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P6: The haemagglutinin and neuraminidase antigens of each seed lot are identified as originating from the correct
strain of influenza by suitable methods. Usually, specific antisera obtained from a WHO Collaborating Centre for
Influenza are used for determination of HA and NA identity. It is possible that reagents may not be available for the
chosen mock-up vaccine, so alternative tests to identify the seed virus (e.g. PCR) should be developed for the
mock-up vaccine.
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P7: Normally, influenza vaccine HA content is measured by the immunochemical single radial immunodiffusion
(SRD) assay. It is possible that SRD reagents may not be available for the pandemic vaccine, so alternative tests to
standardise the vaccine (e.g. protein content, immunogenicity studies in small animals) should be developed and their
use validated for the mock-up vaccine. In any case, special emphasis should be placed on accurate determination of
low quantities of HA.
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P8: Altemative tests to identify the seed virus (e.g. PCR), developed for the mock-up vaccine, shall be used as long as
specific antisera obtained from a WHO Collaborating Centre for Influenza, are not available. When such reagents
become available, SRD tests should be used for identity testing.
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P9: The alternative tests for vaccine potency, validated for the mock up vaccine, should be used as long as SRD
reagents are not available. When SRD reagents become available, they shall be used for potency testing.
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