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TEVA PARENTERAL MEDICINES, 
INC., F/K/A SICOR, INC.; BAXTER 
HEALTHCARE CORPORATION; AND 
MCKESSON MEDICAL-SURGICAL, 
INC., 
Petitioners, 
vs. 
THE EIGHTH JUDICIAL DISTRICT 
COURT OF THE STATE OF NEVADA, 
IN AND FOR THE COUNTY OF 
CLARK; THE HONORABLE TREVOR L. 
ATKIN, DISTRICT JUDGE; THE 
HONORABLE NANCY L. ALLF, 
DISTRICT JUDGE; AND THE 
HONORABLE JAMES CROCKETT, 
DISTRICT JUDGE, 
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BRAUER; CAROLYN BROWN; JACK 
BROWN; LESLIE BROWN; MICHAEL 
BROWN; ROBERTA BROWN; AMELIA 
B. BRUNS; CARL L. BURCHARD; 
TRACI BURKS; ELIZABETH BURTON; 
ANGELITE BUSTAMANTE-RAMIREZ; 
ANASTASIO BUSTAMANTE; 
DOROTHY ANN BUTLER; LEE 
CALCATERRA; EVELYN CAMPBELL; 
MARIA CAMPOS; BOONYUEN 
CANACARIS; MELISSA CAPANDA; 
MARTIN CAPERELL; PEDRO 
CARDONA; SUSIE CARNEY; TERESA 
CARR; BERNARDINO CARRASCO; 
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SPENCE CAUDLE; MARGARET 
CAUSEY; XAVIER CEBALLOS; 
ROBERT CEDENO; DINORA 
CENTENO; ROY CHASE; CARIDAD 
CHEA; ELSA CHEVEZ; LUCILLE 
CHILDS; ALICIA CLARK; CAROL 
CLARK; PATRICIA CLARK; RICHARD 
COIRO; PERCELL COLLINS, JR.; 
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PATRICIA CORREA; PAUL A. 
COULOMBE; AMBER CRAWFORD; 
RONALD CROCKER; HOWARD 
CROSS; ROSSLYN CROSSLEY; 
WILLIAM R. DANIELS; EVELYN 
DAVIS; MARY JEAN DAVIS; VIRGINIA 
A. DAVIS; JESSIE L. DAWSON; 
EMELYN DELACRUZ; SILVIA DERAS; 
SHERIDA DEVINE; CLAIRE 
DIAMOND; JOSE DIAZ-PEREZ; OTIS L. 
DIXON; EMILIO DOLPIES; PAMELA 
DOMINGUEZ; EUQENA DOMKOSKI; 
JOSEPH DONATO; HUGO DONIS; 
PATRICIA L. DONLEY; LJUBICA 
DRAGANIC; DELORIS K. DUCK; 
KATHLEEN J. DUHS; LILLIAN 
DUNCAN; HAROLD DUSYK; ALLYSON 
R. DYER, JR.; LOIS EASLEY; DEISY 
ECHEVERRIA; ROLAND E. ELAURIA; 
DARIO E. ESCALA; ENGARCIA B. 
ESCALA; KATHY A. ESCALERA; 
MARIA ESCOBEDO; TERESA I. 
ESPINOSA; LEON EVANS; MARY 
FAULKNER; ABRAHAM FEINGOLD; 
MURIEL FEINGOLD; OSCAR 
FENNELL; MARIETTA FERGUSON; 
WILLIE FERGUSON; DANIEL 
FERRANTE; CAROLYN FICKLIN; JOE 
FILBECK; ETHEL FINEBERG; 
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FITCH; ADRIAN FLORES; MARIA 
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JOSEPH E. FOSTER; PHYLLIS G. 
FOSTER; CYNTHIA D. FRAZIER; 
VICTORIA FREEMAN; LAWRENCE 
FRIEL; BONITA M. FRIESEN; NESS 
FRILLARTE; NANCY C. FRISBY; JODI 
GAINES; ESPERANZA GALLEGOS; 
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GIANNOPOULOS; WANDA GILBERT; 
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PASTOR GONZALES; JESUS 
GONZALEZ-TORRES; JEFF GOTLIEB; 
ALLEN GOUDY; BILL GRATTAN; 
ARNOLD GRAY; BONNIE GRAY; 
TANIA GREEN; ROY GREGORICH; 
WILLIE GRIFFIN; VERNA GRIMES; 
CANDELARIO GUEVARA; NICHOLAS 
GULLI; JULIA GUTIERREZ; DENISE 
F. HACHEZ; SUE HADJES; FRANK J. 
HALL; TINA HALL; CHARDAI C. 
HAMBLIN; ROBERT HAMILTON, JR.; 
JOANN HARPER; DORIS HARRIS; 
GLORICE HARRISON; SHARA 
HARRISON; RONALD K. HARTLEY; 
ESTHER A. HAYASHI; SAMUEL 
HAYES; CANDIDO HERNANDEZ; 
MARIA HERNANDEZ; THOMAS 
HERROLD; LUZ HERRON; SUSAN M. 
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HOARD; BETH HOBBS; MICHELLE 
HOLLIS; JAQUELINE A. HOLMES; 
JAMES HORVATH; ANA HOSTLER; 
AUGUSTAVE HOULE; CARL HOVIETZ 
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HUNTER; PATRICIA HURTADO-
MIGUEL; ANGELA HYYPPA; JOSEPH  

