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Abbreviated Prescribing information

Product Name: Bexsero. Active Ingredient: 1 dose (0.5ml) contains 50 pg recombinant
Neisseria meningitidis group B NHBA fusion protein; 50 ug recombinant Neisseria meningiticlis
group B NadA protein; 50 ug recombinant Neisseria meningitidis group B fHbp fusion protein; 25
Hg outer membrane vesicles (OMV) from Neisseria meningitidis group B strain NZ98/254
measured as amount of total protein containing the PorA P1.4. Indication: active immunisation
of individuals from 2 months of age and older against invasive meningococcal disease caused
by Neisseria meningitidis group B. Posology and method of administration: Please refer to
the posology in the full prescribing information of Bexsero for details. The vaccine is given by
deep intramuscular injection, preferably in the anterolateral aspect of the thigh in infants or in the
deltoid muscle region of the upper arm in older subjects. Separate injection sites must be used
if more than one vaccine is administered at the same time. Contraindications: Hypersensitivity
to the active substances or to any of the excipients. Special warnings and precautions for
use: As with other vaccines, administration of Bexsero should be postponed in subjects
suffering from an acute severe febrile illness. However, the presence of a minor infection, such
as cold, should not result in the deferral of vaccination. Do not inject intravascularly. As with all
injectable vaccines, appropriate medical treatment and supervision should always be readily
available in case of an anaphylactic event following the administration of the vaccine.
Anxiety-related reactions, including vasovagal reactions (syncope), hyperventilation or
stress-related reactions may occur in association with vaccination as a psychogenic response to
the needle injection (see section 4.8). It is important that procedures are in place to avoid injury
from fainting. This vaccine should not be given to individuals with thrombocytopenia or any
coagulation disorder that would contraindicate intramuscular injection, unless the potential
benefit clearly outweighs the risk of administration. As with any vaccine, vaccination with
Bexsero may not protect all vaccine recipients. Bexsero is not expected to provide protection
against all circulating meningococcal group B strains. (see section 5.1). As with many vaccines,
healthcare professionals should be aware that a temperature elevation may occur following
vaccination of infants and children (less than 2 years of age). Prophylactic administration of
antipyretics at the time and closely after vaccination can reduce the incidence and intensity of
post-vaccination febrile reactions. Antipyretic medication should be initiated according to local
guidelines in infants and children (less than 2 years of age). Individuals with impaired immune
responsiveness, whether due to the use of immune-suppressive therapy, a genetic disorder, or
other causes, may have reduced antibody response to active immunisation. Immunogenicity
data are available in individuals with complement deficiencies, asplenia, or splenic dysfunctions
(see section 5.1). There are no data on the use of Bexsero in subjects above 50 years of age
and limited data in patients with chronic medical conditions. The potential risk of apnoea and the
need for respiratory monitoring for 48-72 hours should be considered when administering the
primary immunisation series to very premature infants (born < 28 weeks of gestation) and
particularly for those with a previous history of respiratory immaturity. As the benefit of
vaccination is high in this group of infants, vaccination should not be withheld or delayed.
Kanamycin is used in early manufacturing process and is removed during the later stages of
manufacture. If present, kanamycin levels in the final vaccine are less than 0.01 micrograms per
dose. The safe use of Bexsero in kanamycin-sensitive individuals has not been established.
Interaction with other medicinal products and other forms of interaction: Clinical studies
demonstrated that the immune responses of the co-administered routine vaccines were
unaffected by concomitant administration of Bexsero, based on non-inferior antibody response
rates to the routine vaccines given alone. Due to an increased risk of fever, tenderness at the
injection site, change in eating habits and irritability when Bexsero was co administered with the
above vaccines, separate vaccinations can be considered when possible. When given
concomitantly with other vaccines Bexsero must be administered at separate injection sites.
Pregnancy and lactation: Pregnancy: Insufficient clinical data on exposed pregnancies are
available. The potential risk for pregnant women is unknown. Nevertheless, vaccination should
not be withheld when there is a clear risk of exposure to meningococcal infection. Lactation:
Information on the safety of the vaccine to women and their children during breast-feeding is not
available. The benefit-risk ratio must be examined before making the decision to immunise
during breast-feeding. Fertility: There are no data on fertility in humans. Undesirable effects:
Infants and children (up to 10 years of age): eating disorders; sleepiness; unusual crying;
headache; seizures (including febrile seizures); pallor; Kawasaki syndrome; diarrhoea; vomiting;
rash; eczema; urticaria; arthralgia; fever 238°C, fever 240°C), injection site tenderness (including
severe injection site tenderness defined as crying when injected limb is moved), injection site
erythema, injection site swelling, injection site induration, irritability. Adolescents (from 11 years
of age) and adults: headache; nausea; myalgia; arthralgia; injection site pain (including severe
injection site pain defined as unable to perform normal daily activity), injection site swelling,
injection site induration, injection site erythema, malaise. Please read the full prescribing
information prior to administration. Full prescribing information is available on request
from GlaxoSmithKline Ltd, 23/F, Tower 6, The Gateway, 9 Canton Road, Tsimshatsui,
Kowloon, Hong Kong. Abbreviated Prescribing Information prepared in Jul 2019 based on
version K052020(GDS11/EMA20200505).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.

The material is for the reference and use by healthcare professionals only.

