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Guidance for Industry 180-Day Exclusivity : Questions and Answers

If all first applicants forfeit their eligibility for 180-day exclusivity, no applicant will be eligible for
180-day exclusivity, and FDA may approve subsequent applicants’ANDASs, subject to the approval
requirements of the FD&C Act.

Q43. If 180-day exclusivity is forfeited by the first applicant(s), does it “roll” to the
next-submitted ANDA?
No. 180-day exclusivity is only available to those ANDA applicants that meet the statutory
definition of first applicant. Thus, any subsequent applicant that did not submit a
substantially complete ANDA that contained a paragraph IV certification on the first day such
an application was submitted does not qualify for exclusivity. Once 180-day exclusivity is
forfeited by all the first applicants, it no longer blocks approval of any subsequent
applicants’ANDASs but subsequent applicants do not become first applicants under those

circumstances.
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Guidance for Industry 180-Day Exclusivity : Questions and Answers
Q45. How can the public know if a paragraph IV certification has been submitted with respect to a
particular RLD?
FDA maintains on its website a list of drug products for which an ANDA has been received by
the Agency containing a paragraph IV certification. The webpage is titled Paragraph IV Patent
Certifications. This list includes the drug product for which a paragraph IV certification has
been submitted, the dosage form, strength(s), RLD name, and date on which the first
substantially complete ANDA was submitted to FDA or, when applicable, the date of the first
paragraph IV certification. FDA will not disclose the identity of the applicants of those
ANDAS, nor will FDA indicate the number of such ANDAs submitted on that date. The
information is updated twice a month and is as current as the last update. Although FDA
makes every effort to ensure the accuracy of the information provided in this list, this
information should be used for reference only. Any discrepancies, disparities, or other
questions about this information should be discussed with the Office of Generic Drug’s

Division of Filing Review before making any decisions based on the information.
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Guidance for Industry 180-Day Exclusivity : Questions and Answers
Q10. Do multiple first applicants for a single drug product each get their own 180-day
exclusivity period?
No. There is one 180-day exclusivity period for each drug product. Accordingly, whether
multiple first applicants enjoy the full 180-day exclusivity period depends on when those

ANDAs are approved in relation to when the 180-day exclusivity period is triggered.
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Guidance for Industry 180-Day Exclusivity : Questions and Answers
Q16. Once triggered, can 180-day exclusivity be suspended or postponed?

Once triggered, the 180-day period runs without interruption
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Guidance for Industry 180-Day Exclusivity : Questions and Answers

Q14. Does an ANDA applicant retain 180-day exclusivity after the qualifying patent expires?
No. In keeping with the statutory language and purpose of 180-day exclusivity, FDA has
construed the statute such that 180-day exclusivity attaches based only on paragraph IV
certifications to unexpired patents. A paragraph IV certification does not survive the expiry of
a listed patent. Upon patent expiry, the statute and FDA’s regulations require ANDA
applicants to amend their certifications from a paragraph IV certification to a paragraph II
certification, which states that the patent has expired.
If an applicant neglects to amend its certification to a paragraph II certification after a patent
expires, FDA will construe the application as including a paragraph II certification. As noted
above, applications with only paragraph II certifications are eligible for immediate effective
approval. Therefore, once the only qualifying patent expires, there are no longer any ANDAs
blocked by 180-day exclusivity.
This interpretation of the statute effectuates the goals of the Hatch-Waxman Amendments.
The 180-day exclusivity provisions were drafted to give ANDA applicants an incentive to be
the first to challenge a listed patent, potentially removing that patent as a barrier to approval.
Once a listed patent expires and is no longer a barrier to ANDA approval, there is no longer a
need to provide an incentive to challenge it in court. Thus, an expired patent does not serve as
the basis for a 180-day exclusivity award, and 180-day exclusivity does not extend beyond the
life of the patent.
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