SUPREME COURT 

OF 

NEVADA 

40) 1947A ses. 

4 



INFUSO; FRANK INTERDONATI; 
BRIAN IREY; CECIL JACKSON; 
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JOHNSON; DORIS JOHNSON; 
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TAESOOK KIM; SONDRA I. KIMBERS; 
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KRACHENFELS; CORINNE M. 
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WILLIAM LITTLE; DOROTHY 
LIVINGSTON-STEEL; FELISA LOPEZ; 
IRAIDA LOPEZ; NOE LOPEZ; 
FLORENCE LUCAS; DARLENE 
LUTHER; FRANK L. LYLES; 
DEBORAH MADRID; MARWA 
MAIWAND; DOROTHY J. MAJOR; 
MARIO MALDONADO; IDA MALWITZ; 
AUDREY MANUEL; GABRIEL MARES; 
CAROL A. MARQUEZ; HUGO 
MARTINEZ; JORGE B. MARTINEZ; 
JOSE MARTINEZ; MARY LOUISE 
MASCARI; LUCY MASTRIAN; LEROY 
MAYS; LISA MAYS; VIRGINIA A. 
MCCALL; STELLA MCCRAY; 
LAURENCE MCDANIEL; JOHN 
MCDAVID, JR.; DOLORES 
MCDONNELL; DENISE ANNE 
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MCGEE; MAE MCKINNEY; JANET 
MCKNIGHT; FRED MCMILLEN, III; 
MYRON MEACHAM; AIDA A. 
MEKEIJIAN; CHELSEY L. MELLOR; 
JIGGERSON MENDOZA; SUSAN 
MERRELL-CLAPP; JAMES 
MIDDAUGH; SYLVIA MILBURN; 
CORINNE MILLER; JANICE 
MITCHEL; MIKHAIL MIZHIRITSKY; 
KIRK MOLITOR; MARY MOORE; JOSE 
MORA; YOLANDA MORALES; 
ELIZABETH CASTRO MORALES; 
YOLANDA MORCIGLIO; BIVETTA 
MORENO; DAVID MORGAN; DENISE 
M. MORGAN; DOUGLAS MORGAN; 
SONIA MORGAN; ANDREW MORICI; 
BARRY MORRIS; JAMES MORRIS; 
JUANITA E. MORRIS; MICHELE 
MORSE; DAN R. MORTENSEN; 
MIGDALIA MOSQUEDA; ANDREA 
MOTOLA; ANNIE MUNA; LUCILA 
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NORMA J. O'NEA; LINDA ORCULLO; 
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MATT PARK; KATHY PARKINSON; 
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LOWELL PHILIP; MICHELLE PHILIP; 
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RODGERS; TREVA RODGERS; MARIA 
RODRIGUEZ; NENITA RODRIGUEZ; 
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MALONE; ANN MARIE MORALES; 
GINA RUSSO; COLLEEN TRANQUILL; 
LORAINE TURRELL; GRAHAM TYE; 
SCUFF VANDERMOLIN; LOUISE 
VERDEL; J. HOLLAND WALLIS; 
ANGELA HAMLER; SHARON 
WILKINS; MARK WILLIAMSON; 
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XUAN MAI NGO; JACQUELINE 
NOVAK; FAITH O'BRIEN; DENISE 
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SMITH; VICKIE SMITH; WILLIAM 
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CLARENCE TAYLOR; CATHERINE 
THOMPSON; MARGRETT THOMPSON; 
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Original petition for a writ of mandamus challenging district 

