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Public Health Department,
31-33 Catherine Street,

           Limerick.

Tel:   061 483338
Fax:  061 483211

To: Report No: Chairman & Each Member
Mid-Western Health Board Item No     on Agenda

Report for Meeting of the Board to be held on Sept 13th 2002

Report on BCG Vaccine

Dear Member,

On August 6th The Irish Medicines Board (IMB) stated that following its recall of one batch of the
BCG vaccine and subsequent suspension of the BCG vaccine licence held by Evans Vaccine
Ltd UK in July, tests on five further batches of vaccines supplied to the Irish market over the last
two years, are now complete. They reveal that one batch did not meet the licensed potency
specification. The batch in question, no. 754576, was distributed in Ireland between 4th April
2000 and 4th July 2002.  The IMB stressed to parents who may have had their children
vaccinated during this period not to be unduly concerned as there are no safety issues relating
to the vaccine, but a possibility of reduced effectiveness. The Board has also expressed its
dissatisfaction with procedures at the Evans plant to the company and is working closely with its
equivalent licensing body the Medicines Control Agency (MCA) in the UK to investigate
company procedures.

The Board identified 2500 individuals, mostly infants, who were innoculated against tuberculosis
with BCG  because of new concerns about the effectiveness of the vaccine. It is estimated that
the breakdown of the patients on a county basis is 800 in Clare, 1200 in Limerick and around
500 in North Tipperary.

Individuals or their parents are being written to, to say if the BCG they received was the one
involved. Subsequently clinics will be set up to see the child to progress the matter. A key
determinant is the availability of BCG vaccine to allow the normal programme to go forward and
to do however many children need a repeat vaccine.

The Bacillus Calmette-Guerin (BCG) vaccine is given by injection to protect against
tuberculosis. The vaccine contains a weakened (“attenuated”) form of a bacteria related to the
one that causes tuberculosis. This stimulates the immune system to protect against
tuberculosis.  BCG has contributed to the dramatic decline in TB over the past 40 years; BCG
vaccination is usually given to newborn babies, but can also be given to older children and



adults who are considered to be at risk of developing TB, where potential contact with the
disease could occur or has occurred.

In 1952 there were 6,795 cases of TB notified in Ireland. The combination of better living
conditions, antibiotics and BCG resulted in a dramatic reduction in the disease. 395 cases of TB
were notified nationally in 2000. The figure for the Mid West in 2001 was 47 and of this number
none were under the age of 16.

There has been an overall downward trend in TB notifications in Ireland through the nineties.
The people most likely to catch TB are the very young, the elderly and those with an immune
system weakened either by illness or by certain medications.

Yours sincerely,

________________
Dr. Kevin Kelleher,
Director of Public Health.


