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Graph is adapted from CEID 2019 ASM - An Update on Infectious Diseases in Hong Kong by Dr. Wong KH
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1 Seroprotection defined as titres 20.1 |U/mL by enzyme-linked immunosorbent assay (ELISA) for diphtheria and
tetanus; seropositivity defined as titres =5 ELISA units/mL for pertussis antigens: pertussis toxin, filamentous
haemagglutinin and pertactin.
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Name of the Medicinal Product: Boostrix. Q ive Co i 1 dose (0.5 ml) contains not less than
21U diphtheria toxoid, not less than 20 IU of tetanus toxold 8 mcg of pertussis toxoid, 8 mcg of filamentous haemagglutinin,
2.5 meg of pertactin, adsorbed on hydrated and phosphate. Indicati Indicated for
booster vaccination against diphtheria, tetanus and pertussis oflndlvlduals from the age of four years onwards. Posology and
Administration: A single 0.5 ml dose of the vaccine is recommended. The use of Boostrix may be considered durlng the third
trimester of pregnancy. Method of administration: Boostrix is for deep intramuscular injection, preferably in the deltoid
region. Contraindications: Subjects with known hypersensitivity to any component of the vaccine or to subjects having shown
signs of hypersensitivity after previous administration of diphtheria, tetanus or pertussis vaccines; Subject has experienced an
encephalopathy of unknown aetiology, occurring within 7 days following previous vaccination with pertussis-containing
vaccine. Administration should be postponed in subjects suffering from acute severe febrile illness As with other vaccines,
administration of Boostrix should be postponed in subjects suffering from acute severe febrile illness Special Warnings and
Precautions for Use: If any of the following events are known to have occurred in temporal relation to receipt of
pertussis-containing vaccine, the decision to give doses of pertussis-containing vaccines should be carefully considered:
temperature of 2 40.0°C within 48 hours of vaccination, not due to another identifiable cause; collapse or shock-like state
1hypoton|c hyporesponsiveness episode) within 48 hours of vaccination; persistent, inconsolable crying lasting = 3 hours,
occurring within 48 hours of vaccination; convulsions with or without fever, occurring within 3 days of vaccination. Boostrix
should under no circumstances be administered intravenously. Syncope (fainting) can occur following, or even before, any
vaccination especially in adolescents as a psychogenic response to the needle injection. It is important that procedures are in
place to avoid injury from faints. As with any vaccine, a protective immune response may not be elicited in all vaccinees.
Interactions: If Boostrix is to be given at the same time as another injectable vaccine or immunoglobulin, the products should
always be administered at different sites Fertility, pregnancy and Lactation: Pregnancy: The use of Boostrix may be
considered during the third trimester of pregnancy. Limited data indicate that maternal antibodies may reduce the magnitude
of the immune response to some vaccines in infants born from mothers vaccinated with Boostrix during pregnancy. The clinical
relevance of this observation is unknown. feeding: The effect of inistration of Boostrix during lactation has not been
assessed. Nevertheless, as Boostrix contains toxoids or inactivated antigens, no risk to the breastfed infant should be expected.
The benefits versus the risk of ing Boostrix to k feeding women should carefully be evaluated by the health-care
providers. Adverse Reactions: ical Trial Data: Children from 4 to 9 years of age upper respiratory tract infection; anorexia;
irritability; somnolence, headache and disturbances in attention; conjunctivitis; diarrhoea, vomiting, gastrointestinal disorders;
rash; injection site reactions (including pain, redness and swelling), fatigue, fever > 37.5 °C (including fever > 39 °C), other
injection site reactions (such as induration) and pain. Adults, adolescents and children from the age of 10 years onwards: upper
respiratory tract infection, pharyngitis; lymphadenopathy; headache, dizziness, syncope; cough; nausea, gastrointestinal
disorders, diarrhoea, vomiting; hyperhidrosis, pruritus, rash; arthralgia, myalgia, joint stiffness, musculoskeletal stiffness;
injection site reactions (including pain, redness and swelling), fatigue, malaise, fever > 37.5°C, injection site reactions (such as
injection site mass and injection site abscess sterile), fever > 39 °C, influenza like illness and pain. Data on 146 subjects suggests
a small increase in local reactogenicit%l (pain, redness, swelling) with repeated vaccination according to a 0, 1, 6 months
schedules in adults (>40 years of age). Post Marketing Data: Angioedema, allergic reactions, including anaphylactic and
anaphylaclold reactions, convulslons (with or without fever), urticaria, extensive swelllng of the. vacclnated limb, asthenia.

he ful prior t Full ilabl request
from GIaxoSmlthKIme Ltd, 23/F, Tower 6, The Gateway, 9 Canton Road, Tsimshatsui, Kowloon, Hong Kong. Abbreviated
Prescribing Information preparedin 11 Feb 2020 based on version HK022019 (GDS10/IPI11/MHRA20181214). For adverse event
reporting, please call GlaxoSmithKline Limited at (852) 3189 8989 (Hong Kong) or (853) 2871 5569 (Macau), or send an email to
us at HKAdverseEvent@gsk com.

PI  the fi ing inf i ilabl request
from GIaxoSmlthKIme Ltd 23/F, Tower 5,The Gateway, 9 Canton Road Tslmshatsul, Kowloon, Hong Kong.

For adverse event reporting, please call GlaxoSmithKline Limited at (852) 3189 8989 (Hong Kong) or (853) 2871 5569
(Macauy), or send an email to us at HKAdverseEvent@gsk.com. The material is for the reference and use by healthcare
professionals.
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