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AGENDA

Incidenza di morbillo, parotite, rosolia e varicella

Coperture vaccinali insufficienti

Complicanze di Morbillo, Parotite, Rosolia e
Varicella

Vaccinazioni disponibili




IN ITALIA E IN MOLTT PAEST EUROPET LA

SITUAZIONE NON E' SOTTO CONTROLLO!




Le attuali coperture vaccinali

La copertura media nazionale delle vaccinazioni & oggi* pericolosamente sotto le

soglie raccomandate dall’'lOMS.
Per esempio:

pertosse 93,6%

93,7% tetano

93,6% difterite

93,3% poliomielite

93% epatite B

morbillo 87,3%
-
parotite 87,2% §7,2% rosglia

meningococco C 80,7%

46,1% varicella
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Dall‘inizio del 2017 sono stati

segnalali 3.670 casi di morbillo e

3 decessi, con un incremento di
oltre il 500% rispetto allo stesso
periodo dello scorso anno,
nonostante la sotto-notifica.

*dati cnarte 2014 al 31/12/201F
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Update report 15/09/2017

Updates are provided for ltaly and Romania. According to national public health authorities, measles has caused 43
deaths in EU countries in 2016 and 2017. In 2016, 12 deaths otcurred in Romania and one in the UK. In EDTTI 30
deaths were reported from Romania (22), Italy (3), Bulgaria (1), Gemmany (1), Portugal (1), France (1)and Spain (1).

All EU/EEA countries have reparted measles cases this year, except for Latvia, Liechtenstein, Malta and Norway.

Updates outside EU/EEA countries are provided for Switzerland, Ukraine, DR Congo, Liberia, Nigeria, Somalia,
South Africa, South Sudan, Syria, Thailand, Australia and the US.

Epidemiological summary for EU/EEA countrigs, with updates since |ast week

taly has reported 43 cases since the previous report on 8 September 2017. 1n 2017, as of 13 September, Italy has
reported 4 487 cases, including three deaths. Of these cases, 257 are healthcare workers. The median age is 27

VEars, B60h Of (e CaSes WE'E NoL vac{:tnatea, ang 1o receved on y one dose of vaccine. In 2016, Italy reporied 861

CA3Es.

Romania whas reported 122 cases and one additional death since the previous report on 8 September 2017. Since
1 January 2018 and as of 8 September 2017, Romania has reported & 104 cases, including 34 deaths. Of these, 1
069 cases were reporied.in 2016, and 7 135 cases were reported in 2017.
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Update report 15/09/2017

Epidemiological summary for countries outside EUW/EEA since last month

Swilzerland &7 In 2017, as of 4 September, Switzerand has reporied 76 cases of measles. In the same period in
2016, 42 cases were reported.

Ukraines @ In 2047, as of the end of July, Ukraine has reported 1 386 cases of maasles, compared to 10 cases in
the same period in 2018, Most cases of measles were reported in the lvano-Frankivsk (6§37) and Odessa regions
(526).

OR Congoi®: In 2017, as of 22 August, DR Congo has reported 30 211 suspected measles cases, including 370
deaths. This is an increase of 5 366 sineethe previous report on 25 August The incidence has declined since the
peak of the current outbreak in sarty 2017,

Libera® @ In 2017, as of 27 August, Liberia has reported 1 048 suspacted measles cases, an increase of 27 cases
since the previaus repart on 25 August. Of the suspected cases, 382 wares tested with 147 positive, 591 negative
and 46 aquivecal. One hundrad sixty-four of the suspacted cases were compatibla with measles and had an
epiﬂeh‘mlogical link. Of the 737 eguivocal and Aegative casss, 708 samples have been tested for rubslla, 312 of
which were posilive.

Migera® - in 20107, as of 20 August, Nigeria has reported 16 B33 suspectad maasles cases, including 101 deaths.
During tha same time pariod in 2016, 21 604 suspacted cases and 86 deaths ware raported.

Somalad : In 2017, as of 31 August, Somalia has reported almost 16 000 suspected casss. This is almost thres
times the numbear of cases repartad in 2016 (5 657 cases).

