Mary Go urdine v. E llen Crew s et al., No. 134, September Term 2007.
DRUG PRODUCT LIABILITY – TORT LAW – DUTY

Ellen Crews, a Type I diabetic, took a combination of insulin medications and while driving,
struck an automobile driven by Isaac Gourdine, killing Mr. Gourdine. Petitioner, Mary
Gourdine, the wife of Isaac Gourdine, individually, and as Personal Representative of the
Estate of Mr. Gourdine, and as Next Friend of Monica J. Gourdine and Lamar T. Gourdine,
their two children, filed suit against Respondent, Eli Lilly and Company (“Lilly”), the
manufacturer of the insulin medications taken by Ms. Crews, alleging fraud, negligence and
strict liability for failure to warn of known concealed defects. The Circuit Court for Prince
George’s County granted summary judgment in favor of Lilly because Lilly did not owe a
duty of care to Mr. Gourdine to warn Ms. Crews of the dangers that were allegedly
associated with the specified medications; the Court of Special Appeals affirmed. The Court
of Appeals affirmed, concluding that Eli Lilly did not owe a duty of care to Mr. Gourdine,
a non-user, to warn Ms. Crews, and therefore, the Circuit Court correctly granted summary
judgment in favor of Eli Lilly.
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In this products liability case, premised on negligenc e, strict liability and fraud, Ellen
Crews, a Type I diab etic 1 who was taking a combination of insulin medications manufactured
by Respondent, Eli Lilly and Company (“Lilly”), while operating her car, suffered a
debilitating episode and struck a vehicle driven by Isaac Gourdine, resulting in his death. We
are asked to determine whether Lilly owed a duty to Mr. G ourdine, the third-party wh o did
not ingest the drugs. Petitioner, Ma ry Gourdine, the wife of Mr. Gourdine, argues that it was
foreseeab le for Lilly that Ms. Crews, allegedly suffering an adverse reaction to the
medications, would cause injury and death to third persons while she was operating a motor
vehicle, when she ha d not been adeq uately warned about the d angers that allegedly were
associated with the specified medications, and that such foreseeability, thus, created a duty
owed to Mr. Gourdine.2 The certiorari questions presented are:
1.

Where the FDCA[3] imposes a duty on a drug
manufacturer to refrain from selling a drug with false and
misleading advertising and labeling, the violation of
which gives rise to criminal liability for misbranding
under 21 U.S.C. §§ 3 31(a), 333(a)(1), and 352 , is there
any public policy reason for relieving the drug company
from liability for injuries to an innocent th ird-party
bystander injured in an actionable m otor vehicle accident

1

Type I diabetes is “a condition charac terized by high blood glu cose levels
caused by a total lack of insulin;” it is often referred to as “juvenile-onset” diabetes.
Stedman’s Medical Dictionary 530 (28th ed. 200 6).
2

In her oppo sition to Lilly’s Motion for Summary Judgment, Ms. Gourdine
conceded that Lilly had no direct duty to warn Mr. Gourdine; “Plaintiffs agree that Lilly had
no duty to warn M r. Gourdin e . . . .” Plaintiff’s M emorand um of P oints and Au thorities in
Opposition to Defendant’s Motion for Summary Judgment (June 1, 2006), at 27.
3

et seq.

FDCA refers to the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 321,

caused by a drug-induced loss-of-consciousness, when
the drug manufacturer sold the drugs consumed by the atfault driver with inadequate warnings, false advertising
and made conscious misrepresentations to the medical
commu nity as to the true risks associated w ith the drugs?
2.

Did the intermediate appellate court err in a finding as
matter of law that Mr. Go urdine’s de ath was n ot a
foreseeable consequence of Defendant Lilly’s conduct
when Lilly’s managing agents admitted that such injuries
were foreseeable?

3.

Whether a claim for misbranding, false and misleading
advertising, a claim for failure to warn, and a claim for
negligent misreprese ntation and fraud bro ught again st a
drug manufa cturer is preempted by the FDCA, 21 U.S.C.
§ 321, et seq.?