court orders denying petitioners motions to dismiss the underlying 

consolidated tort cases on the basis of federal preemption. 

Petition granted in part and denied in part. 

Lewis Roca Rothgerber Christie LLP and Daniel F. PoIsenberg, Joel D. 
Henriod, and Abraham G. Smith, Las Vegas; Greenberg Traurig LLP and 
Tami D. Cowden, Eric Swanis, and Jason K. Hicks, Las Vegas; Greenberg 
Traurig LLP and Brian Rubenstein, Philadelphia, Pennsylvania; 
Hymanson & Hymanson and Philip M. Hymanson and Henry J. Hymanson, 
Las Vegas, 
for Petitioners. 

Wetherall Group, Ltd., and Peter Wetherall, Las Vegas; Glen Lerner Injury 
Attorneys and Glen J. Lerner, Las Vegas, 
for Real Parties in Interest. 

BEFORE THE COURT EN BANC.' 

OPINION 

By the Court, HARDESTY, C.J.: 

This original petition for a writ of mandamus arises from 

lawsuits brought against generic drug manufacturers for selling single-

patient-use 50 mL vials of propofol to ambulatory surgical centers despite 

an allegedly foreseeable risk that the centers would use them on multiple 

patients. The question presented to us is whether the plaintiffs' state-law 

tort claims are preempted by federal drug regulations. Because we conclude 

1The Honorable Abbi Silver, Justice, voluntarily recused herself from 
participation in the decision of this matter. 
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that some, but not all, of the claims are preempted, we grant the petition in 

part and deny it in part. 

FACTS AND PROCEDURAL HISTORY 

Petitioners Teva Parenteral Medicines, Inc., Baxter Healthcare 

Corporation, and McKesson Medical-Surgical, Inc., manufacture and sell 

the generic drug propofol, also known by its brand name Diprivan. Propofol 

was approved for sale by the United States Food and Drug Administration 

(FDA) in 1989 for use as an anesthetic in outpatient and inpatient 

procedures. In this, the FDA has granted petitioners permission to 

manufacture and distribute generic propofol in three vial sizes: 20, 50, and 

100 mL. The label on each vial clearly prescribes that it is for single-patient 

use. 

Petitioners sold propofol to nonparty and now deceased Dr. 

Depak Desai for use at his endoscopy centers in Las Vegas. Despite warning 

labels to the contrary, Dr. Desai used petitioners 50 mL single-patient vials 

on more than one patient. Dr. Desai was criminally charged for reusing 

single-use injection syringes at his clinics and for using single-patient 

anesthesia vials on multiple patients.2  See Desai v. State, 133 Nev. 339, 

340-41, 398 P.3d 889, 891 (2017). Due to Dr. Desai's criminal behavior, his 

patients received warning letters from the Centers for Disease Control and 

Prevention and the Southern Nevada Health District notifying them of a 

risk of possible infection with Hepatitis B, Hepatitis C, and HIV. 

The real parties in interest (collectively, plaintiffs) are 

approximately 800 individuals who received the warning letters after being 

treated by Dr. Desai at his endoscopy clinics between 2004 and 2008. 