South Africa® - Iln 2017, as of 14 August, Souih Africa has reperted 13533 cases of measles. Most cases whene
reparted from an ongoing cutbreak in Gauteng province .{EB cases) and f_h:-m an outbreak in Western Cape province
(31 cases) In KivaZulu-Natal FProvince, a measles autbreak has been declared with 18 confirmed or probable cases
in three districts: Ethakwini (12), Umgunoundiovu (8), and llembe (2],
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Update report 15/09/2017

South Sudan® - In August 2017, Scuth Sudan reperted six additional cases of measles. In 2017, as of 31 August;

South Sudan has repaorted 1 025 measles cases and 24 deij,ihs.

Syra? : Between 30 July and 5 August 2017, Syria has reporied 45 suspecled measles cases, with most cases
reported from Dar'a (8), Damascus (B) and Ar-Ragoa (8). In 2017, as of end of June, Syria has reported 352
confimed measles cases. Most of the cases were reported in April (92 cases).

Thailand 1 In 2017, a5 of 2 September, Thailand has reported 2 231 cases from 72 provinces. No deaths were
reported.

Austraiia® - On 30 August 2017, Australia reported one additional case since the previous report on 25 August.
Since the beginning of August 2017 and as of 30 August, Australia has reported four measles cases in a school in
Parthd , in Western Australia. In 2017, 'as of end of August, Australia has reported 58 cases. In the same time
periad in 2016, 63 cases were reported.

USAL [In 2017, as of 12 August, 118 cases were reported from 14 states (California, Florida, Kansas, Maine,
Maryland, Michigan, Minnescta, Nabraska, New Jersay, Naw York, Pennsylvania, Utah, and Washington). In 2018,

70 measles cases were repored from 16 states.



. Mumber of measles cases by month and notification rate (cases per million) by country, July
2013-June 2014, EU,-“EEA countries
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Table. Number of measles cases by month and notification rate (cases per million) by
country, June 2016 to May 2017, EU/EEA countries
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Measles reported cases TR b Update report 15/09/2017

Distribution by age
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Percenl:age distribution of ﬁiccmatmn status among meélsles cases by age group,
July 2013 June 2014 2014, EU[ EEA countries (n 7 114, cases WIth knOWn age)
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Faxd>le 2. Wear of introduction of surveillanoe systems for rubeila,; rubella in pregnancy and comngenital
rubelia, by country
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Table. Number of rubella cases by month and notification rate (cases per million) by
country, June 2016 to May 2017, EU/EEA countries ECDC 2017
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Number of rubella cases by country, June 2014 (n=511), and rubella vaccine coverage (one
dose, 2011-12, WHO*), EU/EEA countries
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* Coverage figurss 9% ) are official national figures re, wiz the annua! WHOUNICEF Joint Reporting Form. See notes at the
= b -
end of this report for further explanations,

From ECDC, 2014




CONGENITAL RUBELLA SYNDROME (CRS)

* CRS prevention is the objective of rubella
immunization

* Rubella can be a most dangerous disease, particularly
when rubella in pregnant women is occurring early in
pregnancy (first trimester). after 4th month of
pregnancy defects are rare

* CRS may lead to fetal death, spontaneous abortion,
stillbirths

 CRS can affect all organ systems, most common is
deafness

- Other manifestations: e.g., eye defects (cataracts,
glaucoma, retinopathy), cardiac defects (septal
defects, pulmonic stenosis), microcephaly, mental
retardation, bone lesions
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Number of mumps cases by age and sex in an outbreak
in the Federation of Bosnia and Herzegovina, Bosnia and
Herzegovina, December 2010-September 2012 (n=7,895)

B Male

2,000+ B Female

Numberof cases

59
Age inyears

1014

15-19 20-29

From Hukic M et al., Euro Surveill 2014



Characteristics of mumps patients hospitalised at the Clinical Centre of the University of Sarzjevo during a mumps outbreak
in the Eederation of Bosnia and Herzegovina, Bosnia and Herzegovina, December 2010-September 2012 (n=105)

Complications

Vaccination status Number of patients Orchitis Meningitis Orchitis and No complications
n(%) n (%) meningitis n(%) n(%)
Vaccinatad (2 dosas) 29 16 (55) 4 (12) 1(3) 8 (28)
Vaccinated (1dose) 2 1(50) 0 (o) 0 (0] 1(50)
Unvaccinatad 36 20 (56) 1(3) 1 (3] 14 (39)
Unknown 18 14 (37) 4 (11) o (o) 20 (53)
Total 105 51 (49) 0 (9) Z'(2] 43 (41)

From Hukic M et al., Euro Surveill 2014




Complicativns observed among mumps patients huspitalised at the Clinical Centre ol the Universily of Sarajevo actording
to age, miimps ontbreak in the Federation of Bosnia and Herzegavina, Bosnia and Herzegavina, December 2010-September
2012 (n=105).

B Mo complications
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35 B Meningitis
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From Hukic M et al., Euro Surveill 2014
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Figure 1. Average incidence category of reported vavicella cases per 100,000 inhabitants in
EUVACNET countries, 2000-07
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Figure 2. Averuge age-specific incidence of varicella cases, 9 countries, 2000-07
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Table 1, Year of introduction, number of doses and age of varicella vaccination in EU and EEA/EFTA
countries with childhood universal vaccination, 2012

Germany 2004t 11-14m | 15-23m
Latvia i © 2008 _12-15m | ST
Greece T azasm [
Cyprus Lo 20  1318m Ay
‘Luxemburg . 2010 .S | FLIE 15-23m = -
2003
2005
2010
2010
T wend aee o dm i o
" Navarre 2007 ) 15m oo 3y
Ceuta 2009 18m | 24m
Melilla 2009 15m 24m

* Universal vaccination of fnﬁnﬁ? with ane dose was recommended in Germany in 2004, and universal Vvaccination with 3 seconc
dose in 2009,
< Programme withdrawn in 2013,

From ECDC, 2014




Varicella incidence rates based on mandatory notifications (x 1.000) and
hospitalization rates (x100.000) due to varicella in 8 Italian Regions (2003-

2012) » Annual incidence rate
3.9 (2003) - 3.7 (2012)
» Hospitalization rate

« Annual incidence rate ,i?' (2003) > 2.1 (2012)

3.0 (2003) - 0.4 (2012) D Vonkzia
| Wy -

Huylia
- Hospitalization rate ' — Lombgrd » Annual incidence rate
e Tgnte— 1.0 (2 > 0.1 (2012
3.2 (2003) - 0.8 (2012) e : 0 (2003) > 0.1 (2012)
» Hospitalization rate
3.4 (2003) > 0.5 (2012)

* Annual incidence rate . odR—
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» Hospitalization rate
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» Annual incidence rate « Annual incidence rate
1.1 (2003) = 0.6 (2012) 1.1 (2003) = 0.1__(2009)

» Hospitalization rate
3.8 (2003) > 1.8 (2012)

0.8 (2003) = 0.2 (2012)

I Annual incidence rate

Hospitalization rate

* Hospitalization rate 3.3 (2005) 1.1 (2012)
4.8 (2003) - 0.8 (2012)




. Varicella vaccination recommendations in EU/EEA countries, 2012
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From ECDC, 2014




INCIDENZA DI VARICELLA E COPERTURA
VACCINALE IN 2 AREE DEGLI U.S.A.

(Guris D et al. J Infect Dis 2008)
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OSPEDALIZZAZIONE PER VARICELLA

NEGLI U.S.A. (casi/100.000)

(Zhou F et al. JAMA 2005)
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MORTALITA' DA VARICELLA NEGLI U.S.A.
(casi/milione di popolazione)

(MMWR 2007)
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Obiettivi della vaccinazione estensiva
per Varicela?

Obiettivo primario di sanita pubblica:
- riduzione del numero di casi di varicella con

complicanze e ospedalizzazioni,
contenimento della morbosita della

malattia.




CARATERISTICHE DELLA VARICELLA NEI
SOGGETTI CON O SENZA VACCINAZIONE

(Da Chaves SSet al. J Infect Dis 2008)

MNo. (%) of case patients

Clinical characteristic Vaceinated Unvaccinated

aOR (95% CI)®

Termperature =38°C
Duration >2 days

- : b
=h0 lesions

Rash
Duration =5 days
Mestly maculopapular
Maostly vesicular
Described as itchy
Voderate to severe illness
Patient seen by a health care provider
Presence of complication
Use of acyclovir
Use of other antibiotics
Use of antipyretic or analgesics

664 (34)
93 (18)
417 (2B)

499 (50]
695 (70|
303 (31
1115 (80
635 (38]
689 (63)

83 (5]

38 (3}

73 (B)
454 (36)

3715 (65)
604 (16)
3679 (65)

1811 (38)
652 (12)
275 (b)
376 (7)

1130 {46

0.28 (0.25-0.31)
0.53 (0.43-0.66)
0.19 (0.17-0.21)