We respond to the first question by affirming the judgment of the Court of Special Appeals,
and thereby the trial court’s grant of summary judgment to Lilly, because Lilly did not owe
the requisite duty to Mr. Gourdine to sustain the negligence, strict liability and fraud claims
asserted in the instant case.4
I. Introduction
On the morning of February 25, 2002, Ms. Crews took a combination of Humalog,
a quick-actin g form o f insulin take n with meals, and Humulin N (or “Humulin N PH”), 5 a
medication designed to supply a constant source of in sulin to the body, both of which were
4

As a result of our holding, we need not and will not address the second and
third questions.
5

According the affidavit of Dr. Jame s H. And erson, Jr., an em ployee of E li Lilly
& Company, Humalog is available on ly by prescription but Humulin N is available as an
over-the-co unter med ication. This d istinction, for o ur purpos es, is irrelevant.
2

manufactured by Lil ly, and prescribed by M s. Crews’ doctor. 6 While driving from Baltimore
to College Park, Ms. Crews hit an automobile driven by Isaac J. Gourdine; the force of the
collision caused Mr. Gou rdine’s car to leave the highw ay and crash into a tractor-trailer,
leaving him with a mortal head wound.
On January 7, 2005, Ms. Gourdine, individually, and as Personal Representative of
the Estate of Mr. Gourdine, and as Next Friend of Monica J. Gourdine and Lamar T.
Gourdine, their two children, filed a Complaint for Wrongful Death and Survival Action and
for Compensatory and Punitive Damages for Sale of a Defective Product, Fraud, Conscious
Misrepresentation, Negligence and Breach of Warranty, in the Circuit Court for Prince
George’s County against Lilly, as well as a number of other individuals and companies who
are not implicated in the pr esent ap peal. In the Complaint, Ms. Gourdine contended that, at
the time of the accident, Ms. Crews suffered a hypoglycem ic 7 reaction and experienced a
“blackout” causing her to lose control of her vehicle.
Against Lilly, several theories of liability were posited, based upon Ms. Gourdine’s

6

There is disagreem ent between the parties with respect to w hether Ms. Crew s’s
doctor directed Ms. Crew s to cease taking her H umalog med ication as pre scribed. Th is
discrepancy, howev er, for purp oses of the ground u pon wh ich we de cide this app eal, is
immaterial.
7

“Hypoglycemia” is a condition in which an individual exhibits “symptoms
resulting from low blood glucose, which can be either autonom ic or neu roglycop enic.”
Stedman’s Medical Dictionary at 933. “Autonomic symptoms include sweating, trembling,
feelings of warmth, anxiety, and nausea.” Id. “Neuroglycopenic symptoms include feelings
of dizziness, confusio n, tiredness, dif ficulty speakin g, headac he, and ina bility to
concentrate,” id., which can cu lminate with se izures a nd com a. Id. at 1310.
3

contention that the combination of Humalog and Hum ulin N caused increased rates of
hypoglycemia, neuroglycopenia and drowsiness between 6 a.m. and noon and that Lilly
knowin gly failed to inclu de a warn ing of suc h possibilities in its labeling and advertising.
In Count 1, “strict liability in tort for sale of a misbranded drug with false and misleading
advertising and labeling,” Ms. Gourdine alleged that the Humalog label at the time it was
sold was “false and misleading” because “it boast[ed] on one hand that patients such as
Defendant Crews, who had Type I diabetes, had fewer hypoglycemic episodes between
midnight and 6 a.m . while on th e other han d ignoring the fact that m ost episode s with both
of the constituent insulins contained in the Humalog mixtures tested occurred during mid-day
and that a substantial number of the hypoglycemic reactions experienced by type I diabetics
occurred without warning at mid-day.” Ms. Gourdine alleged that Lilly owed a duty to her
husband , as follows :
77. At all times relevant hereto, Defendant Lilly had a duty
imposed by statute and the common law to warn users of the
drug Huma log of the risk s to which the drug as compounded and
its constituent drugs exposed persons who consumed them.
78. Decedent Isaac J. Gourdine, as a user of the highway, was
in the class of persons the statute and regulations of the FDA
that Lilly violated in tended to p rotect.
79. Defendant Lilly, therefore, owed a duty to protect users of
the highway from drivers suffering from hypoglycemia induced
by Defendant Lilly’s misbranded drug.
80. It was foreseeable that a Type I diabetic suffering from
neuroglycop enia caused by hypoglycemia would cause injury
and death to third persons while operating a motor vehicle on a
4

