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Kathleen Hardway, a co-chair of Venable's Product Liability and = =N
Mass Torts Group, represents pharmaceutical, vaccine, and 1 :
medical device manufacturers in product liability and mass tort 1n
litigation in state and federal courts nationwide. She also
represents a chemical manufacturer in personal injury claims
involving the manufacture and sale of certain PFAS chemicals.

Jason Rose, co-chair of Venable’s Product Liability and Mass
Torts Group, is an experienced litigator who focuses on the
efficient resolution of pharmaceutical and medical device
litigation, business torts, and commercial contract disputes.
Jason has represented a number of companies in different
capacities, including coordinating counsel, expert witness
development, briefing substantive and Daubert issues, company
defense and witness development, fact and expert depositions,
and trial support.
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' Sarah Louise Scott focuses on product liability and mass tort
litigation. Sarah’s litigation experience extends from arbitration
hearings to federal courts, and from pre-litigation strategy to
appeals. She has represented pharmaceutical, heavy
equipment, and other manufacturers in product liability
disputes. Sarah has developed experts in areas ranging from
blood-brain barrier pharmacology to mechanical engineering.
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From the Headlines
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Jane Doe v. TriP
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Plaintiff’s Burden

Product Use

Injury

Mechanism of Action
Proximate Cause
Damages
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Defenses

Learned Intermediary Doctrine
Preemption

No General Causation

No Specific Causation

No Damages Tri Pawg
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Learned Intermediary Doctrine

Defenses against Failure-to-Warn Claims

Application to Date

- Haste v. American Home Products Corp., 577 F. 2d 1122 (10th Cir. 1978)
Failure-to-warn claims against a bovine vaccine manufacturer

« Osburn v. Anchor Laboratories, Inc., 825 F.2d 908 (5th Cir. 1987)
Failure-to-warn the administrator of a bovine prescription drug

VACCINES
PROTECT
THEM
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Learned Intermediary Doctrine

Defenses against Failure-to-Warn Claims

Recent Developments

- Hartney v. Zoetis, Inc., 2025 WL 2924661 (D. N.J. 2025)

Includes failure-to-warn claims against manufacturer of a prescription canine
drug

- Stevensv. Zoetis, Inc., 2026 WL 837353 (D. Nev. 2026)
Failure-to-warn claims against manufacturer of a prescription canine drug
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Preemption

Defenses against Failure-to-Warn Claims

Preemption? Depends
« Isit prescription?
* Regulated under FDCA by the FDA/CVM
« Regulations governing changes to prescription animal drugs map onto
those for prescription human drugs
«  Compare: 21 C.F.R. § 314.70 and 21 C.F.R. § 514.80
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Preemption

Defenses against Failure-to-Warn Claims
Preemption? Depends

Labeling Changes:

* Major Change
* Prior Approval Supplement

* Moderate Change
» Changes-Being-Affected Supplement

* Minor Change
* Annual Report

Can the company unilaterally change the label?
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Preemption
Defenses against Failure-to-Warn Claims
Preemption? Depends

 Suit against TriPaw—elements to consider:
Already in the label?
New information?

Has CVM already rejected revision?

Location on label?
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Causation—Plaintiffs’ Burden of Proof

Causation Two Ways:

* General
can it cause an event?

 Specific

did it cause this event in this dog?

A causal mechanism and causal connection must be
demonstrated for each canine plaintiff
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The Shifting Scope of Damages

 Historically:
« Animals=property
- Damages—replacement value
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The Shifting Scope of Damages

* Now:
« Animals=property(?)
- Damages—replacement value????
* + sentimental value?

* + loss of companionship?
. P99
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TriPaw Wins Dismissal of Quadraslim™ Suit

ANY QUESTIONS?
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