2The parties do not dispute the criminal allegations surrounding Dr. 
Desai's misuse of 50 mL vials of propofol. 
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Plaintiffs obtained testing, and all tests came back negative. Plaintiffs sued 

petitioners to obtain compensation for the testing costs as well as pain and 

suffering associated with being tested and waiting for test results. Their 

complaints alleged the following claims: (1) strict product liability, 

(2) breach of implied warranty of fitness for a particular purpose, 

(3) negligence, (4) violation of the Nevada Deceptive Trade Practices Act, 

and (5) punitive damages.3  Specifically, plaintiffs alleged that petitioners 

knew or should have known that selling 50 mL vials of propofol, as opposed 

to the smaller 20 mL vials, to Dr. Desai's ambulatory surgical centers with 

high patient turnover was unsafe because it would entice use of each vial 

on multiple patients, which increases the risk of contamination of the vial 

and infection of patients. Plaintiffs asserted that a 20 mL dose of propofol 

is commonly used to induce anesthesia in a patient, making the larger 50 

mL vial more likely to be misused for multi-dosing at an ambulatory 

surgical center. 

Petitioners filed a motion to dismiss in all three actions, 

alleging that under PLIVA, Inc. v. Mensing, 564 U.S. 604 (2011), and 

Mutual Pharmaceutical Co. v. Bartlett, 570 U.S. 472 (2013), plaintiffs' 

claims must be dismissed because they conflict with federal law, specifically 

the Drug Price Competition and Patent Term Restoration Act of 1984, Pub. 

L. No. 98-417, 98 Stat. 1585 (1984) (codified as amended at 21 U.S.C. § 355 

(1984)), commonly known as the Hatch-Waxman Act. See FTC v. Actavis, 

Inc., 570 U.S. 136, 142 (2013). After hearing arguments, the district courts 

summarily denied petitioners motions to dismiss, finding that plaintiffs' 

3Initially, three different lawsuits were filed in the Eighth Judicial 
District Court; those lawsuits have since been consolidated into one action 
in Department 8. 
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claims are not preempted by federal law. Petitioners filed this instant writ 

petition. 

DISCUSSION 

Entertaining the petition 

A writ of mandamus is available to compel the performance of 

an act that the law requires or to control an arbitrary or capricious exercise 

of discretion. NRS 34.160; Int'l Game Tech., Inc. v. Second Judicial Dist. 

Court, 124 Nev. 193, 197, 179 P.3d 556, 558 (2008); see also Humphries v. 

Eighth Judicial Dist. Court, 129 Nev. 788, 791, 312 P.3d 484, 486 (2013). 

Writ relief is not available, however, when an adequate and speedy legal 

remedy exists. NRS 34.170; Smith v. Eighth Judicial Dist. Court, 107 Nev. 

674, 677, 818 P.2d 849, 851 (1991). Although this court generally declines 

to consider writ petitions that challenge a district coures ruling on a motion 

to dismiss, this court will exercise its discretion to consider one when "an 

important issue of law needs clarification and considerations of sound 

judicial economy and administration militate in favor of granting the 

petition." City of Mesquite v. Eighth Judicial Dist. Court, 135 Nev. 240, 243, 

445 P.3d 1244, 1248 (2019) (internal quotation marks omitted). 

We conclude that whether the Hatch-Waxman Act preempts 

plaintiffs state-law claims against a generic drug manufacturer is an 

important issue of law that needs clarification. Further, considerations of 

sound judicial economy and administration militate in favor of entertaining 

this petition because of the early stage of litigation and the vast number of 

plaintiffs involved in the consolidated action. Thus, we exercise our 

discretion to entertain the petition. 

Preemption 

Whether state-law claims are preempted by federal law is a 

question of law that this court reviews de novo, without deference to the 
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findings of the district court. Nanopierce Techs., Inc. v. Depository Tr. & 

Clearing Corp., 123 Nev. 362, 370, 168 P.3d 73, 79 (2007). The Supremacy 

Clause of the United States Constitution provides that federal law 

supersedes, or preempts, conflicting state law. U.S. Const. art. VI, cl. 2; 

Crosby v. Nat'l Foreign Trade Council, 530 U.S. 363, 372 (2000) ("A 

fundamental principle of the Constitution is that Congress has the power to 

preempt state law."). 