highway if the diabetic was not warned of the period of greatest
vulnerability for dro wsy driv ing. Such informa tion wou ld
enable Type I diabetics to take proper precautions before
operating an automobile during this period of maximum
vulnerability for drowsiness.
In Count 2, “negligen t failure to warn of dangers associated with the use of the drug
Humalog as directed,” M s. Gourdin e alleged, sim ilarly, that “Lilly breached its duty by
failing to warn consumers that a high percentage of Type I diabetics were at greatly increased
risk of drug-induced hypoglycemia , neuroglycop enia and d rowsines s at mid-day”; w ith
respect to the duty violated by Lilly, Ms. Gourdine repeated:
86. At all times relevant hereto, Defendant Lilly had a duty
imposed by statute and the common law to warn users of the
drug Humalog of the risks to which they were exposed by the
drug as compounded and its constituent drugs.
87. Decedent Isaac J. Gourdine, as a user of the highway, was
in the class of persons the statute and regulations of the FDA
that defen dant Lilly violated intended to protect.
In Count 3 , “consciou s misreprese ntation and fraud,” M s. Gourdin e alleged tha t “Lilly
published, or caused to be pu blished , . . . statements that failed to disclose that Humalog and
the Huma log mixture s containin g Humu lin NPH tested were m ost likely to be asso ciated with
hypoglycemia and drowsiness at mid-day w hile boasting that Hum alog was associated w ith
lower nighttime hypoglycemia,” that Lilly knew the statements to be untrue or that Lilly did
not have proof that they were true, and that Ms. Crews and her physician “relied on
Defendant Lilly’s misrepres entations an d Defen dant Crew s drove he r automob ile at mid-day
without taking the proper precautions against undetected hypoglycemia and drowsiness,
5

resulting in the ac cident w hich kill ed Isaa c J. Go urdine .”
Lilly subsequently filed a motion for summary judgment, arguing that it was entitled
to judgmen t as a matter o f law bec ause “Lilly did n ot owe a d uty to warn Mr. Gourdine, who
did not use or consume Lilly’s insulin products,” “Lilly made no representations to Mr.
Gourdine, a non-user, and therefore essential elements of fraud are lacking,” and that
“without a basis to claim fraud, plaintiff’s punitive damages claim fails.”

Lilly also

contended that because the United States Food and Drug Administration (“FDA”) approved
the warning s for Lilly’s insulin products, the “failure to wa rn claim is preempted as a matter
of federal law.”
Ms. Gourdine responded and asserted that Lilly owed a duty to Mr. Gourdine to
adequate ly warn Ms. Crews about the risks of the combination of Humalog and Humulin N
because it was foreseeable for Lilly that Ms. Crews, allegedly suffering an adverse reaction
to the medications, would cause injury and death to third persons while she was operating
a motor vehicle, when she had not been adequately warned about the dangers that allegedly
were associated with the specified medications, citing Valk Manufacturing Co. v.
Rangaswamy, 74 Md. App. 304, 537 A.2d 622 (1988), for the proposition that a cause of
action in negligence and strict liability may be su stain ed by a bystander injured as a result of
a defective product.
The Honorable Steven I. Platt of the Circuit Court for Prince George’s County, after
a hearing on the ma tter, granted Lilly’s motion for summary judgment and subsequently filed

6

a memorandum opinion in which he determined that, “Plaintiffs have not raised any disputes
as to material fa cts, and De fendant E li Lilly is entitled to judgment as a matter of law,
because Eli Lilly did not owe a duty to Mr. Gourdine , and because Plaintiffs’ fa ilure to warn
claim is pre-emp ted by federa l law.” Judg e Platt stated tha t “the issue is what duty is owed
the public by a drug manufacturer in a failure to warn case,” and concluded that under the
“learned intermediary” doctrine,8 no duty is ow ed to a non -patient:
The existence of a legal duty is a question of law, to be decided
by the cou rt. Doe v. Pharmacia & Upjohn Co., Inc., 388 Md.
407, 414, 879 A .2d 1088, 1092 (2 005).
In this case, the issue is what duty is owed the public by a drug
manufacturer in a failure to warn case. W ith respect to
prescription drugs, Maryland courts have adopted the “Learned
Intermediary Rule,” which states that a prescription drug
manufacturer has a duty to warn physicians of potential risks
associated with taking a drug, but does not have a duty to warn
patients. Hunt v. Hoffmann-LaRoche, Inc., 785 F. Supp. 547,
550 (D.Md . 1992). It follows that if a pharmaceutical
manufacturer does not have a du ty to give patients u sing their
products warnings, they do not have a duty to warn th e people
with wh om those patients interac t.
***
Plaintiffs concede in their Memorandum of Points and
Authorities in Opposition to Defendan t’s Motion for Su mmary
Judgment that Eli L illy had no duty to w arn M r. Gourdine

