


» Limited Final Production Campaign of CFCs for MDIs

m [PAC concurs with the TEAP/MTOC that an annual essential use process beyond 2009 is
not practical or desirable. Continued year-on-year allocations could present risks for
patients and stall the progress toward global phase-out of CFC MDIs. Establishing a date-
certain end to new CFC production for essential uses furthers the overarching goals of the
Montreal Protocol. IPAC supports the Parties further consideration of a process to allow a
final campaign production of CFCs in 2009 for MDIs in non-Article 5(1) Parties and
Article 5(1) Parties and no CFC production after that. We emphasize the following
important points to ensure that such a “final campaign” (i) does not delay or otherwise
impede progress toward completion of the transition and (ii) is available only for those
products with a CFC-free replacement at an advanced stage of development:

O A final production campaign should be limited to meet patient need for the few essential MDIs
remaining post-2008 where the corresponding CFC-free MDI is under active, advanced R&D.
Parties could nominate and authorize in 2008 the volumes to be produced in a final campaign
during 2009. IPAC concurs with the informational elements identified by the TEAP/MTOC

needed to calculate a final campaign.

O Sourcing from existing stockpiles — wherever possible — should take precedence over new
production. To minimize the need for new production, Parties can and should play an important
role in identifying suitable stocks and promoting their effective and efficient transfer, including

cross-border transfers as allowed under existing Decisions of the Parties.

O Given existing stockpile levels and projected launch dates of CFC-free alternatives, a final
production campaign may not be necessary for non-Article 5(1) markets. If needed, the amounts
are expected to be modest and potentially only for CFC-114 which cannot be sourced from

existing stockpiles.

O Any pharmaceutical-grade CFCs remaining at the conclusion of the MDI transition must be
destroyed via environmentally acceptable means by deadlines to be determined by the Parties.

» Essential Use Nominations for 2008 and 2009

m [PAC notes that TEAP/MTOC has recommended approval of the European Community’s
and United States’ nominations for 2008 and 2009. IPAC believes that it would be best to
defer until 2008 a final authorization of essential use volumes for 2009. Important
information will be available next year regarding CFC needs — including the US FDA
rulemaking on the phase-out timeframe for the CFC MDIs remaining on the market there.
In addition, given the possibility that a final limited production campaign may take place in
2009 it makes sense to consider such CFC needs for MDIs next year.
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