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overall assessment of all aspects of the product’s safety performance

The serials should be consecutive and from different vaccine

Information on any serials faili
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otion of safety test(s)

CVB ability to determine signals @ S evel vs product level
® Increase accuracy of serial numbers in AER

*  Correlate/map international codes with USDA Product Codes




additional product specifications for maximum antigen content

based on safety test information, historical antigen input, etc. Changes to the Outline of Production open up the

exemption for reexamination.
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each fraction inactivated and validate the assay that is used to assess complete inactivation (new requirement for licensed products alread

to the market).

additional product specificati

ety test information, historical antigen input, etc. Changes to the Outline of Production open up th

g modifications or changes made prior to the production of the s
This may also be applicable to the associated Spe Jtline . onfirmation of dating must be approved and stated in the OP. Changes to the OP
and SOs may open up the exemption for reexamination.




serial release and pharmacovigilance data (number of years on the

market, number of doses sold, frequency and severity of adverse event reports).

serial must be formulated from different antigen bulk.
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est outcomes.

® Data submission. Submlt esults mal batch safety testing conducted. Provide justification for

(f retests. The bench records, with daily observation results for each animal, for the safety testing during the time period should
be included.




* Maximum antigenic content.

OP and SO(s) revisions. anges since licensure including

Include technology transfers (between and within licensees/permittees) from the time of product licensure.
State the history of Product Code Number changes and the history of acquisitions, buyouts, or mergers for the product if
applicable.




e of each product for which a TABST
exemption is granted.

distribute. For products receiving this exemption, summaries of adverse events should be provided to CVB annually per license
restriction.

* To ensure that products exempt from safety testing in target animals perform in the field as expected, the licensee or permittee must
maintain detailed pharmacovigilance records for all adverse event reports received for the respective products they produce or



manufacturing changes are made to the OP or associated SO(s), Depending on the significanc
of the change, additional data and/or serial safety testing may be required to continue the exemption. ‘
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®* Pharmacovigilanc or early detection of safety problems

associated with the inconsistent qu . Pharmacovigilance provides extra information about

the product’s safety that cannot always be obtained in the LABST requirements only. Available PV data should be
provided using recent Product Safety Update Reports (PSUR) for the relevant time period.
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‘ * Updates are pending USDA finalization and
publication.




