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Dear Ken
LEVETIRACETAM

Thank you for your response to our consultation, and your e-mail to our Deputy Chair and
Chief Executive with which you provided a copy of your letter to the Minister of Trade. | also
understand that you sent a similar letter to the Minister of Health.

The outcome of PHARMAC's decision has, in my understanding, addressed the key concern
you raised with Ministers (see our notification of the decision, attached). Given the open
consultation process we had underway, and our mutual efforts to further strengthen our
engagement, those letters were, in my view, premature. | do, however, want to acknowledge
the issues you raised and provide a general response to your submission.

The attached notification letter outlines the details of the decision to fund levetiracetam under
Levetiracetam Special Access (LSA) initially and later via a general Pharmaceutical
Schedule listing of Levetiracetam-Rex (should it gain regulatory approval).

As you will see from the notification, we have specified that only the Keppra brand of
levetiracetam is to be eligible for funding under LSA. PHARMAC was aware, at the time we
consulted, that the UCB registered brand of Keppra has been unavailable in New Zealand
and our proposal aimed to ensure that Keppra obtained by pharmacists from overseas (and
thus unregistered in NZ) could be funded. It was never PHARMAC’s intention that the
proposed LSA process be in conflict with the provisions of Section 23B of the Medicines Act
1981. However, the consultation letter used general language when referring to unregistered
brands of levetiracetam, such that we can understand the interpretation that you reached.

I hope the outcome of PHARMAC's decision allays the concerns you raised regarding
funding for unapproved generic versions of levetiracetam while Keppra enjoys a period of
data protection with the regulator. Of course, this does not mean that the Keppra obtained
by pharmacists will be approved stock, since it may be obtained from overseas {as we
understand is the case currently).
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