
Hatch-Waxman Patent Litigation: 

The Hatch-Waxman amendments to the patent law in 1984 have generated major new forms of patent litigation. The basic idea of the amendments was to allow generics to make patented drugs and to use them for abbreviated clinical trials during the term of a patent without fear of being sued for infringement due to those acts. However, the process was designed to be a bit more complicated, and it is. Here is a synopsis of what happens:

1. Generic files an abbreviated new drug application (ANDA) stating that the drug in question has already been approved by the FDA, and that the generic version will be bioequivalent. (Called "piggybacking on the original clinical trial data.")

2. In the ANDA document, the generic must identify any patents listed by the FDA (in its "Orange Book") as supposedly covering the drug.

3. In the ANDA document, the generic must state that upon receipt of FDA approval, before going commercial it either (a) will or (b) will not wait for the patent to expire; if not, it must say the reason: either the patent is invalid or does not really cover the drug.

4. All pre-approval laboratory and medical activity of the generic is protected.

5. However, if the generic's ANDA document has chosen path (b) in step 3 above, the filing of the ANDA is in itself an act of infringement. (35 U.S.C. § 271(e)(2))

6. Patentee has 45 days to bring suit for infringement (the filing of the ANDA); if no suit, the infringement is waived. [Hint: This nearly never happens.]

7. Upon filing suit within the time limit, FDA is blocked from approving the ANDA, or approving any other generic applicant, for 30 months or until court judgment is entered.

8. Trial is to the court without a jury. District court typically enters judgment within the 30 months.

9. If the generic wins in the district court, the FDA can then approve that generic; and as a reward for challenging the patent successfully, this generic will be the SOLE generic approved until after 6 months from the time this generic goes commercial with the drug.

10. [bookmark: _GoBack] If the generic loses in the district court, it will likely be enjoined. The court will order the FDA to delay the effective date of any ANDA approval until the expiration date of the patent. 


What happens if the parties to the ANDA case settle? Typical settlement terms: 

(a) The parties carve up the remaining patent term; 

(b) the generic agrees not to go commercial (even though it now will have FDA approval) until a certain date, e.g., halfway through the remaining patent term; 

(c) the generic is given a sole license, effective at the certain date

(c) before and after that certain date, the patentee agrees not to license anyone else, and to pursue any infringers; 

(d) the patentee makes a lump-sum upfront payment to the generic (called a "reverse payment," because the plaintiff is paying the defendant). 

(e) once this settlement is in place, and the court case dismissed, the FDA is free to approve other generics, but they are in peril of being sued if they go commercial before patent expiration

Step (d) in this sequence gives heartburn to the FTC. It has always contended that it is anticompetitive and a violation of Section 1 of the Sherman Act (unreasonable restraint of trade). Supreme Court has ruled it might be a violation. See FTC v. Actavis, Inc., 133 S.Ct. 2223 (2013). The reverse payment could be justified as reasonable on other grounds, e.g., saving of litigation costs; value of services from the generic that might be included in the license, etc. Remanded to the Eleventh Circuit.
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