There are two types of preemption—express and implied. Rolf 

Jensen & Assocs., Inc. v. Eighth Judicial Dist. Court, 128 Nev. 441, 445, 282 

P.3d 743, 746 (2012). Express preemption occurs when Congress explicitly 

declares in the statutes language its intent to preempt state law. Id. If the 

statutory language does not expressly preempt state law, preemption may 

be implied if the federal law dominates a particular legislative field (field 

preemption) or actually conflicts with state law (conflict preemption). Id. 

(citing Nanopierce Techs., 123 Nev. at 371, 168 P.3d at 79-80). 

Petitioners contend that conflict preemption applies here 

because the Hatch-Waxman Act imposes duties on them that conflict with 

the duties imposed under state tort law. Conflict preemption occurs where 

"it is impossible for a private party to comply with both state and federal 

requirements." Mensing, 564 U.S. at 618 (internal quotation marks 

omitted). Petitioners argue that as generic drug manufacturers, they are 

unable to both comply with their duties under the federal drug regulations 

and avoid state-law tort liability. They rely on two decisions by the United 

States Supreme Court—Mensing and Bartlett—which they argue preclude 

plaintiffs claims. 

Mensing and Bartlett 

In Mensing, the plaintiffs sued generic drug manufacturers for 

failing to provide adequate warning labels on a generic drug that carried a 
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risk of a severe neurological disorder with long-term use. Id. at 610. The 

plaintiffs claimed that the manufacturers knew or should have known about 

the risk and that they had a duty under state law to adequately warn of it. 

Id. The Supreme Court found that the state-law claims were preempted 

because the manufacturers duty under state law conflicted with their duty 

under federal drug regulations. Id. at 618. The Court explained that the 

Hatch-Waxman Act, which established an abbreviated process for FDA 

approval of generic versions of brand-name drugs, imposed a duty of 

"sameness" on the generic drug manufacturers. Id. at 612-13. This duty 

requires manufacturers to demonstrate that their generic drugs are 

identical to the brand-name drug in active ingredients, safety, efficacy, and 

warning label. Id. at 612-13 & n.2. By ensuring that their generic drug is 

equivalent to an FDA-approved brand-name drug, generic drug 

manufacturers can obtain FDA approval without undergoing the costly and 

lengthy clinical testing required for brand-name drugs, thereby expediting 

the introduction of low-cost generic drugs to the market. See id. at 612. 

The Mensing Court compared this federal-law duty of sameness 

to the state-law duty, concluding that "it was impossible for the 

[m]anufacturers to comply with both their state-law duty to change the 

label and their federal-law duty to keep the label the same." Id. at 618. The 

Court reasoned that, because federal law requires generic drug labels to be 

the same as brand-name labels, any state-law duty that requires generic 

manufacturers to use safer labels conflicts with the federal "duty of 

sameness" and is preempted by federal law. Id. Further, the Court rejected 

the argument that the generic drug "[in] anufacturers [could have] asked the 

FDA for help" in strengthening the warnings and thereby defeating 

impossibility preemption. Id. at 620-21. The Court stated that the 
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"question for 'impossibility is whether the private party could 

independently do under federal law what state law requires of it." Id. at 

620. "[W]hen a party cannot satisfy its state duties without the Federal 

Government's special permission and assistance, which is dependent on the 

exercise of judgment by a federal agency, that party cannot independently 

satisfy those state duties for pre-emption purposes." Id. at 623-24. 

Similarly, in Bartlett, the Court considered whether a state-law 

design-defect claim against a generic drug manufacturer was preempted by 

the Hatch-Waxman Act. 570 U.S. at 475. The plaintiff succeeded on the 

claim at trial, and the First Circuit Court of Appeals affirmed the jury 

verdict, holding that the claim was not preempted because a generic 

manufacturer could simply stop selling the drug to avoid liability and thus 

comply with both federal and state law. Id. at 479. The Supreme Court 

reversed and specifically rejected this "stop-selling rationale as a way to 

avoid impossibility preemption. Id. at 475-76. The Court determined that 

the state-law claim imposed a duty on the manufacturer to redesign the 

drug or strengthen the warning on its label, which was not possible under 

federal regulations. Id. at 486-87. The Court concluded that "it [wa] s 

impossible for [the generic drug manufacturer] to comply with both state 

and federal law." Id. Thus, the state-law claim was preempted, and as 

explained by the Court, this preemption could not be avoided by the "stop-

selling" theory: "Our pre-emption cases presume that an actor seeking to 

satisfy both his federal- and state-law obligations is not required to cease 

acting altogether in order to avoid liability." Id. at 488. 