8

The “learned intermediary” doctrine “imposes on a manufacturer of
prescription drugs or devices a duty to give adequate warnings to physicians, dentists, and
other licensed health care professionals, including nurses, who may prescribe these products.
Under the doctrine, a manufacturer which has adequately warned the physician, in almost
every circumstan ce, has no d uty to warn a patient.” 2 Frank C. Wo odside , III, Drug Product
Liability Section 14.02[2] (20 02).
7

directly. Instead they argue that it was foreseeable that not
warning patients of an increased risk of hypoglycemia between
6 a.m. and 12 p.m. could cause people to suffer from
hypoglycemia or neuroglycopenia, and if that occurred while the
patient was driving a veh icle, that they could seriously injure
other users of the road. Plaintiffs arg ue that this fo reseeability
extends a duty to users o f the road a nd so to Mr. Go urdine. Th is
Cou rt decline s to exten d tha t duty to El i Lilly.
Instead this trial court echoes what the Maryland Court of
Appea ls said in Doe v. Pharmacia & Upjohn Co., Inc., 388 Md.
407, 879 A.2d 1088 (20 05), “the im position of a duty of care in
this case would create an indeterminate class of potential
plaintiff s.” Id. at 421, 1096. In Pharmacia & Upjohn, the
plaintiff was the wife of a laboratory technician who had
contracted HIV from his employment in a laboratory. The Court
held that the employer did not owe a duty to the wife, because
that would create an indeterminate class of potential plaintiffs,
including spouses, sexual partners, and then anyone the
employee could possibly pass the disease onto. Certainly, if this
were an indeterm inate class of people, then expandin g duty to
users of the highway, as Plaintiffs stren uously urge th is Court to
do in the instant case, would create an equally large and
amorphous indeterminate class of Plaintiffs.
Plaintiffs would h ave us interp ret Valk Mfg. Co. v. Rangaswamy
as authority to impose a liability on Eli Lilly on th is case. Id., 74
Md. App. 304, 537 A.2d 622 (1988). In Rangaswamy, the Court
held that “bystanders . . . are protected under the doctrine of
strict liability in tort. Id. at 323, 632. However, in the sentence
immedia tely preceding, the Rangaswamy Court cited W.
Keeton, Prosser and Keeton on Torts 704 (5th ed. 1984), to
explain that the effect of an expan ded duty to bystan ders was to
put “strict liability on the sa me footin g as neglige nce, as to all
foreseeab le injuries.” Rangaswamy, 74 Md. App. at 323, 537
A.2d 632. It is this C ourt’s opinio n in this case, th at Eli Lilly
did not owe a duty to Plaintiffs even in the negligence claim,
and so Rangaswamy does not a id Plaintiffs in their strict liability
claim.
(Footnote omitted) (em phasis in original).

8

Ms. Gourdine noted an appeal to the Court of Special Appeals, which affirmed in a
reported opinio n. Gourdine v. Crews, 177 Md. App. 471, 935 A.2d 1146 (2007). The
intermediate appellate court concluded that the trial court did not err in granting Lilly’s
motion for s umm ary judgment because “[Lilly] has no duty to warn a nonuser such as
Gourdine” under the “learned intermediary” doctrine:
With respect to prescription drugs, “Maryland law recognizes
the ‘learned intermediary’ doctrine, which provides that
manufacturers need only warn the prescribing physician and not
the patient directly.” Ames v. Apothecon, Inc., 431 F. Supp. 2d
566, 572 (D.Md . 2006); see also Nolan v. Dillon, 261 Md. 516,
523 (1971). Stated alternatively, under the learned intermediary
doctrine, the manufacturer of a prescription drug has no duty to
directly warn pa tients.
Diane S. Kane , Annotatio n,
C ONSTRUCTION AND A PPLICATION OF L EARNED-INTERMEDIARY
D OCTRINE, 57 A.L .R. 5 th 1 (1998). It follows, therefore , that
since there is no duty on the part of prescription drug
manufacturers to directly warn users of the drug of possible
adverse effects, the manufacturer has no duty to warn a nonuser
such as Go urdine . See Kirk v. Michael Reese Hosp. & Med.
Ctr., 513 N.E.2d 387, 393 (Ill. 1987) (applying the learned
intermediary doctrine and holding that drug manufacturers owed
no duty to warn a third party who was injured by a patient using
their products).
Id. at 478-79, 9 35 A.2d at 1150 (fo otnote om itted). The co urt also opin ed that even if Lilly’s
warnings were inadequate, the injuries to Mr. Gourdine were not foreseeable:
Appellants nonetheless maintain that it was foreseeable that
failing to warn patients of an increased risk of hypo glycemia
between 6 a.m. and 12 p.m. could cause them to suffer from
hypoglycemia, and if that occurred while a patient was driving
a vehicle, that the patient could seriously injure other users of
the road . Accord ing to appella nts, the fo rese eabi lity of the
injuries here at issue e xtended a duty to warn all users of the
9

