dcvim

Developing Countries Vaccine
Manufacturers Network

DCVMN AGM - Satellite Workshop

Achieving and Maintaining WHO Prequalification

24 October 2016

Montserrat A room, Intercontinental Buenos Aires

Topic Speaker

09.00-09.30 Overview of WHO Prequalification C. Rodriguez
09.30-10.00 h Assessing Programmatic Suitability D. Meek
10.00-10.30 h Coffee break
10.30-11.00 h Clinical data : dossier requirements; G. Enwere
Pharmacovigilance; shortcomings; advice
10.00 - 10.30 Coffee break
10:30-11.00 Post Prequalification Monitoring All speakers
e Variations
e PSURs
e Targeted Testing Programme
e Complaint/AEFI Investigation
11.00-11.20 On line submission of annual reports and risk D. Meek
based assessment for requalification
11.20-11.40 Ensuring the vaccine supply chain D. Meek
11:40-12:00 Collaborative Procedure for the National C. Rodriguez
Registration of Prequalified Vaccines
12.00-12.30 Q&A
12.30-13.30 Lunch break
13.30-17.30 Monday afternoon is available for private Venue to be
discussions between PQT and current and announced.
potential manufacturers of vaccines for PQ.
Manufacturers should indicate expression of
interest when registering for this satellite
workshop. Manufacturers participating in such
discussions should provide at least one week
prior to the meeting a presentation regarding
their company, product(s) of interest for PQ and
indicating any specific questions for the PQT.
17:30-18:00 Free time
18.00 Conference Key Note Lecture
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