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advertising any product, from 
misrepresenting the existence, contents, 
validity, results, conclusions, or 
interpretations of any test, study, or 
research, or misrepresenting that the 
benefits of the product are scientifically 
proven. 

Part V of the proposed order provides 
a safe harbor for representations that are 
permitted in labeling for that drug under 
any tentative or final standard 
promulgated by the Food and Drug 
Administration (‘‘FDA’’), any new drug 
application approved by the FDA, or 
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hundred thousand dollars ($1,300,000) 
to the Commission to be used for 
equitable relief, including restitution, 
and any attendant expenses for the 
administration of such equitable relief. 
To facilitate the payment of redress, Part 
VI of the proposed order requires 
Wacoal America to provide to the 
Commission a searchable electronic file 
containing the name and contact 
information of all consumers who 
purchased the iPants garments directly 
from respondent from January 1, 2011, 
through the date of entry of the order. 
Part VIII of the proposed order requires 
respondent to comply with the 
provisions of Appendix A to the order, 
which sets out the methods for notifying 
consumers who may be entitled to file 
a claim for consumer redress. 

Part IX of the proposed order is 
triggered whenever the human clinical 
testing requirement in either Part II or 
Part III applies. Part IX of the proposed 
order requires the company to secure 
and preserve all underlying or 
supporting data and documents 
generally accepted by experts in the 
field as relevant to an assessment of the 
test. There is an exception for a 
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