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ADMINISTRATIVE INFORMATION 

 

Invented name of the medicinal 
product: 

Poliorix 

INN (or common name) of the active 
substance(s):  

Inactivate poliovirus (IPV) types 1, 2 and 3 

MAH: GlaxoSmithKline Biologicals s.a. 

Currently approved Indication(s) Booster immunisation of healthy children in the 
second year of life against poliomyelitis 

Pharmaco-therapeutic group 
(ATC Code): 

J 07 BF 03 

Pharmaceutical form(s) and 
strength(s): 

Solution for injection  

Vials of 0.5 ml dose of vaccine contains: 

40 D antigen units of type 1 (Mahoney) 

8 D antigen units of type 2 (MEF-1) 

32 D antigen units of type 3 (Saukett) of the polio 
virus 
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I. EXECUTIVE SUMMARY 
 
No SmPC and PL changes are proposed. 
 
 

II. RECOMMENDATION 
 
Presented studies do not contribute new information to the known efficacy and safety profiles of 
Poliorix™. Therefore, the EU SmPC does not need to be updated.   
 
 
 

III. INTRODUCTION 
 
On 5 October 2015, the MAH submitted two completed paediatric studies for Poliorix™, in 
accordance with Article 46 of Regulation (EC) No1901/2006, as amended, on medicinal 
products for paediatric use. 
 
A short critical expert overview has also been provided. 
 
The MAH stated that the submitted paediatric studies do not influence the benefit risk for 
Poliorix™ and that there is no consequential regulatory action. 
 
 

IV. SCIENTIFIC DISCUSSION 
 

IV.1 Information on the pharmaceutical formulation used in the study (ies) 
 

GSK Biologicals' Inactivated poliomyelitis vaccine Poliorix™ was used in both performed 
studies. 
GSK Biologicals’ DTPa Vaccine (Infanrix-Hib) was used in comparative study. 
GSK Biologicals' DTPa vaccine Infanrix™ was applied in non-comparative study. 
 
The pharmaceutical formulation corresponds to WHO and European regulatory requirements. 
The composition of the study vaccines is presented in tables below. 
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IV.2 Clinical aspects 
 
 

1. Introduction 
 
 
The MAH submitted two final reports for: 
 

- IPV-020 (GSK etrack number 113586 – Eudra CT 2013-002804-15); 
- IPV-021 BST:018 (GSK etrack number 114306 – EudraCT 2012-004513-14) 
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2. Clinical studies 
 
 
 
Study number 113586 IPV-020 
Title: A phase IV, open-label, multicentre, non-comparative study to assess reactogenicity 
and safety of co-administration of GlaxoSmithKline (GSK) Biologicals' inactivated poliomyelitis 
vaccine PoliorixTM and DTPa-vaccine InfanrixTM in the frame of three-doses of primary 
immunization course in healthy children of 3, 4.5 and 6 months of age in Russian Federation. 
 
 Description 

A phase IV, open-label, multicentre, non-comparative safety study of co-administration of 
inactivated poliomyelitis vaccine PoliorixTM and DTPa-vaccine InfanrixTM in the frame of 
three-doses of primary immunization course in  400 healthy children of 3, 4.5 and 6 
months of age in Russian Federation. 

 
 Methods 
 

 Objective: 
Reactogenicity and safety assessment of co-administration of inactivated poliomyelitis 
vaccine PoliorixTM and DTPa-vaccine InfanrixTM in the frame of three-doses of primary 
immunization course in healthy children of 3, 4.5 and 6 months on age in Russian 
Federation according to the National Calendar oh Prophylactic Immunisation. 
 

 Study design 

 
 

 

 Study population /Sample size 
400 healthy children of 3, 4.5 and 6 months of age 
 

 Treatments/intervention 
All subjects received three-dose of Infanrix and Poliorix as a primary immunization at 3, 
4,5 and 6 months by IM injection. 
 

 Outcomes/endpoints 
1. Incidence of solicited local and general adverse events (AE) reported within 4-day 

follow-up period (on the day of vaccination and 3 days after vaccination) following 
administration of each vaccine dose. 
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2. Incidence of unsolicited adverse events (AE), reported within 31 days following 
administration of each vaccine dose (the day of vaccination and 30 days after 
vaccination). 

3. Incidence of serious adverse events reported from the date of administration of the 
first vaccine dose and up to Month 1 after administration of the final dose of the study 
vaccine. 

 

 Statistical Methods 
Descriptive analysis: The percentage of subjects with at least one local adverse 
event (solicited –expected and unsolicited- unexpected), with at least one general 
adverse event(solicited-expected  and unsolicited- unexpected) and with any adverse 
event during the 4-day (Day 0 to Day 3) follow-up period after vaccination was tabulated 
with exact 95% CI after 
each vaccine dose and overall. 
 

 
 Results 
 

 Recruitment/ Number analysed 
400 healthy caucasian babies were vaccinated, the mean age of the subjects included in 
the analysis was 3,4 ± 0,5 months. 178/400 (44.5%) subjects enrolled into the study were 
female and 222/400 (55.5%) were male. Full schedule of vaccination was completed by 
391/400 (97.8%) subjects. The reasons for discontinuation or withdrawal were: Informed 
consent withdrawal 4 (1.0%); migration from the study area 3 (0.8%); lost to follow-up 
2(0,5%), and other 1 (0,3%). 
 

