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facts they did not take this action at the earliest date possible given Value Drug's pleading of the 

estimated time it takes for the Food and Drug Administration to grant final approval and the fact 

neither received it until years after Takeda's exclusivity ended. It is reasonable to infer Par and 

Watson's own conduct caused the delay in final approval; thus, the chain of causation is not 

broken here. Value Drug plausibly alleges antitrust injury at the motion to dismiss stage.°

KEARNEY, J 

Zydus Pharms. (USA) Inc., 358 F. Supp. 3d at 398 ("Nonetheless, Takeda maintains that 
Zydus has failed to obtain regulatory or tentative FDA approval, and therefore, its alleged 
injuries actually stem from the Hatch-Waxman's statutory framework as opposed to the instant 
dispute. However, Takeda's arguments require a factually intensive analysis which this Court 
cannot perform, because this case is still in its procedural infancy."), 398-99 (collecting cases); 
Otsuka Pharm. Co. v. Apotex Corp., 143 F. Supp. 3d 188, 193 (D.N.J. 2015) (finding plaintiff a 
competitor for antitrust standing purposes absent FDA approval because it intended "to 
manufacture and directly distribute/sell its proposed generic"); In re Suboxone (Buprenorphine 
Hydrochloride & Naloxone) Antitrust Litig., 2017 WL 4910673, at *13 (The movant "fails to 
establish that the FDA action was a purely independent cause fully accountable for the alleged 
antitrust injury, rather than a merely intervening cause"); In re Restasis (Cyclosporine 
Ophthalmic Emulsion) Antitrust Litig., 333 F. Supp. 3d 135, 159-60 (E.D.N.Y. 2018); In re 
Metoprolol Succinate Direct Purchaser Antitrust Litig., No. 06-52, 2010 WL 1485328, at *7 (D. 
Del. Apr. 13, 2010);; In re Gabapentin Pat. Litig., 649 F. Supp. 2d 340, 356 (D.N.J. 2009); In re 
Neurontin Antitrust Litig., No. 02-1390, 2009 WL 2751029, at *12-13 (D.N.J. Aug. 28, 2009). 
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