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Re: Docket No. OON-1610 / Docket No. OON-1609 - Response to Proposal Rulemaking 

Dear Sir or Madam: 

We refer to Docket No. OON-1609 published in the November 24, 2000 Federal Register, which refers to the 
Notice of Proposed Rule Making which reaffirms the new drug status and conditions for marketing digoxin 
products for oral use. 

We are in agreement with the Notice as published, and with the associated Proposed Rule in the same 
Federal Register, Docket No. OON-1610 (RIN 091 O-AC1 2) regarding the revocation of conditions for 
marketing of digoxin products for oral use. 

We wish to note, and appeal to the Agency that when the proposed effective date of the final rule becomes 
effective for the revocation of the conditions for marketing digoxin products for oral use, and the submission of 
NDA’s and ANDA’s are required, that a reasonable period of time be granted for those manufacturers which 
currently produce and market digoxin products, to prepare, submit and obtain FDA approval for an NDA or an 
ANDA. 

We request a two-year compliance period for this action based on past FDA reviews and precedence. 

It is currently our intention to submit an ANDA for digoxin elixir utilizing data contained in our approved NDA 
20-405 for Digoxin Tablets to support this application. Preparation of this ANDA will require consultation with 
the Cardiovascular and Renal Drugs Advisory Committee regarding format and content as well as suitability 
of the information to be submitted. Administrative, clerical and paperwork requirements will also be 
necessary. We believe that the Agency’s estimate of 480 hours to accomplish this task, as noted in Section 
IV of Docket No. RIN OON-1610 is a gross under estimate of the actual time required. The two-year time 
period already established by precedent by the Agency for similar circumstances would allow appropriate 
actions to take place. 

We respectfully request inclusion of these comments in the consideration of the final rule for RIN 091 O-AC1 2. 
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