 Baseline data 
Well balanced population of the healthy male and female babies fulfilled inclusion criteria 
for prophylactic vaccination. 

 

 Efficacy results 
NA 
 

 Safety results 
In 167/400 (42.1%) / (95% CI: 37.2%, 47.1%) subjects during the study following 
vaccination with Poliorix, the most frequent adverse event was redness (160/400 (40.4%) 
subjects (95% CI : 35.5%,45.4%)  
In total over the study period unexpected adverse events starting from Day 0 till Day 3 
following the vaccination, were reported for 43/400 (48.9%)/(95% CI: 38.1%, 59.8%) 
subjects. 
Serious adverse events were reported for 4 subjects (4/400 (1.0%)) of which none were 
related to the study products. 
The safety results are presented in the tables below: 
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Study number: 114306 (IPV-021 BST: 018) 
Title: An open-label study to assess the immunogenicity and reactogenicity of 
GlaxoSmithKline (GSK) Biologicals’ IPV vaccine (Poliorix) administered as a booster 
dose at 18 months of age in healthy Chinese toddlers previously primed with the same 
vaccine in the study IPV-018 (112679). 
 

 Description 
 
The study was conducted in an open manner since the vaccination regimen differed between 
the two groups. Subjects in the Poliorix group were to receive two vaccines, 
Poliorix and Infanrix-Hib, whereas subjects in the control group were to receive only one 
vaccine, Infanrix-Hib. For each treatment group, at exact timepoint serological result were 
performed: the seroprotection rates with exact 95% CIs were calculated for each of the three 
poliovirus antigens. 
 
 

 Methods 
 
• Objective(s) 
To assess the efficacy - the immunological response to a booster dose of GSK Biologicals’ IPV 
in terms of poliovirus type 1, 2 and 3 antibodies, and safety after the booster dose in subjects 
primed with three doses of the same IPV vaccine in study IPV-018. 
 
• Study design 
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• Study population /Sample size 
Healthy male and female toddlers who completed the full three-dose primary vaccination course 
of polio vaccine in study IPV-018 were invited to participate in this study. The subjects were 
between 18 and 24 months of age. 
 
• Treatments/intervention 
In accordance with the locally recommended immunisation schedule, all subjects also received a 
booster dose of GSK Biologicals’ diphtheria-tetanus-acellular pertussis/Haemophilus influenzae 
type b (DTPa/Hib) vaccine (Infanrix-Hib) at Visit 1. 
 
• Outcomes/endpoints 
Primary: 
- To assess the immunological response to a booster dose of GSK Biologicals’ IPV in terms of 
poliovirus type 1, 2 and 3 antibodies, one month after the booster dose in subjects primed with 
three doses of the same IPV vaccine in study IPV-018. 
- To assess the persistence of antibodies to poliovirus types 1, 2 and 3 antigens at 18 months of 
age in subjects primed with three doses of GSK Biologicals’ IPV or three doses of OPV in study 
IPV-018. 
Secondary: 
- To assess the safety and reactogenicity of a booster dose of GSK Biologicals’ IPV in terms of 
expected and unexpected, local and general symptoms and serious adverse events (SAEs), in 
children primed with three doses of the same IPV vaccine in study IPV-018. 
 
• Statistical Methods 
The analysis of antibody persistence was performed on the according-to-protocol (ATP) cohort 
for analysis of antibody persistence. The analysis of immune response to the booster dose of 
IPV was based on the ATP cohort for analysis of immunogenicity. 
For each treatment group, at each timepoint with available serological results: 
- the seroprotection rates with exact 95% confidence intervals (CIs) were calculated for each of 
the three poliovirus antigens 
- Geometric Mean Titres (GMTs) with 95% CI were tabulated for antibodies against the three 
poliovirus types. 
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- Descriptive analysis of safety data 
 

 Results 
 
• Recruitment/ Number analysed 

 
 
• Baseline data 

 
 
• Efficacy results 
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At persistence timepoint, 98.3%, 94.7% and 94.9% of the subjects in the Poliorix 
group and 99%, 99.6% and 96.1% of the subjects in the Control group were seroprotected 
against poliovirus types 1, 2 and 3, respectively. 
One month after the booster dose, all the subjects in the Poliorix group were seroprotected 
against all poliovirus types. 
 

 
• Safety results 
 
At least one symptom (expected/unexpected, local/general) was reported for 43.2% ofthe 
subjects. General symptoms were reported in 41.7% of the subjects and local 
symptoms in11.7% of the subjects. 
Unexpected symptoms were reported for 4.7% of the subjects in the Poliorix group. One non-
fatal SAE was reported for one subject in the Control group.  
Poliorix was well tolerated when given as a booster vaccination. 
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3. Discussion on clinical aspects 
 
 
Both studies IPV-020 and IPV-021 were conducted according to GCP, properly designed and 
analysed. The primary and secondary endpoints of both studies were well selected, met and are 
properly documented. It was confirmed that Poliorix vaccine gives seroprotection against 
poliovirus type1, 2 and 3 and when combined with DTPa-vaccine InfanrixTM is effective and safe.  
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V. MEMBER STATES OVERALL CONCLUSION AND 
RECOMMENDATION 

 
 
The results of these two studies are supportive in terms of efficacy and safety, and do not alter 
the risk/benefit profile of Poliorix™ in target paediatric population. 
 

 Overall conclusion 
 

No changes in the product information are required 
 
 Recommendation  
 
No further action required. 
 
 
 