Please read the full prescribing information prior to administration. Full prescribing
information is available upon request at GlaxoSmithKline Limited, 23/F, Tower 6, The
Gateway, 9 Canton Road, Tsim Sha Tsui, Hong Kong.

For adverse event reporting, please call GlaxoSmithKline Limited at (852) 3189 8989
(Hong Kong), or send an email to us at HKAdverseEvent@gsk.com.

Trade marks are owned by or licensed to the GSK group of companies.
©2021 GSK group of companies or its licensor.
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£E8¥ : 1. Bexsero Hong Kong Prescribing information 2019. 2. Pfizer Ltd. Trumenba.
Annex I: Summary of product characteristics. 3. CHP. Number of notifiable infectious diseases
by month. Available at: https:/Awww.chp.gov.hk/en/static/24012.html (Accessed on 28 Jan
2019). 4. CHP. Communicable Diseases Watch. Jan 27-Feb 9 2019 Weeks 5-6. Vol 16 Issue
No.3. 5. WHO. Meningococcal meningitis fact sheet. Available at:https://www.who.int/
news-room/fact-sheets/detail/meningococcal-meningitis (Accessed on 2 APR 2019). 6.
Peterson ME et al. J Glob Health. 2019; 9: 010409. 7. Rosenstein NE, et al. N Engl J Meed.
2001. 8. Viner RM, et al. Lancet Neurol. 2012; 11:774-783. 9. Meningococcal Australia. The
Facts. Available at: http:/Awww.meningococcal.org.au/new-page-1 (Accessed on 2 APR 2019).
10. Centers for Disease Control and Prevention. VPD manual Chapter 8: Meningococcal
disease. 11. MacNeil Jr et al. Pediatrics. 2015;135:€305-11. 12. Archer BN et al. Med J Aust
2017; 207 (9):382-7. 13. Lahra MM et al. Commun Dis Intell 2014;40:E503-E511;
14. Australian Bureau of Statistics. Population by age and sex, Australian states and territories,
June http:/Aww.abs.gov.awAUSSTATS/abs@.nsf/DetailsPage/3101.0Jun%202015?0penDocument
(all accessed Aug 2019). 15. Data on file, GSK. 16. Chen M et al. Scientific Reports. 2018;
8:12334. 17. Data on file - 2016N29758002. 18. Meningococcal B. Health and Safety Executive
(HSE). National Immunization office. Dublin, Ireland. 19. Piano Nazionale Prevezione Vaccinate
PNPV 2017-2019. Ministero della salute website. 20. Moreno-Perez D, Alvarez et al. Spanish
Association of Pediatric. 21. Diario da Republica, 2.2 série;2019;1-2;Despacho n.° 12434/2019

Safety Information

Hypersensitivity to any components of BEXSERO is a contraindication to administration.
Administration of BEXSERO should be postponed in subjects suffering from an acute severe
febrile illness. Minor infection, such as cold, should not result in the deferral of vaccination.
BEXSERO should not be given to individuals with thrombocytopenia or any coagulation disorder
that would contraindicate intramuscular injection, unless the potential benefit clearly outweighs
the risk of administration. Appropriate medical treatment and supervision should always be
readily available in case of an anaphylactic event following administration of BEXSERO.
Anxiety-related reactions, including vasovagal reactions (syncope), hyper-ventilation or
stress-related reactions may occur in association with vaccination as a psychogenic response to
the needle injection. It is important that procedures are in place to avoid injury from fainting.

The safety and efficacy of BEXSERO in individuals above 50 years of age have not been
established. There are limited data in patients with chronic medical conditions and with impaired
immune responsiveness (complement deficiency, asplenia or splenic dysfunction). In
immunocompromised individuals, vaccination may not result in a protective antibody response.
!nshufﬁcient clinical data on exposed pregnancies are available and there are no data on fertility
in humans.

BEXSERQO is not expected to provide protection against all circulating meningococcal group B
strains.

The most common adverse reactions observed in clinical trials of infants and children were
tenderness and erythema at the injection site, fever, and imitability. Fever occurred more
frequently when BEXSERO was co-administered with other routine infant vaccines than when it
was given alone.

Higher rates of antipyretic use were also reported for infants vaccinated with BEXSERO and
routine vaccines. When BEXSERO was given alone, the frequency of fever was similar to that
associated with routine infant vaccines administered during clinical trials. When fever occurred,
it generally followed a predictable pattern, with the majority resolving by the day after
vaccination.

Prophylactic use of paracetamol reduces the incidence and severity of fever without affecting the
immunogenicity of either BEXSERO or routine vaccines. Antipyretic medication should be
initiated according to local guidelines in infants and children (less than 2 years of age).

Due to an increased risk of fever, tenderness at the injection site, change in eating habits and
irritability when BEXSERO was co-administered with routine vaccines, separate vaccinations
can be considered when possible.

In adolescents and adults, the most common local and systemic adverse reactions observed
were pain at the injection site, malaise and headache.

Less commonly, some serious events can occur after BEXSERO: seizures (including febrile
seizures) and allergic reactions.

GlaxoSmithKline Limited

23/F, Tower 6, The Gateway, 9 Canton Road,
Tsimshatsui, Kowloon
Tel: (852) 3189 8989 Fax: (852) 3189 8931
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