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— REZUMAT —

Introducere. Infectiile respiratorii cauzate de virusul sincitial respirator la copiii cu malformatii cardiace
congenitale reprezinta o importanta cauza de decompensare, care determina spitalizari repetate, cu durata
prelungita. Prezentam experienta centrului nostru privind utilizarea profilactica a Palivizumab la copiii sub 24 de
luni, internati cu malformatii cardiace congenitale semnificative hemodinamic.

Material si metoda. in conformitate cu recomandarile ghidurilor privind profilaxia cu Palivizumab, 28 de copii
cu varsta medie de 2,6 luni, internati in Clinica Cardiologie Il Copii a Spitalului Clinic Judetean de Urgenta
Targu-Mures, au fost inclusi in programul de vaccinare, in perioada octombrie 2010 — februarie 2012. Pe
perioada spitalizarii s-au monitorizat parametrii hemodinamici, s-a notat orice reactie adversa aparuta, precum
si rata infectiilor respiratorii. Parintii au semnat un consimtamant informat privind acordul pentru vaccinare. A
fost selectat un grup control care nu a beneficiat de vaccin (28 copii, varsta medie 4,3 luni), urmarindu-se rata
infectiilor respiratorii pe perioada derularii programului. La lotul imunizat am monitorizat rata imbolnavirilor
respiratorii 6 luni postimunizare.

Rezultate. Rata imbolnavirilor respiratorii la lotul imunizat a fost de 3,57%, iar la lotul control 32%. Efectele
secundare postvaccinare: 18% au prezentat subfebrilitate si usoara iritabilitate, iar 4% febra si diaree la 24 de
ore dupa administrare. La lotul imunizat nu au aparut decompensari hemodinamice.

Concluzii. Efectele secundare postvaccinare au fost minore, nu au aparut decompensari hemodinamice, iar
rata de imbolnavire postimunizare a fost redusa.

— Cuvinte cheie: malformatii cardiace congenitale, Palivizumab, sugar —

INTRODUCERE

Infectiile respiratorii cauzate de virusul sincitial
respirator (bronsiolita) reprezintd o cauza impor-
tantd de imbolnavire la sugari si copiii mici. La pa-
cientii cu malformatii cardiace congenitale semni-
ficative hemodinamic, bronsiolita poate declansa
decompensari hemodinamice, spitalizari repetate si
cresterea ratei mortalitatii, necesitand tratamente
complexe, costisitoare (1,2). Prevenirea imbolna-
virilor respiratorii amelioreaza calitatea vietii
acestor copii. In 2003 Academia Americani de
Pediatrie (AAP) recomanda Palivizumab copiilor
sub 24 de luni, cu malformatii cardiace congenitale
pentru profilaxia bronsiolitei (3).

OBIECTIVE

Nu sunt publicate date exacte referitoare la in-
cidenta bronsiolitei la copiii sub 2 ani in Romania,
mai ales la aceasta grupa de risc (malformatii car-
diace congenitale). Brongiolita ramane una dintre
situatiile medicale critice cu care pediatrul se con-
fruntd in departamentul de terapie intensiva. in tara
existd putind experienta privind utilizarea Palivi-
zumab la copiii cu malformatii cardiace congenitale.
Clinica Cardiologie II — Copii este o clinica spe-
cializatd in diagnosticul si tratamentul afectiunilor
si urgentelor pediatrice cardiovasculare. Rezultate
privind experienta vaccindrii cu Palivizumab in
Romania au fost prezentate de Stoicescu si
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colaboratorii (studiul derulandu-se in 9 maternitati)
(4). Studiul nostru 1si propune sa analizeze impactul
pe care vaccinarea il are asupra sugarilor si nou-
nascutilor cu malformatii cardiace congenitale se-
vere, de a identifica tipul, frecventa efectelor secun-
dare si rata infectiilor respiratorii (bronsiolita) pe
perioada imunizarii si 6 luni postvaccinare.

MATERIAL S| METODA

In acord cu recomandarile ghidurilor privind
,,Profilaxia infectiei respiratorii cu virus respirator
sincitial — imunoprofilaxia cu Palivizumab®, 28 de
copii cu varsta medie 2,6 luni, internati cu mal-
formatii cardiace congenitale semnificative hemo-
dinamic in Clinica Cardiologie II Copii au beneficiat
de vaccinare. Perioada de derulare a programului
octombrie 2010 — februarie 2012. Vaccinarea s-a
derulat in cadrul Programului National de Sanatate
a Femeii si Copilului — subprogramul pentru pro-
filaxia infectiei cu virus respirator sincitial (VSR)
la copiii cu risc crescut de infectie. S-a definit un lot
control, neimunizat, de 28 de copii, cu varsta medie
4,3 luni, diagnosticati cu malformatii cardiace conge-
nitale severe (tetralogie Fallot, canal atrioventricular
complet, drenaj venos aberant pulmonar total, defec-
te septale ventriculare semnificative hemodinamic).
Doza de Palivizumab a fost de 15 mg/kg (lunar, in-
tramuscular), in perioada octombrie-februarie. Pa-
rintii au semnat un consimtamant informat privind
acordul includerii copiilor in program, in cunostinta
fatd de potentiale efecte secundare, riscuri §i be-
neficii.

Citerii includere:

* sugarii beneficiau de tratament pentru con-
trolul insuficientei cardiace congestive;

e copii < 24 luni cu malformatii cardiace con-
genitale cianogene;

* sugari cu moderatd sau severa hipertensiune
pulmonara secundara (velocitatea regurgitarii
tricuspidiene > 3,4 m/s, presiunea sistolica in
artera pulmonara > 40 mmHg);

e documentarea ecocardiografic a malforma-
tiilor semnificative hemodinamic (defect sep-
tal ventricular > 8 mm, defect septal atrial > 10
mm, presiunea sistolica in artera pulmonara
> 2/3 din valoarea presiunii sistemice, canal
atrioventricular cu regurgitari atrioventricu-
lare). Pentru leziunile stenotice valvulare
aortice si pulmonare au fost inclusi cei cu
gradient mediu > 40 mmHg si maxim > 80
mmHg;

* malformatii congenitale cardiace partial co-
rectate, cu leziuni reziduale;

e copii cu varsta sub 24 de luni la momentul
administrarii primei doze de Palivizumab.

Criterii excludere:

» defecte septale atriale ori ventriculare mici
(marimea defectului < 5 mm), presiune sis-
tolicd normala in artera pulmonara sau mic
canal arterial persistent;

e coarctatie de aorta largd sau stenoza pulmo-
nara valvulara larga;

* malformatiile cardiace corectate, fara leziuni
reziduale.

Copiii imunizati au fost monitorizati in vederea
identificarii efectelor adverse: anxietate, iritabilita-
te, durere la locul administrarii, rogeata, modificarea
comportamentului, varsaturi, tuse, rinoree, whe-
ezing, diaree, rash, subfebrilitate, febra, alterarea
testelor functionale hepatice, renale, hematologice.

Hemodinamic s-a monitorizat: frecventa cardi-
aca, respiratorie, saturatiile in oxigen, tensiune ar-
teriald, traseele ECG (identificarea aritmiilor).

S-a consemnat rata imbolnavirilor respiratorii
pe perioada derularii programului la ambele loturi
(wheezing, tuse, rinoree), iar la cei vaccinati inca 6
luni postvaccinare. Datele au fost analizate statistic
utilizand Testul Chi patrat.

REZULTATE

TABELUL 1. Tipul malformatiilor cardiace gi varsta copiilor
inclusi in lotul imunizat

?rrt. Pacient Varsta Gre(t'x(tga)tea Tipul malformatiei
1 TT 3 luni 3,7 DSV, HTP

2 DA 6 luni 5,6 DVPT, DSA, HTP
3 Sz 7 luni 7 DSV, HTP, BAV
4 VM 1luna 3,9 PS

5 ZD 7 luni 8 Tetralogie Fallot
6 SDK 3 luni 5 DSV, HTP

7 ucC 6 luni 6,7 VDCI

8 CN M 5 luni 5 CAVC, HTP

9 PT 7 luni 4,7 CAVC, HTP

10 PV 4 luni 5 AP, CAP

11 AP 14 zile 2,7 AP, CAP

12 cD 17 zile 3 D TMV, DSA, CAP
13 SM 2 luni 3,7 Tetralogie Fallot
14 BC 1luna 3,4 TACTip |

15 AR 24 zile 3,1 D TMV, CAP, DSA
16 Sz 1luna 3,7 D TMV, CAP, DSA
17 SS 22 zile 3,3 D TMV, CAP, DSA
18 N 35 zile 3,4 D TMV, CAP, DSA
19 HA 2 luni 4,1 AP,CAP, DSA
20 AS 1luna 3,8 D TMV, CAP, DSA
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Nr. Pacient Varsta Greutatea Tipul malformatiei
crt (kg)

21 GS 1luna 3,7 AP, CAP

22 CE 4 luni 3,75 DSV, SA

23 DA 1luna 2,8 D TMV, CAP, DSA
24 MA 18 zile 2,6 D TMV, CAP, DSA
25 CcD 4 luna 3,5 CAVC, HTP

26 KN 1luna 3 D TMV,CAP, DSA
27 ND 9 luni 49 CAVC, HTP

28 DF 1lun3 2,7 D TMV, CAP, DSA

Legenda: AP: atrezia de valva pulmonara; BAV: bloc atrio-
ventricular; CAP: canal arterial permeabil; CAVC: canal
atrio-ventricular complet; Co Ao: coarctatie de aort3;
DSA: defect septal atrial; DSV: defect septal ventricular;

D TMV: transpozitia marilor vase; DVPT: drenaj venos
pulmonar anormal total; HTP: hipertensiune arteriald
pulmonara; SA: stenoza valvulara aortica; ST: stenoza
valvulard pulmonara TAC: trunchi arterial comun;

VDCI: ventricul drept cu dubla cale iesire.

Rata spitalizarilor pentru infectiile respiratorii a
fost de 3,57% la lotul imunizat si de 32% la lotul
copiilor nonimunizati. Distributia lunara a imbolna-
virilor respiratorii asociate cu wheezing este redata
in Fig. 1.
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FIGURA 1. Distributia lunaré a imbolnavirilor respiratorii
asociate cu wheezing

Referitor la reactiile adverse aparute in lotul
copiilor vaccinati cu Palivizumab, rezultatele sunt
prezentate 1n Fig. 2 (5 copii — 18% cu subfebrilitate
si usoara anxietate aparuta la 1-3 ore postvaccinare,
rapid remise dupa tratament simptomatic, 1 copil
—4% cu febra si diaree la 24 ore dupa administrare).
Monitorizarea frecventei cardiace, a tensiunii arte-
riale, saturatiilor O,, a traseului ECG, nu a identi-
ficat modificari.
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FIGURA 2.
Reactiile adverse
aparute in lotul
copiilor vaccinati
cu Palivizumab

78%

| Diaree si febra
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DISCUTII

Este cunoscut faptul ca riscul de infectie severa
cu virusul sincitial respirator (VSR) este corelat cu
comorbiditati asociate, prezenta factorilor de risc,
nerespectarea masurilor de preventie si control ale
infectiilor.

Infectiile respiratorii determinate de VRS la pa-
cientii care asociaza malformatii cardiace conge-
nitale semnificative hemodinamic reprezinta o im-
portanta cauzda de decompensare cardiacd, care
necesita spitalizari frecvente, cu niste costuri ridi-
cate ale tratamentelor complexe determinate de
complicatiile cardio-pulmonare. (1,2,5).

Rata morbiditatii $i mortalitatii la acesti pacienti,
asociata cu infectiile de tract respirator este crescuta
(6,7). Din 1998 in Statele Unite, Food and Drug
Administration autorizeaza utilizarea Palivizumab
pentru prevenirea infectiilor determinate de VRS la
pacientii pediatrici cu risc (copii cu varsta sub 24
luni, prematuri, copii cu malformatii cardiace con-
genitale semnificative hemodinamic sau cei cu
patologie cronica pulmonard). Prin includerea in
practica curentd a acestui tip de imunizare s-a
inregistrat o reducere a ratei spitalizarilor (8). Multe
alte studii observationale au demonstrat acelasi
impact al vaccinarii asupra ratei de spitalizare
(9-12).

Un studiu multicentric, randomizat, desfasurat
in Canada, Franta si Germania, referitor la impactul
utilizarii Palivizumab asupra ratei de spitalizare,
realizat pe 1.287 copii cu varsta sub 24 luni, cu
malformatii cardiace congenitale semnificative he-
modinamic, demonstreaza o reducere cu 45% a
ratei de spitalizare (13).

Rezultate similare sunt raportate in urma unui
studiu realizat pe 108 copii din 61 institutii din
Japonia (14).

In studiul desfasurat in institutia noastra, rata
imbolnavirilor respiratorii pe perioada vaccinarii a
fost de 3,57%, redusa comparativ cu lotul copiilor
neimunizati (32%). Din cauza numarului relativ re-
dus al copiilor inrolati nu putem elabora ipoteze.

Un aspect important este acela al sigurantei vac-
cinarii, astfel studiul condus de Sajit si colaboratorii
nu identifica aparitia unor efecte adverse majore
(14). Si alte studii demonstreaza ca vaccinarea cu
Palivizumab are un profil de siguranta bun (14,15).

Referitor la siguranta Palivizumab comparativ
cu alte noi tipuri de vaccinuri (Motavizumab), re-
cent utilizate pentru profilaxia infectiilor respiratorii
cu virus sincitial, studiile au aratat ca Palivizumab
utilizat la copii cu malformatii cardiace congenitale
severe are un profil de siguranta bun (16).
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Studiul nostru, referitor la profilul de siguranta
al Palivizumab, aratd cd 78 % dintre copii nu au
avut nici un fel de reactie adversa, vaccinarea fiind
bine toleratd. La 19% au aparut reactii usoare
(subfebrilitate si iritabilitate), remise dupa tratament
simptomatic si la 4% (un caz) a aparut diareea in
context febril, la 24 ore postvaccinare, dar la care
s-a identificat o infectie cu Rotavirus. Nici un copil
vaccinat nu a prezentat decompensari hemodinami-
ce. Un sugar cu transpozitie anatomicd de vase
mari, stare dupa switch arterial, a decedat subit la
domiciliu, la 2 luni postoperator (deces ce nu a
putut fi corelat cu vaccinarea). Experienta noastra,

desi modesta prin numarul redus de copii inrolati
(limitat de numarul dozelor vaccinale alocate prin
program), o consideram a fi benefica pentru apro-
fundarea experientei practice pediatrice.

CONCLUzII

Rezultatele aratd un raspuns favorabil la vac-
cinarea cu Palivizumab la copii cu malformatii car-
diace severe hemodinamic, cu efecte secundare mi-
nore si absenta decompensdrilor cardiace. Rata
infectiilor respiratorii a fost redusa in lotul copiilor
vaccinati.

Prophylaxis with Palivizumab in infants with congenital heart disease
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ABSTRACT

Introduction. Human respiratory syncytial virus infections in children suffering from congenital heart disease is a
primary cause of cardiac decompensation, which leads to frequent and prolonged hospitalizations. We will be sharing
our department’s experience with utilizing Palivizumab in newborns and infants with hemodynamically significant
congenital heart diseases.

Methods. According to recommendations made by immune prophylaxis guides regarding Palivizumab, 28 children
with mean age 2,6 months hospitalized in the Cardiology Clinic II- Children, of the County Emergency Clinical
Hospital in Tirgu Mures were included in a vaccination program between October 2010 and February 2012. The
administered dose was 15 mg/kg (monthly intramuscular injection). Each child treated with Palivizumab was
monitored in order to establish the hospitalization rate for respiratory infections, as well as detect any adverse
reactions. A control group of 28 children, with a mean age of 4,3 months, with severe CHD was selected. The rate of
respiratory infections was observed. The case group was monitored for 6 months after vaccination and the rate of
bronchyolitis was observed.

Results. The hospitalization rate for respiratory infection was 3,57% in the case group, and 32% in the control group.
Monitoring the side effects after vaccination showed no severe adverse reactions: 19% of the children developed
subfebrility and slight anxiety and 4% developed fever and diarrhea 24 hours after administration.

Conclusion. The results show a favorable response to the vaccine, with minor side effects, an absence of
hemodynamic decompensation at the time of administration, as well as a reduced number of human respiratory
syncytial virus infections.

Key words: congenital heart disease, Palivizumab, infant

INTRODUCTION

Respiratory syncytial virus is the primary cause
of lower respiratory tract infections in infants and
small children, namely acute bronchiolitis. Respi-
ratory syncytial virus infections in pediatric patients

with congenital heart disease is a primary cause of
cardiac decompensation, which leads to frequent
and prolonged hospitalizations, as well as an in-
crease in management costs due to complex drug
therapy and the high rate of mortality associated
with complications (1,2).
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Preventing these infections is a way of improving
the life expectancy of cardiac patients. We will be
sharing our department’s experience with utilizing
Palivizumab in order to prevent human respiratory
syncytial virus infections in newborns and infants
with hemodinamically significant congenital heart
diseases. In 2003, the American Academy of Pe-
diatrics (AAP) revised the bronchiolitis policy
statement and recommended the use of Palivizumab
in children less than 24 months old with hemo-
dynamically significant CHD (3).

OBJECTIVES

No data regarding the incidence of bronchiolitis
in children under the age of 2 has been reported in
Romania so far, regardless of risk group. However,
bronchiolitis is a significant and frequent situation
encountered by pediatricians working in emergency
departments. There are very few articles published
concerning the effects of vaccination with Pali-
vizumab in children with congenital heart disease.
Cardiology Clinic II — Children is the only spe-
cialized clinic in Romania capable of dealing with
neonatal cardiac emergencies, as well as children
up to the age of 18 suffering from severe cardio-
vascular disease. The only results concerning
vaccination with Palivizumab in Romania were
published by Stoicescu et.al. (4) and refer to studies
conducted in 9 maternities throughout the country
on newborns and prematures. The study proposed
to analyze the clinical development of infants with
hemodynamically significant congenital heart
diseases, the type and frequency of side effects of
the vaccine, the hemodynamic status during pro-
phylaxis and the frequency of respiratory infections
(acute bronchiolitis) during immunization, as well
as a later epidemic episode.

MATERIAL AND METHOD

According to recommendations made by im-
mune prophylaxis guides regarding Palivizumab,
28 newborns and infants, varsta medie de
hospitalized in the Cardiology Clinic II- Children
of the County Emergency Clinical Hospital in Tirgu
Mures were included in a vaccination program
between October 2010 and February 2012. Vac-
cinations were conducted under the National
Program for Women and Children’s Health- sub-
program for prophylaxis in respiratory syncytial
virus infections in our clinic.A control group of 28
children under the age of 24 months (mean age 4,3
months) with hemodynamically significant CHD

(Fallot tetralogy, common atrioventricular canal,
total anomalous venous return, large shunt ven-
tricular septal defect and secondary pulmonary hy-
pertension) was selected. The rate of respiratory
infection (wheezing, coughing, rhinorrhea) during
the period of vaccination was observed. The in-
clusion criteria consisted of clinical and echo-
cardiographic confirmation of hemodynamically
significant CHD, as well as the age of the participants
less than 24 months on the administration of the
first dose of the vaccine. The administered dose
was 15 mg/kg (monthly intramuscular injection),
between October and February. The parents signed
an informed consent form regarding passive
immunization against human respiratory syncytial
virus, the potential side effects, benefits and risks.

Inclusion criteria:

* infants with receving medication to control
congestive heart failure;

e children < 24 months with cyanotic heart di-
seases;

e infants with moderate to sever pulmonary
hypertension (velocitatea regurgitatii tricus-
pidiene > 3,4 m/s, presiunea sistolica in artera
pulmonara > 40 mmHg;

e cechocardiographic documentation of hemo-
dynamically significant congenital heart
disease (ventricular septal defect > 8 mm,
atrial septal defect >10 mm, systolic pressure
in the pulmonary artery more than 2/3 of
systemic pressure), complete atrioventricular
canal withatrioventricularvalveregurgitation.
In the case of aortic and pulmonary valve
stenosis, an average pressure of > 40 mmHg
and maximum pressure of > 80 mmHg were
considered;

e children with partially corrected congenital
heart disease or those who have not undergone
surgery;

e chldren less than 24 months of age on
administering the first dose of Palivizumab.

Exclusion criteria:

 children with small atrial or ventricular septal
defects (size of the defect <Smm with normal
systolic pressure in the pulmonary artery) or
patent ductus arteriosus;

e children with mild coarctation of the aorta
and mild pulmonic stenosis;

 full surgical correction of the congenital heart
defect.

Each child treated with Palivizumab was mo-

nitored in order to detect adverse reactions. Infants
were monitored closely for anxiety, drowsiness,
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pain at the site of injection, altered state of con-
sciousness, vomiting, redness the site of injection,
cough, rhinitis, wheezing, diarrhea, rash, abnormal
liver function tests, or other possible side effects,
although these were rarely seen in previous
multicenter studies. The evolution of the hemo-
dynamic status of the CHD was monitored (cardiac
frequency, respiratory frequency, oxygen saturation,
blood pressure, ECG for identifying arrhythmia).
Another aspect monitored between October and
February both in the control group and the case
group was the hospitalization rate for wheezing,
coughing and rhinorrhea. Those who received pro-
phylaxis were monitored 6 months after vaccination.
Data analysis was conducted using Chi-squared test.

