Extension of the Shelf-life for Tamiflu from 5 years to 7 years
On 27 April 2009, the Marketing Authorisation Holder for Tamiflu submitted a variation (EMEA/H/C/402/II/65) to extend the shelf-life of Tamiflu 75 mg, 45 mg and 30 mg hard capsules from 5 to 7 years. Following assessment, the CHMP issued a positive opinion on the 6th May 2009 – this means that the variation application has been approved on the basis that appropriate quality data was submitted and assessed in support of an extension of the shelf-life from 5 to 7 years. The Summary of Product Characteristics has been updated to reflect this – the shelf-life is now stated as 7 years. 

Considering the data presented and the potential health implications of a shortage of oseltamivir in the EU, the Committee for Human Medicinal Products (CHMP) issued recommendations on the use of oseltamivir (finished product and bulk) manufactured since May 2002 onwards (for which stability has or will shortly expire based on the originally labelled shelf-life of 5 years). 

In addition to its conclusion that the shelf-life for Tamiflu (Oseltamivir) 30mg, 45mg and 75mg capsules should be extended for an additional 2 years, the CHMP recommended that boxes of Tamiflu capsules should not be discarded where the expiry date has already passed. For these batches an updated expiry date should be determined by adding a further period of 2 years to the stated expiry date. The conditions of storage play a role in the stability of medicinal products. It is of great importance that these boxes have always been kept and remain stored below 25oC. 

Further information on the CHMP assessment is available on the EMEA website (http://www.emea.europa.eu). The Summary of Product Characteristics (SmPC) (Section 6.3) has been updated with details of the new shelf-life of 7 years. The SmPCs and Package leaflets for Tamiflu products are available on the IMB Swine flu webpage, which is accessible via the homepage. 

IMB Advice to Healthcare Professionals and the Public

· Healthcare Professionals and patients should check the stated expiry date for Tamiflu products. If the stated expiry date has already passed, then the updated expiry date should be determined by adding a further two years to the stated expiry date. 
· The extension of the shelf-life to 7 years has been supported by scientific assessment of the available evidence.
