RUNNING LIST OF CET GROUP 5 ITEMS

Item Responsible Due | Status
Person Date
1. CET 1501 - Status of implementation of EU B. Orés (01 Oct. 2008) Beatrice distributed a summary of
Directive 2004/27/EC on Generic Drug Regulation the results of the status survey in the various
countries.
2. Status of biotech Directive 98/44/EC A. Ryan Anne to inform members of any updates
3. Patentability of genes based on genomics Heléne Helene has summarized status of EP cases
Fagerlin
4. Summary of US proposed legislation of generic | L. Svensson Draft paper circulated to members on 23 February
biotech drugs — Access to Life-Saving 2007. US legislation moving slowily. Continue to
Medicines Act follow for updates.
5. Swiss type of claims on medical devices, T All EU group
138/95. Are there other members
interesting decisions of this kind?
6. CET 1502 — Amicus Brief with CET 4 on G 2/08 | F. Vatti/D. (13 Sept. 2008) Draft provided to EXCO for
re: patentability of claims to dosage regimen Alge discussion/approval
7. CET 1503 — EMEA guidelines on biogenerics F. Vatti (3 Sept. 2008) Paper provided to EXCO for

information
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