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AGENDA - draft

The aim of this meeting is to provide an opportunity for BPWP and stakeholders to discuss the key comments raised

during the written public consultation on the revised 1VIg guidance.

1 Adoption of the Agenda
Agenda a) Agenda (EMEA/CHMP/BPWP/652052/2009-draft)
2 Guideline on theclinical investigation of 1VIg
21 Useof 1VIgin certain auto-immune disorders (chronic myasthenia gravis, chronic inflammatory

demyelinating polyradiculoneuropathy (CI DP) and multifocal motor neuropathy (MNN)

2.2 Other aspects of the guideline

a) Published guideline on the clinical investigation of human

normal immunoglobulin for intravenous administration
(IVIg) (CPMP/BPWG/388/95 rev. 2,

EMEA/CHM P/BPWP/94033/2007) released for public
consultation, deadline for comments: 31.08.20009.

3 Guideline on the core SmPC for 1VIg

a) Published core SmPC for human normal immunoglobulin for

intravenous administration (1VIg) (CPMP/BPWG/859/95
rev. 3, EMEA/CHM P/BPWP/94038/2007) released for
public consultation, deadline for comments: 31.08.2009.

4 Closing remarksfrom BPWP Chair person
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