0.50 (0.39-0.83)
2.96 (2.35-3.73]
0.32 (0.25-0.41]
0.63 (0.51-0.77)
0.07 (0.06-0.08]
2.82(2:60-3.17)
0.44 {0.35-0.56)
0.56 (0.39-0.79)
0.80 (0.62=1.04)
0.67 (0.58-0.77)




CASI DI RASH DA VACCINO O DA VIRUS SELVAGGIO
REGISTRATI DOPO VACCINAZIONE CON VzZV

(da Galea SA, J Infect Dis 2008)
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COSTO ANNUO COMPLESSIVO A LIVELLO

NAZIONALE DELLA VARICELLA IN ITALIA

COSTO MEDIO(C) NUMERO EVENTI COSTI ANNUALI (€)

BB Adulto 8B Adulto BB Adulto
TRATTAMENTO
DOMICILIARE 34.20 39,70 493,337 50.475 16.872.125  2.003.857
OSPEDALIZZAZIONE 1.951,004 1.079* 2.105.129
TOTALE COSTI SSN 20,981.111
COSTI INDIRETTI 76,80 704,00 493.337 50.475 37.868.828  35.534.400
TOTALE COSTI INDIRETTI 73.423.228
TOTALE COSTI PER LA SOCIETA 94.404.339 C

Note: - Valore medio ponderatocalcalato in base al numera delie espedalizzazioni del triennio 2003-2005 e alle
tariffe di rimborsc dei DRG 421 & £22. * Fonte SDO Min Szl anno 2005,




PIANO PER LA PREVENZIONE VACCINALE 2016-2018
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TAZLE 1 - Humoral and Cellular Inmune Response to 1 and 2 Doses of Varicella Vaccdnes Ameong Children Aged 12 Months to 12 Years
mmune Respanse 6wl After Dose 1 & wh After Dose 2 and 2 mo 6wk After Dose 2at Age 4- £y
Between Doses

Varicella Vaccne MMRY Varicellz Vaccine MMRY Varicella Vaccine MMREY

Perché 2 dos?

e per completareil ciclo di Immunizzazione

e ridurreil rischio di Insuccess vaccinali




VACCINI ANTIVARICELLA

Attualmente sono disponibili duetipi di vaccini:

- un vaccino a singolo antigene

- un vaccino tetravalente nel qualeil virusVZ e
combinato con quello del morbillo, rosolia e parotite
(MMRYV)

In entrambi 1 casi il virusVZ e quello Oka attenuato
attraver so numer os passaggi su colturecellulari
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Priorix-Tetra™ vs Proquad: Composizione

PrionX lefia aaaa Proquad
Schwarz measles* >1039 CCIDg, Enders Edmonston | 21039 CCID,
RIT 4385 (Jeryl Lynn- 44 7 43
derived) mumps* =10%* CClIDg, Jeryl Lynn-derived | 210%° CCIDg,
Wistar.RA27/3 rubellat| =>1030 CCIDq, Wistar RA 27/3 | 21039 CCIDg,
Dka varicellat >1033 pfu Oka/Merck 210399 pfu

CCID,, = median cell culture infective dose;
pfu = plaque forming.unit

*+ Propagated in chick embryo tissue cultures
Tt Propagated in MRC-5 human diploid cells



CARATTERISTICHE DEL VACCINO V2V
OKA/Merck

|l vaccino eliofilizzato

Quando ricostituito secondo leistruzioni della casa
produttrice e mantenuto a temperatura ambiente per
un massimo di 30 minuti contiene un minimo di 1.350
PFU di VZV in ciascuna dose di 0,5 mL

Ciascuna dose contiene anche 12,5 mg di gelatina

Idr olizzata, tracce di neomicinaedi siero di feto di
bovino, 25 mg di saccarosio etraccedi cellulediploidi
umane, incluso DNA e proteine




CARATTERISTICHE DEL VACCINO V2V
0] WAVIEIS! ¢

|1 vaccino e liofilizzato

Quando ricostituito secondo leistruzioni della casa
produttrice e mantenuto a temper atura ambiente per
un massimo di 30 minuti contiene un minimo di 1033
PFU di VZV in ciascuna dose di 0,5 mL

Ciascuna dose contiene anche 12,5 mg di gelatina

Idr olizzata, tracce di neomicinaedi siero di feto di
bovino, 25 mg di saccarosio etraccedi cellulediploidi
umane, incluso DNA e proteine




