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Causal Factors

(numbers correlate with causal factor chart)

Public health had not widely communicated to PTMs and PTPs the
epidemic potential of non-circulating influenza strains if used in PT (1)

The epidemiologic importance of switching from H3N2 to H2N2 was not
known to be an important factor for PTPs or PTMs to consider when
choosing agents for PT (2)

Classification of H2N2 as BSL-2 facilitated its selection for use as an
alternative to H3N2 (3)

ATCC policies and MTAs restricting transfer of certain strains were not
considered during collaborations between diagnostic test manufacturers
and MBI (4)

Labeling and documentation practices for stored influenza isolates did not
facilitate easy recognition of isolate strain characteristics (5)

Manufacturing specifications from CAP did not stipulate which influenza
strain should be used nor do CLIA regulations require CMS/CDC review of
strain choices (6)

Live virus was used for all PT surveys rather than inactivated virus (7)

Standard operating procedures at MBI did not require notification of
changes to the PT survey through supervisory chain (8)

Strain information provided to CAP for past PT surveys (i.e., H3N2) was
used for subsequent shipping of H2N2 and other purposes (9)

Lists of PT survey recipients were inadequate to allow immediate
notification and determination of virus disposition (10)
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