Nové moznosti v prevencii HPV infekcie
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Human Papillomavirus - HPV

HPV virusy — viac ako 180 genotypov

Humanne — do 40 genotypov, rozdelené na nizko-onkogénne a
vysoko-onkogénne

Nizko-onkogénne -1, 2, 4....6, 11

Vysoko-onkogénne — 16 (50 % Ca cervixu), 18 (20 % Ca cervixu),
31, 33,45,52,58 (20 % Ca cervixu)

Red Book 2015



Najvyznamnejsi rezervoar a faktor prenosu HPV
infekcie

Cold CJ, BritJ Urol, 1999
De Martino M et al. UROLOGY 81: 869-872, 2013.



Prepucium - prevalencia vyskytu HPV

prevalencia sa uddva medzi 13 % az 88 % 1

u chlapcov v predpubertalnom veku zo vzoriek prepucia po
cirkucizii infekciu vysoko rizikovym genotypom 16 u 12 %
jedincov?

Verit a spol.3 dokonca u 83 % 4 — 11 rocnych chlapcov

Zdroj infekcie u tychto chlapcov ostava otvoreny

Rehmeyer J et al., ] Am Osteopath Assoc,
de Martino M et al., Urology, 2013,
Verit A et al., Urology, 2012



Vyskyt HPV infekcie v prvych 2 rokoch zivota

perinatalny prenos HPV je dobre dokumentovany
6 % novorodencov po pérode

13 % dojCiat vo veku 6 tyzdnov

9 % vo veku 3 a 24 mesiacov

deti HPV- pozitivhej matky mali 5-nasobne vacsiu pravdepodobnost’
ziskat’ infekciu ako deti HPV- negativhych matiek

vacsina infekcii bola spésobena typom 16

prenos infekcie je mozny horizontalnou aj vertikalnou cestou

Castellsagué X et al., BMC Infect Dis, 2009



self — inokulaciou 13 z nezivych predmetov

7

z matka na dieta 13

Normal

¥4 HPV je infekcny na predmetoch v

,{,J . . 7 7’
A izbe niekolko dni 4

*

nozokomialny prenos

Ne-sexualny

p renos 3-7% vagindlnych sond HPV -
DNA pozit.*

*Navleky - casto perforované (1-
9%) este pred vysetrenim
*Kontamindcia aj pri navliekani
*Kontamindcia predmetov
(vysetrovacie 16Zko, ruky,
dotykové miesta ...) >

J, compliance ZP s
dekontamindciou
nastrojov 8

1. Jones V, et al. The Scientific World Journal 2007; 7: 1896-9. 4. Ryndock EJ, Meyers C. Expert review of anti-infective therapy 2014; 12(10): 1165-70.
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cosponsored by the American Society of Preventive Oncology 2010; 7. M'Zali F, et al. PloS one 2014; 9{4): e93368.

19(7): 1682-5. 8. Ofstead CL, et al. Gastroenterol Nurs 2010; 33(4):304-11.

3. Sonnex C, et al. Sexually transmitted infections 1999; 75(5): 317-9. 9. Meyers et al. ] Antimicrob Chemother 2014; doi:10.1093/jac/dku006




CANCER INCIDENCE AND MORTALITY IN EUROPE*
(WOMEN, 15-44 yrs)
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Annual age-specific rates per 100,000 women (15-44 yrs)

* Europe of 43 countries

Data source: IARC, Globocan 2008
Available at: HPV Information Centre. Human Papillomavirus and Related Cancers in Europe. Summary Report 2010. [Accessed: April

2012]. Available at www.who.Int/hpvcentre]




Estimated incidence and mortality from cervical cancer, 2012
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Incidencia zhubnych nadorov v SR

karciném Muz Zena
C10 oropharyngu 99 7
C21 analneho otvoru 16 24
C51 vulvy 0 75
C52 posvy 0 22
C53 krcka maternice 0 634
C60 penisu 39 0
spolu 916

5 novych pripadov karcindmov sp6sobenych HPV za 2 dni v SR (kazdych 9 hodin 1 pripad)

Zdroj: http://www.nczisk.sk/Documents/publikacie/analyticke/incidencia_zhubnych _nadorov_2009.pdf



HPV virus si nevybera

.E:-:pertﬁ -Say.They Fear| Epldemm of |

iba krcek maternice...