Benefici derivanti dall’impiego di vaccini
combinati

Praticita grazie a un numero inferiore di iniezioni

Minori preoccupazioni in merito al fatto di causare dolore e
ansia nei soggetti

Tempo ridotto di assistenza medica/infermieristica richiesto per
I'iniezione

Minore spreco del vaccino
Tempi piu rapidi di avvicendamento dei soggetti vaccinati
Logistica semplificata (es. inventari ridotti)

Costi ridotti della vaccinazione

Vesikari et al. 2007; Wutzler et al. 2002; Hammerschmidt et al. 2007
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Notice to Readers: Licensure of a Combined Live Attenuated Measles, Mumps, Rubella, and Varicella
Vaccine

Plbtasenate: An ervanan has been published fothisartice. To iew theerranan, please click e

Dr%rptmmfﬁ 2005, the Food and Drug Administration licensed & combined live attenuated measles, muamps, rubella, and vancella (MMRV naum*lProQua , Merck & Co,, Inc, ‘Hutehuuh Station, New Jersey) for

dvisary Comametes an dmomnzation P (ACTPY cnrrent recommendations aee that chldren 2084 17 months--17 veg we D doges of MMRvacemeat leadt | month anad and | dose of vaneelta eeite (11 *

MMRV vaceing can degreast the namber of njections received by children wheetal of the component anfigens are indicated for administration Qe dase of MMRV vaceine should be aduministered on or afet the first

MMRV vacetne was licensed on the basis of equivalence of immvunogenicity of the antigenic components rather than clinical eficacy; the efficacy of the mdrdual components of MMRY bas been established previously
(4 4). Clinical studies of 7,484 healthy children ased 1223 months (oftwhom § 446 received MMRY vaceine) indicated thatthose s received | dose of MMRV vaccine deeloped levels of antibidy to measles, mumgs,
rubella, and varicella simalar to thos of chuldren who received 1 dose of MMR and | dose of varicella vacenes concomitantly at eparafe ijection sites. The respective prevalences of detectable antibody (1., postive
scrologic response) using defined cutoff levels among MMRV vateme recipreats were 97 4% (95% confidence mferval [C1] = 96.9%-97.9%) for meastes (235 mIUimL whe compared with the WHO I [667202]
reference immunoglobulin for measles], 95.8% (C1= 95.1%-96.4%}for mumps' (>10 enzyme-finked mmunosorbeat assay [ELISA] unrs/mL), 8.5% (CT=98.1%-98.8%) for rubell (>10 TU rubella antibody/mL. when
compared with the WHO wternational refarence serum for rubella) and 91.2% (C1= 90.3%--92.0%) for varicella (>3 gpELISA wnitsmL [a response rate highly correlated with long-temn protection]) (7).
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MMRYV Vaccine
MMEY varcine may be givento children fram 1 theoogs 12 years of age toprotect them from thass four diseases.

Twn coses of MMMEV vancine are recommended:

# Thofirstdose at 12 through 15 months of age

| e second dose al 4 Lhrough & vears ol ape

These are racommended ages. But chiloren canget the second dose up through 12 vears a5 long as it is at least 3 months after the first dase.

Chitdrenmay also gel Wese vaccines as 2 s=parale shols: MMR Gueasles, momips and rubella) and varicella vaccines.
1Shot (iMMEW) or 2 Shots (MMR &Y aricella)?

¢ [cthoptions give the sams protection.
¢ Oinedess shotwith MRMREY.
e hildren whogol Lhe lirsl dose as MMEY tave frad more levers and lever relaled seizores (abod L Lin 12508 han children whw 2ol Lhe lrsl dose 25

separate shotsof MME and varicellavaccines on'the same cay (zhont 7 in 2,500

Yourdoctor can give you more infarmation, includ ing the Vaccine Information Statements for MMR and Varicella vaccines.

Aryone 13 or alder whe needs protactionfrom these dissases should get MMRE ang varicella vaccines as separate shats,

MMBEY may be given at the same time as other waccines
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Some children should not get MMRYV vaccine or should wait.

Childien should nol gel MMEV vaccine il Lhay:

| lave ever had 2 life-threatening allergic reaction to a previous doce of MMBEV vaccine, or to either VMR or varicella vaccine

Hawve ever had z lite threatening allergic reaction to any camponsni of the vaccine, inciuding g=latin ar the antibiotic neomycin, | ell the doctor it wour
child has any severe allzrgics.