RESULTS

TABLE 1. Type of CHD and the age of the children in the
study group

The hospitalization rate for respiratory infections
in the study group was 3,57%.and 32% in the
control group — The monthly distribution of the rate
of respiratory tract infections is shown in Figure 1.
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No. | Patient Age Weight Kg Conge‘znital heart
diseases

1 TT 3 months 3,7 DSV, HTP

2 DA 6 months 5,6 DVPT,DSA, HTP
3 SZ 7 months 7 DSV,HTP, BAV
4 VM 1month 3,9 PS

5 ZD 7 months 8 Tteralogie Fallot
6 SDK 3 months 5 DSV, HTP

7 uc 6 months 6,7 VDCI

8 CN M 5 months 5 CAVC, HTP

9 PT 7 months 4,7 CAVC, HTP
10 PV 4 months 5 AP, CAP

11 AP 14 days 2,7 AP, CAP

12 ch 17 days 3 D TMV,DSA,CAP
13 SM 2 months 3,7 Tetralogie Fallot
14 BC 1 month 3,4 TACTip |

15 AR 24days 3,1 D TMV,CAP, DSA
16 Sz 1 month 3,7 D TMV,CAP, DSA
17 SS 22 days 3,3 D TMV,CAP, DSA
18 SV 35 days 3,4 D TMV,CAP, DSA
19 HA 2 months 4,1 AP,CAP, DSA
20 AS 1 month 3,8 D TMV,CAP, DSA
21 GS 1 month 3,7 AP, CAP

22 CE 4 months 3,75 DSV, SA

23 DA 1 month 2,8 D TMV,CAP, DSA
24 MA 18 days 2,6 D TMV,CAP, DSA
25 cDh 4 month 3,5 CAVC, HTP
26 KN 1 month 3 D TMV,CAP, DSA
27 ND 9 months 49 CAVC, HTP
28 DF 1month 2,7 D TMV,CAP, DSA

Legend: AP: pulmonary valve atresia; CAP: persistent ductus
arteriosus; CAVC: common atrio-ventricular channel;

Co Ao: coarctation of the aorta; DSA: atrial septal defect;
DSV: ventricular septal defect; D TMV: uncorrected
transposition of the great vessels; DVPT intracardiac
abnormal pulmonary venous drainage HTP: pulmonary
arterial hypertension; ST: pulmonary valve stenosis;

TAC: common arterial trunk.

FIGURE 1. Monthly distribution rate of respiratory tract
infections

The results regarding adverse reactions in chil-
dren included in the prophylaxis program are shown
in Figure 2 (5 children-19% with subfebrility and
slight anxiety 1-3 hours after administration, which
remitted after symptomatic therapy, 1 child- 4%
with feverand diarrhea 24 hours afteradministration,
and the others showed no adverse reactions). Moni-
toring heart rate, blood pressure and O, saturation
indicated no abnormalities.

4%

O Diarrhea and fever
B Subfebrility and anxiety

O No side effects

FIGURE 2. Adverse reactions in children included in the
prophylaxis program

DISCUSSION

Respiratory syncytial virus infections in pediatric
patients with congenital heart disease is a primary
cause of cardiac decompensation, which leads to
frequent and prolonged hospitalizations. (1,2,5).
The morbidity and mortality rates associated with
syncytial respiratory virus infections in children
with hemodynamically significant CHD were
increased. (6,7).

The impact of palivizumab on RSV hospitaliza-
tions for children with hemodynamically significant
congenital heart disease was analysed and inter-
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preted in numerous observational studies (8,
9,10,11,12). A total of 1287 children under 24
months of age, with hemodynamically significant
CHD underwent randomized clinical trials, double-
blind, placebo-controlled multicenter conducted in
Canada, France and Germany, regarding the effect
of Palivizumab on the rate of hospitalization.
Results showed a 45% reduction in the rate of hos-
pitalization (13).

Similarresults were reported in a study conducted
in 61 institutions in Japan which included 108
children. (14)

The study conducted in our institution showed
that the rate of RSV infections in the case group
(children who received the vaccine) was 3,57%,
while the control group had a RSV infection rate of
32%. Due to the small number of children included
in the study, we are not able to draw any conclusions
with certainty.

A noteworthy aspect is that of the safety of
administering Palivizumab and the adverse effects
associated. In a study conducted by Sajit et al. no
obvious relationships were observed between Pali-
vizumab treatment and adverse effects (14,15). A
new type of vaccine (Motavizumab) has recently
been used in a randomized controlled trial (Mota-
vizumab versus Palivizumab) for the prophylaxis.
The study showed similar safety profiles in children
with hemodynamically significant CHD (16).
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