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Rule
Mutual Pharmaceutical Company V. Bartlett, 570 U.S. 472, 133 S. Ct. 2466 (2013), is a verdict by the U.S. supreme court stating that generic drugs manufacturers cannot be held responsible for any damages caused due to inadequate labeling of medication under state law when it conflicts with federal law (Schwinn, 2019).
Summary facts of the case
The Federal Food, Drug, and Cosmetic Act (FDCA) required manufacturers to gain Food and Drug Admission (FDA) approval before bringing any generic drug or brand name into the market. After approval of the drug, a manufacturer is prohibited from making any quantitative or qualitative adjustments to the product. Further, generic manufacturers were not allowed to make any autonomous changes to the drug label. The FDA, in 1978, approved Sundalic, an anti-inflammatory pain reliever with the brand name Clinoril. Later, the FDA further approved numerous generic versions when the patent expired, including one made by Mutual Pharmaceutical Company (Baker, 2017).
Karen Bartlett sued Sundalic medication manufacturer Mutual Pharmaceutical Company in December 2004, after she suffered a severe reaction called Stevens-Johnson syndrome and toxic epidermal necrolysis because of taking the Sundalic medication that her doctor had prescribed for her. This condition affected her severely and caused deterioration to her skin to the point that she even had open wounds. Further, she suffered from lung damage, painful permanent injuries, and nearly became blind. Karen filed a case for product liability, defective design, and failure to be warned claims. The court dismissed her failure to be warned claims after her doctor confirmed that she had neither read the label nor the box, but her defective liability claims made it to trial. The jury at the Federal District Court of New Hampshire heard the case and deliberated that Mutual Pharmaceutical Company was to pay Bartlett $21 million for damages caused to her by the drug (Masters, 2018).
Mutual Pharmaceutical Company appealed against the ruling, basing their argument on claims such as the federal law oversees generic drug manufacturer's comportment, and thus Bartlett should not follow a state design defect claim against them. They restated their claim that that federal law should conquer over state defective design claim. Further, they argued that the fine they had been made to pay for the damages was too much. Also, Mutual stated that the district court had admitted several pieces of evidence improperly into the court. Despite their claims, the courts of appeals for the first circuit confirmed the lower court’s decision. Mutual re appealed at the U.S. Supreme Courts, and they were granted certiorari review.
Judicial opinion
[bookmark: _GoBack]The court looked at the conflict that existed under state law and federal law and retreated the decision of the First Circuit. It wrote that Federal law must take preeminence under the supremacy clause where such conflicts exist. Its opinion was based around the impossibility of a generic drug manufacturer's ability to meet its obligation under state and federal law. However, Justice Kagan and Justice Breyer opposed the claim arguing that the drug manufacturers could comply with both Federal and State law. Thus, they argued that Mutual Pharmaceutical Company would either pay Karen for the damages their product caused to her or chose to stop business in the State of New Hampshire. Justice Sotomayor also dissented, stating that they cannot avert state law without proof that Congress intended to surpass state law.  She argued that the majority had detached Mutual from the reach of common law liability. She further suggested that federal drug law should complement state law instead of waging a competition with them. 
Conclusion
In conclusion, the U.S. Supreme Court apprehended that patient’s state-law offense claim based on a derisory cautionary of drug dangers was obstructed by federal law. It said that manufacturers couldn't conform to both state law requiring them to reinforce warning labels and the federal law prohibition of an independent modification of a drug’s label (Olson, 2017).
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