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Abstract
ObjectiveAs per the requirement of Korean Food and Drug Administration, this post-marketing surveillance was conducted in Korea to evaluate the safety and reactogenicity of Poliorix™ following its introduction in 2006.

MethodsIn this open, multicenter study, the vaccine was administered as per the current practice of Korean doctors and in reference to the guidebook by the Korean Pediatric Society and as indicated in the Korean label which was as follows - for primary vaccination three doses were given to infants at ages 2, 4 and 6 months whereas, for the booster dose a single dose was given to children aged 4-6 years. Safety data during this six year surveillance was collected using diary cards which were distributed to the parents to record adverse events.

ResultsA total of 639 subjects were enrolled into the study. Of these, 617 subjects and 22 subjects received the vaccine as a primary and booster dose, respectively. At least one unsolicited symptom was reported in 11.4% (73/639) of the subjects during the 7-day follow-up period; upper respiratory tract infection (2.5%;16/639) was the most frequently reported unsolicited symptom. One subject reported at least one unsolicited symptom (gastroenteritis) of grade 3 intensity within the 31-day post-vaccination period. Approximately 1.7% (11/639) of subjects reported 13 serious adverse events (SAEs). All SAEs were resolved by the end of the study.

ConclusionIn Korea, primary and booster vaccination with Poliorix™ was well-tolerated in healthy subjects when administered according to the prescribing information as part of routine clinical practice.
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  Study design.
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  Occurrence of each solicited symptom during the 7-day follow-up period for each dose of Poliorix™ (A) local symptoms (B) general symptoms (total vaccinated cohort).
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  Definition of Parameters for the Assessment of Safety and Reactogenicity
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  Definition of Parameters for the Assessment of Safety and Reactogenicity: Solicited General AE
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Symptom Intensity Grade  Definition
Solicited general AE
Drowsiness Grade 0 Behavior as usual
1 Drowsiness easily tolerated
2 Drowsiness that interferes normal activity
3 Drowsiness that prevent normal activity
Gastrointestinal Grade 0 Gastrointestinal symptoms (nausea, vomiting, diarrhea and/or abdominal pain): normal
1 Gastrointestinal symptoms tolerated
2 Gastrointestinal symptoms that interfere with normal activity
3 Gastrointestinal symptoms that prevent with normal activity
Iricability Grade 0 Behavior as usual
1 Crying more than usual/no effect on normal activity
2 Crying more than usual/interferes with normal activity
3 Crying that cannot be comforted/prevents normal activity
Loss of appeiite Grade 0 Appetite as usual
1 Eating less than usual/no effect on normal activity
2 Eating less than usual/interferes with normal activity
3 Not cating at all
Fever Record temperature
Grade 3 Temperature >39.0C, Axillary
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Symptom Intensity Grade  Definition
Solicited local AE -
Grade 0 Absent
1 Minor reaction to touch
2 Cries/protest on touch
3 Cries when limb is moved/spontancously painful
~Redness/Swelling
Grade 0 Absent
1 Record greatest surface diameter in mm
Primary vaccination: <5 mm; Booster vaccination: <20 mm
2 Primary vaccination: )5 to 20 mm; Booster vaccination: )20 to 50 mm
3 Primary vaccination: )20 mmi Booster vaccination: Y50 mm
Unsolicited AE and SAE
1 (mild) ~An AE which is easily tolerated by the subject, causing minimal dis-

2 (moderate)
3 (severe)

comfort and not interfering with everyday activities

~An AE which is sufficiently discomforting to interfere with normal
everyday activities
—~An AE which prevents normal, everyday activities and would cause the
parents/guardians to seck medical advice