Oral and Throat Cancer Caused by
HF“uIr Infection
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HPV pozitivha Zena nakazi svoje dieta pocas p6rodu,
- juvenilna respiracna papilomatodza




Figure 1

Oral Human Papillomavirus Infection in
Children

llea, Aranka; Bosca, Bianca; Miclaus, Viorel;
Rus, Vasile; Babtan, Anida Maria; Mesaros,
Anca; Crisan, Bogdan; Campian, Radu
Septimiu

The Pediatric Infectious Disease Journal.
35(2):e65-e68, February 2016.

doi: 10.1097/INF.0000000000000978

FIGURE 1. Clinical appearance and imaging
examinations at presentation. (A) Villous,
papillary appearance of the vestibular
lesion at the gingival margin (2.1.), with
foreign body retention; also, villous lesions
of the attached mucosa (indicated by white
arrows) (B) Verruciform appearance of the
palatal lesion. (C) Bad habit of interposing
the lower lip between the dental arches.
(D) Deep occlusion in the anterior area. (E
and F) Orthopantomography and
retroalveolar X-ray of 2.1.—mixed dentition
without changes in the underlying bone of
2.1.

a Wolters Kluwer Copyright © 2016 The Pediatric Infectious Disease Journal. Published by Lippincott Williams & Wilkins. 12



Krajiny s HPV vakcindciou v NIP!T-©

65 countries include HPV vaccine® in NIPs
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NIP=National Immunization Program.

cIncludes partial infroduction. PIncludes any of the currently licensed HPV vaccines.

1. Vaccine in National Immunization Programme Update, Vaccine Infroduction Slides. Map production Immunization Vaccines and Biologicals (IVB),
WHO/IVB Database, World Health Organization website. hitp://www.who.int/immunization/monitoring surveillance/en/. Accessed January 13, 2016.




USA - ockovanie HPV, rok 2015

HPV VACCINATION IS THE BEST WAY TO PREVENT MANY TYPES OF CANCER
MANY ADOLESCENTS HAVEN'T STARTED THE HPV VACCINE SERIES

Percentage of adolescent girls who have received one or more doses of HPV vaccine®

4 10 \

GIRLS ARE UNVACCINATED 3
National coverage is 60% -“
Coverage by state: "
- 49% or less
50-59% .
B0-69% ’\\
- T0% or greater

Percentage of adolescent boys who have received one or more doses of HPV vaccine”

BOYS ARE UNVACCINATED ' S
10
National coverage is 429 ‘_‘
Coverage by state:
- 29% or less '
30-39% ‘
40-49% S
- 50% or greater >
IMPROVING HPV VACCINATION RATES WILL HELP SAVE LIVES. “Estimated coverage with =1 dose of Human Papillomavirus (HPV) vaccine,
i et by mchizve high WPV saccimstinn coverage. e e e B
| Source: MMWR July 31, 2015

US. Department of
Health and Human Services

www.cdc.gov/hpv | e

NCIRDig524 | July 21, 2015




HPV ockovanie - realita na Slovensku

1,5% zaoCkovanost'v kategérii 9-50
roénych (3% ak berieme iba zeny do Gvahy)
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Source: IMS Medical Index



ODPORUCANE OCKOVANIE ALEBO OCKOVANIE NA ZIADOST RODICOV
DETI DO 15 ROKOV ZIVOTA K 31. 8. 2015 V SR

(tab. & 10)
Poéet ofkovanych deti
z toho
O&kovanie proti .

