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Addendum

The following communication, dated 5 January 2012, is being circulated at the request of the delegation of the United States. 

_______________

AGENCY:  Food and Drug Administration, Department of Health and Human Services (HHS)

TITLE:  Revisions to Labelling Requirements for Blood and Blood Components, Including Source Plasma

ACTION:  Final rule

SUMMARY:  The Food and Drug Administration (FDA) is revising the labelling requirements for blood and blood components intended for use in transfusion or for further manufacture by combining, simplifying, and updating specific regulations applicable to labelling and circulars of information. These requirements will facilitate the use of a labelling system using machine-readable information that would be acceptable as a replacement for the "ABC Codabar" system for the labelling of blood and blood components. FDA is taking this action as a part of its efforts to comprehensively review and, as necessary, revise its regulations, policies, guidance, and procedures related to the regulation of blood and blood components. This final rule is intended to help ensure the continued safety of the blood supply and facilitate consistency in labelling.

DATES: This rule is effective 2 July 2012

URLs:

http://www.gpo.gov/fdsys/pkg/FR-2012-01-03/html/2011-33554.htm http://www.gpo.gov/fdsys/pkg/FR-2012-01-03/pdf/2011-33554.pdf
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