road and, thus, Gourdine.
Appella nts correctly state that “liability for injuries which are
foreseeab le resulting from a defective product extends to
bystanders who are put in peril by the defect.” See e.g. Valk
Mfg. Co. v. Rangaswamy, 74 Md. Ap p. 304, 322-23 (19 88),
rev’d on other grounds sub nom. Montgomery C ounty v. Va lk
Mfg. Co., 317 M d. 185 ( 1989) . Even assum ing, arguendo, that
the warnings rendered about the drugs were defective, the
injuries sustained by Gourdine were not reasonably foreseeable.
It cannot be said that Lilly should have reasonably foreseen that
Crews, with her history of hypoglycemia, would ignore her
doctor’s orders to discontinue her morning insulin, drive a car,
suffer a hypoglycemic episode, lose control of her car, strike
Gourdine’s car, push it in to the back of an illegally parked
tractor-trailer, and fatally injure Gourdine. Indeed, to impose a
duty on Lilly in these circumstances “would create an
indeterminate class of potential plaintiffs.” Pharmacia &
Upjohn Co., supra, 388 Md. at 421.
Id. at 479, 935 A.2d at 1150-51.
Ms. Gourdine filed a petition for cert iorari, w hich w e grante d. Gourdine v. Crews,
403 Md. 61 2, 943 A.2d 12 44 (2008).
II. Standard of Review
The entry of summary judgment is governed by Maryland Rule 2-501, which provides
in pertinent p art:
Entry of judgment. The cou rt shall enter judgment in favor of
or against the moving party if the motion and response show that
there is no genuine dispute as to any material fact and that the
party in whose favor judgment is entered is entitled to judgment
as a matter of law.
Maryland Rule 2-5 01 (f).
In considering a trial court’s grant of a motion for summary judgment, this Court
10