Hawve HIVAAIDS, or annther disease that affects the immune system.

Are being treated with drugs that ammect the immune system. including high doses of oral steroids for 2 weeks or longer,

Hawve dny king ol cances

Are heing treated for cancer with radiation or drugs

Check with your doctor it the child:

Has a'history afscirures, or has a parens. brotherarsistorwith 2 history of scirures.
l'las a parant, brothar or sisterwith 2 histony ofimmune system prohiems,

Has ever hac d oy plalelel coonl, or gnolber Do disorder.

Recenlhy bad o ransfusion or recepeod olber Blood podocls,

right be pregnent

Childrenwhao are moderately or severely il atthe time the shot is scheduled should usuzlly wait until they recover before getting MMEV vaccine, Children

whe are only mildly il may usually eet the vacsise.

sk your doctor for mare inform ation.
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What are the risks from MMRV vaccine?

A vaccineg, like any medicine;is capable of causing serious problems, such as severe allergic reactions. The risk of MMRY vaccine causing serious harm, or

death. is extremely small.

Getting MMRY vaccine is much safer. than getting measles, mumps, rubella, or chickenpo,
Muost children who get MMRY vaccine do not have any problems with it

Mild problems

* Fever{about 1child out of 5)
# Mild rash (about 1 child out of 20

» Swelling of glands in the cheeks or neck (rara).
If these problems happen, it is usually within 5-12 days after the first dose, They happen less often after the second dose
Maoderate problems

& Sairure causad by fever (about 1 child in 1,250who get MMRY), usually 5-12 days after the first dose. They fappen less often when MMR and varicella
VICCIES are ghven at the same visit as separate shots (about 1 child in 2,500 who get these two vaccines), and rarely after a 2nd dose of MMRV,

+ Temporary low platelet count, which can cause a bleeding disorder (about 1 child out of 40,000},
Severe problems [very rare)

Several severe prablems have been reported following MME vaccine, and might also happendfter MMREY, These include severe allergic reactions (fewer

than 4 per million), and problems such as:

» [Deafness,
s Long-term seizures, coma, lowerad consciousnass,

* Permanent braindamage.




IMMUNOGENICITA’ DI MMRYV (GSK)

(Da Knuf et al. Pediatr Infect DisJ 2006)

Seroconversion’

Vaccine

Value

LL _ A UL

Measles
MMRV : 3 98.8 6103.9 6606.4
MMR+V 96.6 3719.2 4344.7
Mumps
MMRV . : 95.8 1465.4 1598.0
MMR+V ; 94.9 1667.8 1929.3
Rubella
MMRV : 2 988 10L5 94 .6 108.8
MMR+V 96.6 107.0 05 1202
Varicella
MMRV : : 98.8 4932.1 215. 5771.0
MMR+V 96.6 155.2 269 190.5

Titer = assav cutoff in initially geronegative subjects
N indicates number of sutijects with available results; n, number of séropositive subjects at a given time point; %, percent of subjects with
titer for-antimeasles =150 mIU/mL, antimumps 5231 units/mL, antirubella =4 1U/mL and antivaricella =4 dilution™*; UL, lewar/upper limit

of 9a% (1




Seropositivity Rates Before and 42 Days After Administr. of MMRV
as a Second Vaccine Dose at 5 to 6 Years of Age

Pre-vaccinated with MMR-V Pre-vaccinated with MMRYV
100

80

60

10)

Measles Mumps Varicella Measles Mumps Rubella Varicella

M Value Pre 2nd Dose
B Value Post 2nd Dose




Study 046 - Immunogenicity

Seroconversion/seropositivity rates
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Profilo di tollerabilta e reattogenicita
sull’intero database

Oltre 6.700 dosi di Priorix Tetra sono state somministrate a piu di 4.000
bambini con un’eta compresa trai 9 e i 27 mesi. Gli eventi sono stati
registrati fino a42 giorni dopo la vaccinazione

Priorix-Tetra™ ha evidenziato un buon profilo di reattogenicita

di grado 3 (temperatura ascellare 39.5°C o rettale 39.0°C) comparabile tra
la somministraz di Priorix-Tetra™ and Priorix™ + Varilrix™,

LLa comparsa di febbre dopo |a 1a dose tende ad essere piu frequente in
Priorix-Tetra™ chein Priorix™ + Varilrix™,

Dopo la seconda vaccinazione I’incidenza e’ sovrapponibile nel 2 gruppi.




