0 56 %
u ockovanych (RR 1,56 [95% CI 1,29-1,89])

e pouze v Dansku
e vysoka prevalence celiakie v populaci (odhad 0,48 %)




Human Papillomavirus Vaccine




Typ vakeiny

Celkovj pocet hlaseni NU vakcin

Pocet hlaseni

Hexavalentni vakeiny 28
Vakeiny proti spalnickam, zardénkém a priusnicim (vcetné vakcin se i
slozkou proti planym nestovicim)

Vakeiny proti pneurnokokowm infekcim n
Vakeiny proti z&Skrt, tetanu a Cemému kadl 7
Vakeiny protirotavirowym infekcim %
Vakeiny proti tetanu 3
Vakeiny proti meningokokowm infekcim %
Vakeina proti zaskrtu,tetanu, cemému kaslia proti détské obmé |
Vakeiny proti chripce 3
Vakeiny protiklstoveé encefalitce 2

Poéet hlasenych NU po jednotlivych typech vakcin
2017, CR

O

® HPV vakciny

® Poclet hldseni NU < 20/rok

O 2010: 7x; 2013: 17x

O 2015: 23x (10 x selhani vakciny,

7x lokalni reakce)

® Pocet reakci < 10/rok
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Pocet hldsenych NU, 2008-2017, CR u

2014

Pocet hlaseni

SUKL. Informaéni zpravodaj. 2018;11(2):2-8.

2015
2016
2017

B Zavainé




Hlasené NU po HPV vakcinaci (pt. 2013, 17 x)

e Selhani (4x), bolest hlavy (4x), horecka (3x), zvraceni (2x),
synkopa (2x)

Projekt anti-vaxx v CR

e Lokdani reakce (4x)

___NEWSLETTER

ROZMYSLETE S OCKOVANI PROTI HPVQ

o\

e Z neocekavanych reakci
O asepticka meningitida (2x)

nostrannych reklamnich kampan.

O ataxie (2x), apatie (1x)
, , . Proi se rozmyslet nad ockovanim proti HPV?
O kolaps plice (1x), polyvalentni alergie (1x) | wkiromiConars Slgordy o0
, . . | karcinomu déloéniho hrdla o andlniho kar-
O Uzkostna porucha (1x), ptoza (1x) Enomy i 2 efcekofoverarich o oo
kriti ych ogkovdni soué i.Vyrobci
AP P, plitn b el i
O abnormalnl EKG (1X), abnormalnl EEG(lX) lnflormucekriﬁckékoékc:jvénl’proﬁHPVisoupFitom
velmi pocetné a riznorodé.
’rv Vé V. 7 e ’ Cil iektu R lete si ockovani proti
O zvySené funkcni jaterni testy (1x) FP o i i i oo it
. , , o , . c?losvévtové éviﬁ"u roz};/iii se 0 pi}c’h cli'iskusta,ha t) i pres
mocnt Za|movycn skupin
O tyroidalni papilarni karcinom (1x) o T e
T " Mg b
zhodnout in Vi i
O retroubulbarni neuritida (1x) PN o
O

péna u ust (1x), migréna (1x) ————