Read together, Mensing and Bartlett hold that the Hatch-

Waxman Act imposes a duty of sameness on generic drug manufacturers 

that requires the labels and design of generic drugs to be the same as the 
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corresponding brand-name drugs and precludes manufacturers from 

unilaterally altering the label or design of the drug. A state-law claim that 

imposes a duty on a generic drug manufacturer to alter either the label or 

the design of a generic drug, thus making it impossible for the generic drug 

manufacturer to avoid liability under state law without also violating its 

federal duty of sameness, is preempted. And preemption cannot be avoided 

simply because the manufacturer could have stopped selling the drug to 

avoid liability under state law. 

Analysis of state- and federal-law duty 

Petitioners contend that plaintiffs causes of actions are 

preempted under Mensing and Bartlett because each cause of action would 

impose a duty on petitioners to alter either the design or the formulation of 

the 50 mL vial, change its warning labels, or stop selling it altogether to 

avoid liability. In determining whether conflict preemption exists, we must 

first identify petitioners' duties under state law and then determine 

whether those duties conflict with petitioners' federal-law duties. See 

Bartlett, 570 U.S. at 480. Plaintiffs asserted four causes of action in their 

complaints: strict product liability, breach of implied warranty, deceptive 

trade practice, and negligence.4  Plaintiffs conceded at oral argument that 

their claims for strict product liability and breach of implied warranty are 

essentially failure-to-warn claims and are thus preempted under Mensing 

and Bartlett. However, they argue that their causes of action for negligence 

4P1aintiffs also alleged a claim for punitive damages in their 
complaints, but punitive damages is a remedy and not a separate cause of 
action. See Droge v. AAAA Two Star Towing, Inc., 136 Nev., Adv. Op. 33, 
468 P.3d 862, 881 (Ct. App. 2020) ("[P]unitive damages is a remedy, not a 
cause of action."). 
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and deceptive trade practice survive because they are not premised on the 

labeling or design of the drug. 

As to the deceptive trade practice claim, plaintiffs alleged that 

petitioners made representations about the 50 mL vials that were false and 

omitted material facts. Plaintiffs did not identify in their complaints any 

representations made by petitioners other than those contained in the FDA-

approved labeling. See NRS 598.0915(5), (7), (15) (providing, generally, that 

a person engages in a deceptive trade practice when he knowingly makes 

false representations); NRS 598.0923(2) (providing that a seller who "RI ails 

to disclose a material fact" engages in a deceptive trade practice). As 

Mensing and Bartlett make clear, petitioners could not have rectified any 

alleged misrepresentation without violating federal law because they were 

required to adhere to the brand-name drug's labeling. Thus, this cause of 

action is preempted under Mensing and Bartlett. 

Turning to plaintiffs negligence claim, plaintiffs alleged that 

petitioners owed them a duty "to distribute, market, and package the 

propofol in safe single use vials that are not conducive to multi-dosing." 

Plaintiffs further alleged that petitioners "knew, or in the exercise of 

reasonable care should have known, that packaging, marketing, and 

distributing propofol to high turnover ambulatory clinics . . . in 50 ml vials, 

was . . . likely to encourage or facilitate multi-dosing." Under plaintiffs' 

negligence theory, petitioners had a duty under state law not to package, 

market, or sell 50 mL vials of propofol to Dr. Desai's ambulatory surgical 

clinics. 

