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labeling under any new medical device application approved by the FDA; and representations for
any product that are specifically permitted in labeling for that product by regulations issued by
the FDA under the Nutrition Labeling and Education Act of 1990. 

Parts IV through VIII require respondents to keep copies of relevant advertisements and
materials substantiating claims made in the advertisements; to provide copies of the order to
certain of their personnel; to notify the Commission of changes in corporate structure and
changes in employment that might affect compliance obligations under the order; and to file
compliance reports with the Commission.  Part IX provides that the order will terminate after
twenty (20) years under certain circumstances. 

The purpose of this analysis is to facilitate public comment on the proposed order.  It is
not intended to constitute an official interpretation of the agreement and proposed order or to
modify in any way their terms.


