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| am a representative of one of the
following groups of attendees?
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Which Container Closure Integri
Method(s) does your firm perform
testing?

for leak

Probabilistic Deterministic Probabilistic | am not familiar Mot applicable / |
method(s) [e.g., CCIT method(s) method & with the am not working
microbial (e.g., headspace, Deterministic difference fora
ingress or dye vacuum decay, CCIT method between a and b pharmaceutical
ingress helium leak) manufacturing
methods) company or a
contract
laboratory
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Has the new USP monograph <1207> on CCI
testing issued in 2016 triggered changes in your
CCIl test concepts and/or strategies?
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Do you perform 100% leak detection in
commercial production?

Not applicable / |
am not working
fora
pharmaceutical
manufacturing
company or
contract
laboratory
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In our pharmaceutical company, CCIT methods
are validated using artificial leaks down to the
following leak size:
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Do you use positive controls (i.e., actually
leaking vials with defined leak sizes) during
routine CCl testing?
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What type of statistical sampling plan do you use to
determine how many samples to test for CCIT at each
stability time point during stability study?
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Not applicable / |
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