To the extent that plaintiffs' negligence claim alleges that 

petitioners provided improper warnings or descriptions in the labeling and 

packaging of the 50 mL vials, such a claim is preempted, as it is clear under 
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Mensing and Bartlett that petitioners could not have unilaterally altered 

the labeling and packaging of the 50 mL vials under federal law. However, 

with respect to plaintiffs claim that petitioners had a duty not to sell the 50 

mL vials, we conclude that this cause of action is not preempted, as 

petitioners have not demonstrated that it would be impossible to comply 

with state law without violating federal law. The theory of this cause of 

action is that petitioners knew or should have known that Dr. Desai's 

ambulatory surgical centers were misusing the 50 mL vials of propofol 

labeled for single-patient use by anesthetizing multiple patients, and thus 

petitioners should have stopped selling 50 mL vials and sold only 20 mL 

single-dose vials to those centers. Petitioners contend that, to avoid liability 

under this theory, they would have had to either stop selling the 50 mL vials 

to Dr. Desai's ambulatory surgical centers or alter the size of the 50 mL 

vials. And, petitioners argue, the first option is precluded by Mensing and 

Bartlett, and the second option is preempted by conflict. 

As to the first option, petitioners' duty to stop selling 50 mL 

vials of propofol to Dr. Desai's ambulatory surgical centers because 

petitioners allegedly knew that their vials were being misused, despite 

labels to the contrary, is not precluded by Mensing and Bartlett. Petitioners 

have not demonstrated that they have an absolute duty under federal law 

to continue selling 50 mL vials of propofol to clinics they allegedly know are 

misusing their product. Therefore, because petitioners' alleged state-law 

duty to stop selling the 50 mL to clinics it knows are misusing its product 

does not conflict with any federal-law duty, we conclude that plaintiffs' 

negligence cause of action is not preempted. 

This conclusion is not affected by the Court's holding in Bartlett 

that "an actor seeking to satisfy both his federal- and state-law obligations 
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is not required to cease acting altogether in order to avoid liability." 570 

U.S. at 488 (emphasis added). Though petitioners rely heavily on Bartlett 

in arguing that plaintiffs liability theory, which would require them to stop 

selling the 50 mL vials, cannot be used to avoid preemption, their reliance 

is misplaced. In Bartlett, the Court held that where there is a conflict 

between state and federal law, preemption cannot be avoided by requiring 

the generic drug manufacturer to stop selling the drug. Id. This analysis 

is not applicable here where there is no conflict between state and federal 

law in the first instance. 

In the alternative, we agree that a conflict might arise if 

petitioners were required to unilaterally alter the size of their FDA-

approved vials to avoid liability under state law.5  However, plaintiffs are 

not asking petitioners to alter their vial size, and even if they were, 

plaintiffs' negligence cause of action would still not conflict with federal law. 

This is so because petitioners already obtained approval from the FDA to 

market a smaller, 20 mL vial size of propofol. Thus, unlike the generic drug 

manufacturers in Mensing, petitioners would not be required to make any 

unilateral changes to the drug's design to comply with state law. Rather, 

petitioners could satisfy a state-law duty to sell only the smaller, 20 mL 

vials of propofol to Dr. Desai's ambulatory surgical centers without violating 

their federal duty of sameness. Therefore, we hold that plaintiffs' 

5The Hatch-Waxman Act does not permit generic drug manufacturers 
to independently change a drug's strength, which includes a drug's vial size. 
See 21 U.S.C. § 355(j)(2)(A)(iii) (2018) (requiring the generic drug's 
"strength" to be equivalent to the brand-name drug); 21 C.F.R. § 314.3(b) 
(2020) (stating that a drug's Is]trength" refers to "the amount of drug 
substance contained in, delivered, or deliverable from a drug product which 
includes . . . Mlle total quantity of drug substance in mass or units of 
activity in a dosage unit or container closure). 
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negligence claim is not preempted even if it required petitioners to change 

their vial size to 20 mL, because petitioners already have approval for that 

smaller vial size. 

For the reasons stated above, we conclude that plaintiffs' 

negligence cause of action is not preempted by federal law and that 

plaintiffs request for punitive damages also survives to the extent it derives 

from the negligence cause of action. However, we conclude that the 

remainder of plaintiffs' causes of action are preempted, and we thus grant 

the petition in part and deny the petition in part. The clerk of this court 

shall issue a writ of mandamus directing the district court to dismiss all of 

plaintiffs' claims except their cause of action for negligence and their 

request for punitive damages. 

 C.J. 
Hardesty 

We concur: 

""cialAel"Irte".".",1  J 
Parraguirre 

Herndon 
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