reviews the record in the light mo st favorab le to the non -movin g party. Anderso n v. Coun cil
of Unit Owners of Gables on Tuckerman Condominium, 404 Md. 560, 570-71, 948 A.2d 11,
18 (2008); Rodriguez v. Clarke, 400 Md. 39, 92 6 A.2d 736 (2 007); Rhoads v. Sommer, 401
Md. 131, 148, 931 A.2d 508, 518 (2007) (“We review the record in the light most fa vorable
to the non-moving party and construe any reasonable inferences that may be drawn from the
facts against the m oving par ty.”); Harford County v. Saks, 399 M d. 73, 82 , 923 A .2d 1, 6
(2007) (In reviewing a trial court's decision on a motion for summary judgment, “we seek
to determine w hether any m aterial facts are in dispute an d, if they are, we resolve them in
favor of the non -moving party.”); Lovelace v. Anderson, 366 Md. 690, 695, 785 A.2d 726,
728 (2001) (In reviewing a grant of the defendants’ motions for summary judgment, “we
must review the facts, and all inferences therefrom, in the light most favorable to the
plaintiffs.”). If no material facts are in dispute, this Court m ust determin e whethe r the Circuit
Court correctly entered summary judgment as a matter of law. Anderson, 404 Md. at 571,
948 A.2d at 18 ; Rodriguez, 400 M d. at 70, 926 A.2d at 75 4; Saks, 399 Md. at 82, 923 A.2d
at 6; Property and Casualty Ins. Guaranty Corp. v. Yanni, 397 Md. 474, 480-481, 919 A.2d
1, 5 (2007); Standard Fire Ins. Co. v. Berrett, 395 Md. 439, 451, 910 A.2d 1072, 1079
(2006). On appeal from an order entering summary judgment, we review “only the grounds
upon which the trial court relied in granting summary judgment.” Rodriguez, 400 Md. at 70,
926 A.2d at 754, quoting Standard Fire, 395 Md. at 450, 910 A.2d at 1079; Eid v. Duke, 373
Md. 2, 10, 816 A.2d 844, 849 (2003), quoting Lovelace, 366 Md. at 695, 785 A.2d at 729.
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III. Analy sis
Underg irding the grant of summary judgment in this case is the Circuit Court’s
decision that Lilly did not owe a d uty of care to Mr. Gourdine based upon foreseeability that
an accident could occur after the ingestion of the specific medications while Ms. Crews was
operating a motor vehicle; Ms. Gourdine, of course, disagrees and asserts that the “learned
intermediary” doctrine, upon w hich the trial court and the C ourt of Sp ecial App eals relied,
is inapplicable and that Lilly, in fact, owed a duty to Mr. Gourdine to warn Ms. Crews about
the risks of the combination of Huma log and Humulin N because it was foreseeable that
inadequa te warnings could re sult in injuries or death to m embers o f the moto ring public
when Ms. Crews was driving. Ms. Gourdine argues that this duty arises from the common
law because the failure to warn Ms. Cre ws put M r. Gourdin e, a foresee able victim, in peril.
Ms. Gourdine compares this case to those in which liability is imposed on a car manufacturer
for injuries caused to third-party bystanders resulting from product defects, relying upon Valk
Manufacturing Co. v. Rangaswamy, 74 Md. App. 304, 537 A.2d 622 (19 88). She also relies
on out-of-state c ases in wh ich liability was im posed on doctors for injuries su stain ed by a
bystander when the doctor failed to adequately warn the patient about the risks of driving
while taking certain medications, citing Taylor v. S mith, 892 So.2d 887 (Ala. 2004);
McKe nzie v. Hawai’i Permanente Medical Group, Inc., 47 P.3d 1209 (Haw. 2002); and
Kaiser v. Suburban Transportation System, 398 P .2d 14, modified, 401 P.2d 350 (Wash.
1965). Ms. Gourdine also argues that the duty is imposed upon Lilly by statute, specifically

12

the Federal Food, Drug and Cosmetic Act (“FDCA” or “the Act”), which prohibits drug
manufacturers from plac ing a misbr anded pr oduct into in terstate com merce. W ith respect
to her fraud claim, Ms. Gourdine contends that Lilly knowin gly published u ntrue statem ents
about the dangers and risks associated with Humalog and Humulin N, that Ms. Crews and
her physician relied on these m isrepresenta tions, and tha t liability for these statem ents
extends to Mr. Gourdine because his death was foreseeable.
Lilly, conversely, asserts that the Circuit Court and Court of Special Appea ls correctly
applied the “learned intermediary” doctrine and further argues that no duty was owed to M r.
Gourdine beca use f ores eeab ility, by itself, is insufficient to create a lega lly cog niza ble d uty,
and because there was no connection between Lilly’s allegedly tortious act and Mr.
Gourdine’s death.

Additionally, Lilly contends that this case is different from those

involving car manufacturers’ liability for injuries directly caused to bystanders because those
cases involved manufacturing and design defect claims, rather than failure to warn claims as
in the instant case. Likewise, Lilly distinguishe s the out-of -state cases tha t imposed lia bility
on doctors for injuries caused to bystanders because those courts have adopted an
interpretation of duty contra ry to Maryland la w. Lilly also argues that the FDCA does not
establish a duty owed by Lilly to Mr. G ourdine b ecause the Act’s purp ose is to prote ct the
public health generally rather than any specific class of ind ividuals. Lilly con tends, with
respect to the fraud claim, that the C ircuit Court correctly granted summary judgment
because there was no duty owed by Lilly to Mr. Gourdine.

13

A. Failure to W arn Claims – Negligence an d Strict Liability
In Counts 1 and 2, negligence and strict liability, Ms. Gourdine alleges that Lilly owed
a duty to Mr. Gourdine to warn Ms. Crews about the risks of the combination of Humalog
and Humulin N.
“The negligence count of a products liability claim comports with longstanding
common law tort principles,” Nissen Corp. v. Miller, 323 Md. 613, 619, 594 A.2d 564, 567
(1991), and the inju red party must allege “(1) that the defe ndant was und er a duty to protect
the plaintiff from injury, (2) that the defendant breached that duty, (3) that the plaintiff
suffered actual injury or loss, and (4) that the loss or injury proximately resulted from the
defendant’s breach of the d uty.” Doe v. