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Nombre d’'infections invasives a Streptococcus pneumoniae,
France, 1991-2008
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Incidence, pour 100000 habitants, des infections invasives
a Streptococcus pneumoniae par tranches d'age en France, en 2008
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Source : réseau Epibac, données corrigées de la sous-natification
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Figure 2. Annual Incidence of Invasive Disease Caused by Penicillin-

Nonsusceptible Pneumococci in Persons Two Years of Age or Older,
1996 to 2004.
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HAS

HAUTE AUTORITE DE SANTE
COMMISSION DE LA TRANSPARENCE

AVIS

10 mars 2010

PREVENAR 13 0.5 ml. suspension injectable
vaccin pneumococcique polyosidigue conjugué (13-valent, adsorbé)

Boite de 1 seringue pré-remplie avec aiguille (CIP : 399 011-5

Boite de 10 seringues pré-remplies avec aiguilles (CIP : 399 013-8)
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Figure 2 Incidence des méningites & pneumoco-
ques chez les enfants de moins de 5 ans, Epibac,
France, 1998-2005 / Figure 2 Pneamococcal

Figure 3 Incidence des bactériémies a pneumoco-
que chez les enfants de moins de 5 ans, Epibac,
France, 1998-2005 / Figure 3 Pneumococcal

bacteraemia incidence rates in childrven under
& years of age, Epibac, France, 1998-2005

meningitis incidence rates in children under
3 years of age, Epibac, France, 1998-2005

Recommandations . . Recommandations
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Sérotypes vaccinaux PnC-7v
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Safety and Immunogenicity of a 13-Valent Pneumococcal Conjugate
Vaccine Compared to Those of a 7-Valent Pneumococcal Conjugate
Vaccine Given as a Three-Dose Series with Routine Vaccines
in Healthy Infants and Toddlers"f

Susanna Esposito,' Susan Tansey.” Allison Thompson,” Ahmad Razmpour,® John Liang.*
% of total (95% CI)

PCV13 group After toddler dose

Vaccine serotype
{n = 255-264)

PCV13 erou PCVT grou
after dose 2 (n = 33_5-3&?} (n = :1%44%}

PCVT

4 96.6 (93.6, 98.4) 100.0 (98.5. 100.0) 100.0 (98,5, 100.0)

(i3] S8.4(52.2.64.4) 100.0 (98.5, 100.0) 100.0 (98.5, 100.0)

9V 94.7 (91.2, 97.1) 100.0 (98.4, 100.0) 100.0 (98.5, 100.0)

14 94.2 (90.6, 96.7) 99,6 (97.7, 100.0) 99.6 (97.7, 100.0)

1R8C 92.4 (88.5,95.3) 99.2(97.1, 99.9) 99.6 (97.8, 100.0)

19F 95.1 (91.7, 97.3) 98.8 (96.4, 99.7) 08,4 (95.9, 99.6)

23F 08.6 (62.6, 74.1) 0992 (97.0, 99.9) 98.8 (96.4, 99.7)
Additional

| 96.6 (93.6, 98.4) 99.6 (97.7, 100.0) 3.3(14.6.5)

3 92.8 (89.0, 95.6) 93.9 (90.1, 96.5) 6.7 (3.9, 10.6)

] 91.6 (87.5, 94.6) 100.0 (98.5, 100.0) T0.2 (63.6, 76.2)

bA 86.5 (B1.8, 90.4) 99.6 (97.7, 100.0) 864 (51.5, 90.5)

7F 08.5 (96.2, 99.6) 99.6 (97.7, 100.0) 4.9 (2.6, 8.5)

194 98.5 (96.1, 99.6) 100.0 (98.5, 100.0) 99.6 (97.7, 100.0)

conclusion, PCV13 appeared comparable to PCV7 in safety profile and immunogenicity for common serotypes,
demonstrated functional OPA responses for all 13 serotypes, and did not interfere with immune responses to
concomitantly administered DTaP-HBV-IPV/Hib vaccine.

CLINICAL AND VACCINE IMMUNOLOGY, June 2010, p. 1017-1026
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TABLE 2.

Proportion of PCV13 Suhbjects Achieving Serotvpe-specific

Pneumococeal IgG Concentrations =0.35 pg/mL* Following the Infant
Series (7 mo) and Toddler (13 mo) Dose

1 mo Postinfant Series

1 mo Posttoddler Dose

Serotype Toin = 27T2-27T) 953% CI % in = 262-284) 95% CI
Included in PCVY
4 67.1 04.4, 98.7 100.0 85,6, 100.0
6B 63.1 89,5, 95.8 100.0 85,6, 100.0
av 095.3 892.1,97.5 099.2 87.3, 99.9
14 0s.2 85,5, 99.4 100.0 85,6, 100.0
1580 06 .4 093.5, 958.3 059 06.7, 99.8
19F 085 06,2, 99.6 0s.1 05,6, 99,4
23F a0.2 B6.0, 92.4 09.6 8979, 100.0
Additional serotypes
1 95.7 926, 97.7 100.0 856, 100.0
3 T9.6 74.4, 84.2 B24.8 T79.9, 88.9
5] 87.0 B82.4, 90.7 0s.5 062, 9a.8
BA 06.4 03.4, 95.2 100.0 85,6, 100.0
iF 08.6 06,3, 99.6 100.0 85,6, 100.0
194 07.8 895.3, 99.2 100.0 85,6, 100.0

*Defined by the World Health Organization as a reference concentration for assessment of vaceine efficacy
agalnst invasive pneumococcal disease.

4

CI indicates confidence interval.

% Subjecta®

Doze 1 Dioze 2 Dioze 3 Diose 4
PCWV13 PCWVT P PCWV13 PCVT F PCWV13 PCVT F PCWV13 PCWVT P

Decreasad 427 26.0 0.12 28.7 21.3 0.565 333 21.2 0.634 a7.0 34.2 0.617

appetite
Irritability 820.8 53.0 0.518 T1.0 701 0.854 GE.0 65.9 (.646 6E.8 58.5 0.02a
Increased aleep B2 647 (.666 h4.4 52.4 (.666 ang 298.9 0.363 33.5 33.2 =094
Decreased aleep 29.7 28.3 0.778 25.8 a1.0 0.205 29.9 28.3 0.769 34.0 33.9 =099
Antipyvretic use: 43.4 459 0.611 40.8 41.5 0.929 5.8 30.2 0.215 327 28.5 [.351

treatment
Antipyvretic use: a7.6 41.3 0.389 39.3 40.6 0.792 5.1 387 0.409 A6.8 42.3 0.248

preventative

*N = dose 1—PCV13: 276 201, PCVT: 276 -202; dose 2—PCV13: 254253, P

77: 261-281; dose 3—PCV13: 246266, PCVT: 282-270; dose 4 —PCV13: 211-240, PCVT: 221241,
There are no significant differences (P = 0.15) for each dose for the comparizons unless indicated (P = 0.05), except the presence of nritability following the fourth dose (P = 0.023),
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. Don?[ées limitées: patients VIH+, tranplantes rénaux, allogreffés de
moelle:

- immunogeénicité Prevenar® > Pneumo23®
- tolérance satisfaisante du vaccin PnC

« 1 essai d'efficacité chez les adultes VIH+ (French N, et.al. N Engl J
Med 2010:362:812-22).

Essai randomisé réalisé au Malawi
- antécedent d'IPP
- randomisation : PCV7 vs Placebo

1= =*S9 QB D



Intérét du vaccin conjuguée dans
une stratégie de prime-boost:
Prevenar + Phneumo23 vs -
Pneumo 23
% o0 &g
Essai ANRS Pneumovac chez des £
patients CD4 entre 200 et 1| wrowew d,,
500/mm3 = '
™ 249 - .l:i
Meilleure réponse immunitaire dans T m
le bras prime boost G ﬁ
[a] -2 Cmg;d 5T
i , ] L Fig. 2. Frnpnn‘i_nn nfrl.-::pnnl:it'rridt'l'inerlaﬁmtit:ntswhu had
Pas de donnée d’efficacité de ceftte both a twofold increase and a level >1 pg/ml of Streplococ-
P cus preapmomiac polysaccharide-specific laG al week §,
Strateg|e ANRS 114 Tral, 2002-2004, Overall comparison by pro-

portional odds maodel: = U005

Lesprit Petal, AIDS 2007, 2425- 34



The

NEW

ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

A Trial of a 7-Valent Pneumococcal

Conjugate Vaccine in HIV-Infected Adults
Neil French, Ph.D., F.R.C.P., Stephen B. Gordon, M.D., F.R.C.P.,

N Engl | Med 2010;362:812-22.

1375 Patients had an episode of invasive
pneumococcal disease

960 Had bacteremia
415 Had meningitis

879 Were excluded
398 Died before recruitment
51 Declined participation

83 Were ineligible

347 Were not interviewed

496 Underwent randomization

|

248 Were assigned to receive vaccine
220 Were HIV+
28 Were HIV-

i

1

l

|

248 Were assigned to receive placeba
219 Were HIV+
29 Were HIV-—

l

L ]

1

75 Died
73Were HV+
2Were HIV-

17 Were lost to
follow-up
26Were HIV+
11 Were HIV—

136 Survived
121 Were HIV+
15 Were HIV-

&7 Died
63 Were HIV+
4 Were HIV—

44 Were lost to
follow-up
38 Were HIV4+
&Were HIV-

137 Survived
118 Were HIV+
19 Were HIV—

Figure 1. Enrollment and Outcomes.




The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

N Engl ] Med 2010;362:812-22.
A Trial of a 7-Valent Pneumococcal

Conjugate Vaccine in HIV-Infected Adults
Neil French, Ph.D., F.R.C.P., Stephen B. Gordon, M.D., F.R.C.P,,
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Vaccine Endpoint Vaccine Efficacy (95% CI)

Vaccine serotype IPD

74% (30%, 90%)

All cause pneumonia

25% (-19%, 53%)"

N Engl | Med 2010;362:812-22.



RO R0 Qo R0 R0 Ro RO R RO Lo  Ro

$
$
$
$
9

(

AVIS

Haut Conseil de la santé publique

relatif aux recommandations vaccinales spécifiques
des personnes immunodepnmess ou aspleniques
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