IlepBruHasa BakIHAIMA 10-BaJIEHTHOU
ITHEBMOKOKKOBOU HETUMIUPYEMOU Ir'eMO(UIbHBIN OEI0K
D xoubrorupoBaHHou Baknuaol (PHi1D-CV) miiageH1ieB

B Masiu 1 Hurepuu: paHgoMU3UPOBAHHOE
KOHTPOJILPYEMOE HCCIENOBAHUE

O




MaJsipuuk 2 Jiet 3aboJies1 mHeBMOHMel. Bpauy Hagast
JIEUUTDH ero auTubuotukamu." jeueHue a1aji cBOu
XOPOIIIHe Pe3yabTaThl,HO PUCK UTO MOKET IIOBTOPHO
3a00J1eTh MHEBMOHHEHN OCTAaeTCA aKTyaJIbHOU
11po06J1eMOoi1. BO3MOKHO JI IPEOTBPATUTH C
IIOMOIIbIO BaKIIMHAIIN PUCK 3a00ieBaHMus pebeHKa
II0CJIe IIeEpeHeCeH s THEBMOHUU.



1.MaJIbuUK 2 j1eT,f1arHo3-IIeHBMOHMSI
2 AHTUOHNOTUKHU

3.BaknuHanus

4.11pepoTBapilieHrie HOBTOPHOI'O 3a001eBaHUsI
IIHEeBMOHUEH.
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Ecth KOHTPOJIbHAA 1 CPAaBHHUTEJ/IbHAA I'DYIIIIA.

Otbupasu 60JIbHBIX ¢ ”THBA3UBHON IHEBMOKOKOBOU
HHQEKIen

BoJsibHbBIE OBLIIN paciIpeesieHbl IO IPyHIaM CaydaiHbIM
oOpaszoM.

OTKpBITOE JIeueHUne
B nccienoBaHue OBLIIO BKJIIOUEHO 357 OOJIbHBIX.
EcTh nH(@OpMaIysa O CTaTUCTUUYECKOMN CHJIE UCCIIEIOBAHUS
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BACKGROUND:

Pneumonia is still the leading cause of death among children in Africa, and
pneumococcal serotypes 1 and 5 are frequently isolated from African children
with invasive pneumococcal disease below the age of 5 years. The
immunogenicity, safety and reactogenicity of 3-dose primary vaccination with
the 10-valent pneumococcal non-typeable Haemophilus influenzae protein D
conjugate vaccine (PHiD-CV) were evaluated in infants in Mali and Nigeria.

3AJTHUMU T1JIAH:

J10 cux TOp MHEBMOHUA ABJISETCA OJTHOM U3 OCHOBHBIX IPUYHUH CMEPTHU
cpenu Aeteu B AQpuke, y aQpUKaHCKHUX JeTeU B BO3POCTE 0 5 JIET C
MHBA3WBHOU ITHEBMOKOKOBOM UH(QEKIFEN YaCTO BbIABJIAIOTCA
ITHEBMOKOKKOBBIE CEPOTHIIHI 1 U 5 . UIMMYyHOT€HHOCTb, 0€30IIaCHOCTD U
PEaKTOTeHHOCTh 3 /I03bl IEPBUYHOU BaKIIMHAILIUHU C 10-BaJIEHTHOU
ITHEBMOKOKKOBOH HETUIIUPYyeMOU reMOoGHIbHbIN 0e10K D
KoHbIOrupoBanHoU BakmuHou (PHiD-CV) Ob11u olieHeHbI y MJIa/IeHIIEB B
Masin u Hurepuu.



METHODS:

In an open, randomized, controlled study, 357 infants received
DTPw-HBV/Hib and OPV primary vaccination with (PHiD-CV
group) or without (control group) PHiD-CV co-administration at
6, 10 and 14 weeks of age. Pneumococcal antibody responses and
opsonophagocytic activity (OPA) were measured and adverse
events (AEs) recorded.

METO/IbI:

B OTKpPBITOM paHAOMHU3UPOBAHHOM KOHTPOJHPYEMOM
Hccaeq0BaHuM, 357 eTen 6, 10 U 14-HeJeJIbHOT0 BO3pacTa
nosryuryii DTPw-BI'B / Hib u OIIB nepBuuHyio BaKIIMHAIIHIO C
(PHiD-CV rpynmsl) uiau 6e3 (koHTposbHou rpymnne) PHiD-CV .
[THEBMOKOKKOBBIE PEAKIINH aHTUTEJ ObLIN N3MEPEHDI 1
HeOJ1aronpusaTHbIe coObITHA (OI13) 3anuchIBaInCh



RESULTS:

One month post-dose 3, = 97.2% of PHiD-CV-vaccinated infants had an antibody
concentration > 0.2 ug/mkL for each vaccine pneumococcal serotype except for 6B
(82.0%) and 23F (87.6%) versus < 10%imthe control group except for serotypes
14 (35.7%) and 19F (22.5%). For each vaceine serotype, = 93.3% of PHiD-CV
recipients had an OPA titre > 8, except for serotypes 1 (87.6%) and 6B (85.4%),
compared to < 10% in the control group, except for serotypes 7F (42.9%), 9V
(24.1%) and 14 (24.5%). Anti-protein D geometric mean antibody concentrations
were 3791.8 and 85.4 EL.U/mL in the PHiD-CV and control groups, respectively.
Overall incidences of solicited and unsolicited AEs were similar between groups.

PE3YJIbTATDI:

OauH MecsAIl HocJie BBeZIEHUA A03bI 3, = 97,2% oT PHi1D-CV-npuBUTHIX
neTell ObLJIM KOHIEHTPAIINIO aHTUTEe A = 0,2 MKT / MJI JIJIsSI KaXKI0T0
BaKIIMHHOT'O ITHEBMOKOKKOBO cepoTtuil 111 6B (82,0%) u 23F (87,6%)
II0 CPABHEHHUIO ¢ <10% B 3a UCKJIIOUeHHEeM KOHTPOIBHYIO TPYIY I
cepoTUIioB 14 (35,7%) u 19F (22,5%), 3a uckiodeHrneM. /{11 KaxKa0oro
cepoTUIla BaKIIUHbI, = 93,3% mnosydaresaeiit PHiD-cocyaucreix umen OPA
TUTP = 8 7151 cepoTutioB 1 (87,6%) u 6B (85,4%), 3a UCKIIOUEHHEM, I10
CPaBHEHUIO C <10% B KOHTPOJIbHOU I'PYIIIIE, CEPOTUIIOB UCKII0YeHHeM 7F
(42,9%), 9B (24,1%) u 14 (24,5%). AaTH-0€e1KOBBIE D reomeTprudecKkue
cpegHUe KOHIeHTpaluu autuTea opin 3791,8 u 85,4 ELLU / M1 B
rpynnax PHiD-cocyaucTbix 1 KOHTPOJISA, COOTBETCTBEHHO. ['abapuTHbIE
cIy4yau 3aIpollleHHbIM U HexkesaTeabHbIX HA ObLIN MOX0KU MEXKITy
IpyIIIaMu.



CONCLUSIONS:

In sub-Saharan African infants, PHiD-CV was
immunogenic for all vaccine pneumococcal serotypes and
protein D. Vaccine tolerability was generally comparable
between the PHiD-CV and control groups.

BbIBO/IbI:

B k rory ot Caxapsl appukanckux geteii, PHiD-CV 6b11a
MMMYHOTEHHOMU JIJI BCEX BAaKIIMH THEBMOKOKKOBBIX
CEPOTHUIIOB U IEPEHOCUMOCTH ITpoTerHa /. BaKIIHA
ObL1a B 11e710M comtocTaBuMbl Mexkay PHID-CV u
KOHTPOJILHBIX I'PYIIIL.



