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Proposed Rule: Labeling Requirement for Systemic Antibacterial Drug 
Products Intended for Human Use, Federal Register, September 19,200O 

[Docket No. OON-14633 RIN 0910-AB78 

Addendum to Page 2, Letter from APUA (the Alliance for the Prudent Use 
of Antibiotics), dated and transmitted via Fed Ex on December I, 2000 

We would be grateful to the FDA if this Addendum could be added to 
Page 2 -- Letter from APUA (the Alliance for the Prudent Use of 
Antibiotics), dated December 1 and sent via Fed ex to arrive on December 4th. 

In the typing of this letter, one point was inadvertently omitted on Page 2. 
Please add: 

“5. We urge the FDA to require that the additional information required on 
the label be highlighted in a black box to make it stand-out (for all areas - 
product name, clinical pharmacology, indications and usage, and in both 
precautions sections - ‘general’ and ‘information for patients’). We further 
encourage FDA to require in the final rule a print size in the package insert 
that can be ready by all.” 

We apologize for any inconvenience and thank you in advance for adding this 
point. 

Sincerely, 

Kathleen T. Yodg ’ 
Executive Director 
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