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1)  EMA. Guideline on influenza vaccines prepared
from viruses with the potential to cause a
pandemic and intended for use outside of the core

(12007/1/24 % H )

EMEA/CHMP/VWP/263499/2006

https://www.ema.europa.eu/en/documents/scie

dossier context .

ntific-guideline/guideline-influenza-vaccines—
prepared-viruses—potential-cause—pandemic—
and—intended—use—outside—core—dossier—-
context_en.pdf
2) EMA. Guideline on dossier structure and content
influenza  vaccine

for pandemic marketing

authorisation application (revision) - Superseded.
( 2008/12/1 % t )
EMEA/CPMP/VEG/4717/2003- Rev.1
https://www.ema.europa.eu/en/documents/scie
ntific—guideline/guideline-dossier—structure—-
and—content—pandemic—influenza—vaccine—
marketing—authorisation—application—revision—
superseded_en.pdf
3) EMA. Explanatory note on the withdrawal of the
Note for guidance on harmonisation of
requirements for influenza Vaccines and of the
core SmPC/PL for inactivated seasonal influenza
2014/1/23 % )
EMA/CHMP/VWP/40560/2014

https://www.ema.europa.eu/en/documents/scie

vaccines . (

ntific-guideline/explanatory—note—withdrawal—
note—guidance—harmonisation-requirements—
influenza—vaccines—and—core—smpcpl—-
inactivated—seasonal—influenza—vaccines_en.pdf
4) EMA .
submission and procedural requirements (Rev.2).
(2023/3/30 &) . EMA/56793/2014 Rev. 2.

https://www.ema.europa.eu/en/documents/scie

Guideline on influenza vaccines -

ntific-guideline/guideline-influenza-vaccines—-
submission—and—procedural-requirements—

revZ_en.pdf



5)

EMA . Influenza vaccines — non-clinical and
clinical module . ( 2016/7/21 3§ H ) .
EMA/CHMP/VWP/457259/2014

https://www.ema.europa.eu/en/documents/scie
ntific-guideline/influenza—vaccines—non—clinical-

and—clinical-module_en.pdf

6) EMA. Guideline on Influenza vaccines - Quality
module Revision 1. (2017/7/20 %& H) .
EMA/CHMP/BWP/310834/2012 Rev.1
https://www.ema.europa.eu/en/documents/scie
ntific-guideline/guideline-influenza—vaccines—
quality—module—revision—1_en.pdf

7)  EMA. Concept paper on the revision of the Non—
clinical and Clinical Module of the influenza
vaccines guideline . ( 2023/10/12 % H ) .
EMA/CHMP/453561/202
https://www.ema.europa.eu/en/documents/scie
ntific-guideline/concept—paper—revision—non—
clinical—clinical-module—influenza—vaccines—
guideline_en.pdf
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https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-non-clinical-clinical-module-influenza-vaccines-guideline_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-non-clinical-clinical-module-influenza-vaccines-guideline_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-non-clinical-clinical-module-influenza-vaccines-guideline_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-non-clinical-clinical-module-influenza-vaccines-guideline_en.pdf
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