OSSERVAZIONI SU PRIORIX-TETRA

 Priorix-Tetra e immunogeno, sicuro e ben tollerato

o Lasomministrazionedi MMRYV puo darerisultati di
prevenzione delle 4 malattia ver so cui erivolto non divers
da quelli che st possono ottenerecon MMR eV
somministrati separ atamente

« MMRYV offre ovvi vantaggi sul piano dell’accettazione
delle vaccinazioni e della organizzazione del programmi
vaccinall

* MMRYV puo essere utilizzato per completareil ciclo
vaccinale nel bambini che hanno giaricevuto MMR 0
MMR+V




Opzione 1

Vaccino Nascita 11-12aa | 14-15aa

¢ Rispettando I'intervallo minimo riportato in RCP (4 o 6 settimane in rapporto al vaccino utilizzato)




Opzione 2

Vaccino Nascita

¢ Rispettando I'intervallo minimo riportato in RCP (4 o 6 settimane in rapporto al vaccino utilizzato)




Opzione 3

Vaccino Nascita

» Rispettando I'intervallo minimo riportato in RCP (4 o 6 settimane in rapporto al vaccino utilizzato)




Opzionel-2-3

Queste schedule permetterebbero di ridurreil rischio di
casl breakthrough a partiredai 5 anni successivi alla
vaccinazione

andrebbero a complicare il calendario vaccinale,
Imponendo una modifica rispetto alla schedula
attualmentein uso per il vaccino combinato M PR




Opzione 4

Vaccino Nascita




Adverse Reactions Following MMRYV or
MMR+V

M Fever >101F M Febrile Sz per 10,000
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Risultati: coorte MPRV-MPR

MPRV
N = 74,734

MPR
N=74734

Sesso (uomini, %)

38,104 (51.0%)

38,104 (51.0%)

Eta (media)

13.7 £ 4.7 mesi

13.8 £ 4.6 mesi

Storia di CF

578 (0.77%)

371 (0.76%)

Storia di epilessia

569 (0.76%)

567 (0.76%)

Infezioni prima della vaccinazione

127 (0.17%)

110 (0.15%)

o | 14 3
Casidi FC Narrow 1.9/10.000 bambini | 0.4/10.000 bambini
45 19

Casidi FC Jacobsen

6.0/10,000 bambini

2.6/10,000 bambini

http://pharmacoepi.org/meetings/28ICPE/presentations/OR35_Tania_Schink.pdf
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Stima delle convulsioni febbrili attese in Regione Veneto -
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eventi aggiuntivivs MMR/MMR+V
5-12 gg |
p c 57

D . 2SI PP SS LS IPP S ' P
- ..Narrow: 37.440" 5882= 6,3 eventl /anno "
Jacobsen : 37.440 : 2747 = 13,6 eventi /anno
0-30 gg
Narrow; " 37.440: 8264= 45 eventifanno, |
Jacobsen: 37.440 : 2577= 14,5 eventi /anno



Stima delle convulsioni febbrili attese in'Regione Veneto

A 5 A paE

iy

—

= 48.000 nuovi nati X 78% coperture = 37.440 vaccinati/anno

“RCP

—evento raro: > 0,01% e < 0,1% [dei soggetti-vaccinati]
37.440 x 0,01% =-3.74 eventi /anno correlabilra MPRV

37.440 x 0,1% = 37.44 eventi /anno correlabili a MPRV

= Canale Verde
2,3/10.000:-> 8,6 eventi fanno correlabili a MPRYV

" STORIA NATURALE
Convulsioni febbrili attese: 48.000 x 4-5% = 1920 — 2400 /anno/coorte

ISTAT; Nelson Trattato di Pediatria, XV Edizione, Ed. Minerva Medica 1997; RCP Priorix tetra



CONCLUSIONI 1

Inadeguata copertura vaccinale per morbillo,
parotite, rosolia e varicella

Morbillo puo dare gravi complicanze

Rilevanza rosolia congenita
Impatto economico di varicella

Recenti epidemia in est Europa di parotite




CONCLUSIONI 2

- Semplificazione del calendario vaccinale
utilizzando MPRV

« Importanza informazione alle famiglie su eventi

avversi: convulsioni febbrili




