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BCG Vaccine SSI and Severe Local Reactions 
BCG Vaccine SSI [Danish 1331 strain] was first 
authorised in Ireland in 2001 for immunisation 
against tuberculosis and has been used in the 
immunisation programme since the withdrawal 
of the Evans BCG vaccine from the Irish market 
in July 2002. The IMB has closely monitored 
and highlighted experience with use of BCG 
Vaccine SSI since its introduction.

As indicated in the product information, the 
expected response to vaccination includes a 
slight swelling at the injection site followed 
by a small ulcer. Patients may also experience 
enlargement of a regional lymph node to less 
than one centimetre. The product information 
advises that if the swelling at the injection site 
persists or if the ulcer/swelling is larger than 
one centimetre follow up with the relevant 
Healthcare Professional is recommended. 

Uncommon adverse reactions (i.e. occurring 
with a frequency of more than one in a 
thousand but less than one in a hundred) 
include headache, fever, swelling of glands in 
the armpit to more than 1cm and a discharging 
ulcer at the injection site. 

Local reactions which occur rarely (i.e. with 
a frequency of less than one in a thousand 
but more than one in ten thousand), include 
lymphadenopathy, abscess formation and/or 
secondary infection.

During 2010, the pattern of adverse reactions 
reported in Ireland remains consistent with the 

nature and frequency of expected reactions for 
the vaccine. The majority of reported cases 
continue to involve severe local reactions, 
some of which concerned abscess formation, 
lymphadenopathy and/or secondary infection.  
Some of these more extensive reactions required 
treatment with antibiotics and/or surgical 
intervention (drainage). 

The overall reporting pattern of suspected 
adverse reactions continues to be consistent with 
the expected incidence of reactions. However, 
because of the severity of some cases and the 
issues associated with follow up, referral and 
further intervention where necessary, the IMB 
wishes to again highlight the potential for serious 
adverse reactions associated with BCG Vaccine 
SSI particularly if the vaccine is inadvertently 
given subcutaneously or intramuscularly rather 
than intradermally. Detailed information and 
advice on dosing, administration and the safety 
profile of the product can be accessed in the 
Summary of Product Characteristics available on 
the IMB website www.imb.ie. 

Key message:

–   The overall pattern of adverse reactions 
associated with BCG Vaccine SSI remains 
consistent with the frequency and severity of 
expected reactions.

–   It is important to administer the vaccine 
intradermally in order to minimise the 
occurrence of severe local reactions.


