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Dear Jane, @%E &E

reports associated with the approval -
eNZB). S

| have now completed a’r

process for the men l:i _

With regard tosth&>guality
requirementg GV 8&stion 23
that Chirgn ws i

ing to the vaccine, the approval under the
Medicines Act 1981, was granted on the basis

) the vaccine. The minutes of that meeting note that the
A letter be sent to the Director of the -Meningococcal Vaccine
Fmdvising that as a condition of provisional consent of this product
g would be required to be carried out by the Meningococcal Vaccine
m and reported back to Medsafe:

Nnformed consent forms be provided to person about o be vaccinated (or
parent/guardian in the case of children under the age of 15years). These
forms clearly identify concerns about efficacy.

Laboratory diagnosis of Meningococcal infection

identification of vaccine failure.

| am now confirming this condition of the VSC which was raised during the
consideration of the data. For additional information, | have attached a copy of
the full minutes of the VSC meeting to this letter for your information.
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As the requirement noted by the VSC is
that these conditions are being met on an

Yours sincerely,

‘Q\“_\O &CQ{/L'\.E_LW

Rob Allman
Team Leader, Evaluation Team.

quite specific, | seek your confirmation
ongoing basis.



