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Global Campaign For Microbicides 

Statement on FDA Regulatory Pathway for 1% Tenofovir Gel   
On 20 October the US Food and Drug Administration (FDA) met with CONRAD and other stakeholders engaged in the development and testing of 1% tenofovir gel to discuss next steps required for the product’s US licensure.

We bring this to your attention as a critical milestone in microbicide research and approval, especially given the notable decisions made by the FDA including:

· The acceptability of the VOICE trial, if it confirms safety and effectiveness, to serve as the second pivotal trial together with CAPRISA 004 to support the submission of a New Drug Application for 1% tenofovir gel. 

· Granting of Fast Track approval.

· Requirement of additional safety data on adolescents.

· Need for data on drug interaction with commonly used vaginal products.

· Need for data on post-menopausal women.

· The FDA’s willingness to work with the South African regulatory authority, the Medicines Control Council, on the data and review process.

Please read CONRAD press release issued yesterday. This discussion on next steps for US licensure has potential impact on future trials, action by other country regulators, and GCM’s advocacy.

This is both an exciting and challenging time for the field. The FDA’s deliberations take us one step closer to bringing tenofovir gel and other HIV-prevention products to the women who need them most.

Read more about the FDA announcement
Read more about the CAPRISA 004 trial            
About the Global Campaign for Microbicides (www.global-campaign.org)   
The Global Campaign for Microbicides is a civil society organization working to ensure the ethical and accelerated development of, and widespread access to, new and existing HIV-prevention options—especially for women. Contact: info@global-campaign.org
# # #
26 October 2010

Contact: 

Melissa May, Director of Communications

Global Campaign for Microbicides 

mmay@path.org
+1-202-540-2250

+1-202-412-9361 (mobile) 

Global Campaign News





�











