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SUMMARY

The Second Circuit certified two questions to the Connecticut Supreme Court regarding federal
preemption of state tort claims arising from injuries caused by a medical device (intraocular lenses).
The court asked whether Connecticut law recognizes a cause of action for a manufacturer's failure to
report adverse events to the FDA or comply with post-approval safety requirements, and whether the
Connecticut Product Liability Act's exclusivity provision bars a Connecticut Unfair Trade Practices
Act claim based on deceptive marketing of a product known to present a substantial risk of injury. The
decision turns on the "narrow gap" between express preemption under the Medical Device
Amendments and implied preemption under Buckman, requiring a state-law duty that parallels federal
requirements without existing solely by virtue of the FDCA.
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QUESTIONS PRESENTED

1. Whether the negligence and failure-to-warn claims under the Connecticut Product Liability Act are
preempted by federal law, specifically whether Connecticut law recognizes a duty to warn a regulator or
comply with post-approval requirements.

2. Whether the Connecticut Unfair Trade Practices Act claim is barred by the exclusivity provision of the
Connecticut Product Liability Act.

HOLDINGS

1. The court held that the issues on appeal turn on unsettled questions of Connecticut law for which no
controlling authority exists, and certification to the Supreme Court of Connecticut is appropriate.

KEY QUOTATIONS

“The plaintiff must be suing for conduct that violates the FDCA (or else his claim is expressly preempted by §
360k(a)), but the plaintiff must not be suing because the conduct violates the FDCA (such a claim would be
impliedly preempted under Buckman).” (at 17)

“Nothing in § 360k denies [a state] the right to provide a traditional damages remedy for violations of
common-law duties when those duties parallel federal requirements.” (at 14-15)

“We have long recognized the appropriateness of according to state courts the opportunity to decide
significant issues of state law through the certification process.” (at 33)

FACTUAL BACKGROUND

Marjorie Glover underwent cataract surgery and was implanted with Trulign Toric intraocular lenses, an FDA-
approved Class III medical device. She developed Z Syndrome, a post-operative complication causing
permanent vision loss. The Glovers alleged that B&L failed to report adverse events to the FDA, failed to
comply with post-approval study requirements, and deceptively marketed the lens despite known risks.

PROCEDURAL HISTORY

The United States District Court for the District of Connecticut (Kari A. Dooley, J.) granted B&L's motion to
dismiss the Glovers' CPLA negligence and failure-to-warn claims as preempted, and denied leave to amend to
add a CUTPA claim as futile. The Glovers appealed.
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