P spolu ofkovanych revakci-
jednou dvoma tromi novanych
diavkou | divkami | dédvkami

Klieitove) encefalitide 5 805 1019 1532 1284 1970
od 6 mesiacov
. do 3 rokov 185 111 74 X X
Chripke Fivota
od 3 rokov
Fivota 9927 9 181 746 X X
Virusovej hepatitide typu A 9 %62 5 885 3977 X X
Meningokokove] meningitide 718 696 X X 22
Infekeiam vyvolanym
S. pneumoniae 818 522 X X 296
(polysacharidova vakcina)
Rotavirusovym infekciam 2067 1994 6341 732 X
Ovéim kiahfiam 1313 578 735 X X
Rakovine kréka maternice 1300 334 520 446 X
Tuberkuloze 232 232 X X X
SPOLU 39227 X X X X




94-95% zastupenie 9 HPV typov v CIN 3 |éziach
a ICCv Europe !l

CIN3 Invazivny karcindm
m HPV 16 m HPV 16
mHVP 18 mHVP 18
B HPV 31 mHPV 31
m HPV 33 m HPV 33
B HPV 45 H HPV 45
B HPV 52 W HPV 52
= HPV 58 = HPV 58

1 others m others
Tjalma 2013
CIN 3 Invazivny karciném

HPV 16 64,5 63,3
HVP 18 2,8 15,2

HPV 31 8,4 3,7

HPV 33 10,9 4,6 4 k : 4
Invazivny karcinom
HPV 52 3,5 1,7 00

HPV 58 2,8

others 5,7
100

mOt
ypov M 9 typov

M iné typy M iné typy

Tjalma WA Int. J. Cancer: 132, 854-867 (2013)



HPV vakciny — suc¢asnost na Slovensku

9VHPV 4vHPV 2VHPV
HPV6 30 20 =
HPVIT 40 40 -
HPVI6 | 60 40 20
HPVIE | 40 20 20
HPV31 20 - -
HPV33 | 20 . =
HPVAS 20 - e
HPVS2 20 - .
HPVSS 20 = -

Adjuvant | 500 pg Amorphous  : 225 pg Amorphous i 500 pg Aluminum
. aluminum . aluminum . hydroxide and 50 ug
. hydroxyphosphate . hydroxyphosphate . 3-O-desacyl-4~-
sulfate sulfate monophosphoryl lipid A

SPC Gardasil 9, SILGARD, Cervarix, www.ema.com, 2016



Od Aprila 2016 - 2D schéma — 9v HPV vakcina

4.2 Davkovanie a sposob podivania 2D - 0. mesiac a 5.-13. mesiac

Davkovanie

Osoby vo veku od 9 do 14 rokov vrdtane v ¢ase prvej injekcie

Gardasil 9 sa moze podat” podl'a 2-davkovej ockovacej schémy (pozri ¢ast’ 5.1). Druha davka sa ma
podat’ 5 az 13 mesiacov po prvej davke. Ak sa dhlhﬁ davka ockovacej latky poda skor ako 5 mesiacov
po prvej davke, ma sa vzdy podat’ tretia davka.

.. . e g 3D-0., 2. a 6. mesiac
Osoby vo veku 15 rokov a starsie v case prvej injekcie _

Gardasil 9 sa ma podat’ podla 3-davkovej (v 0.. 2.. 6. mesiaci) oc¢kovace] schémy.

SPC Gardasil 9, April 2016



Cena vakcinacie a zlava

« Maximalna cena v lekarni 144,10 EUR za
davku...ale...

 9v HPV vakcina je v sucasnosti dodavana
vel'kodistributorom liekov s mnozstevnou
zl'avou v zavislosti od mnozstva odobratych
kusov vakciny, ktora v rozsahu jej prenesenia
vel'kodistributorom na lekaren umozni lekarni
preniest’ ju do maloobchodnych cien pre
pacienta.
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DoterajsSie ockovanie 9v vakcinou
- uvedena na trh na konci Marca 2016

9v HPV vakcina - davky
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In-market sales data 2016



Pracovna skupina pre imunizaciu UVZ SR
(odborny poradny organ Hlavného hygienika SR)

Pracovna skupina pre imunizaciu perspektivne do
buducnosti odporuca ockovanie proti HPV ako
povinné ockovanie pre deti v 13. roku zivota

9.3.2015
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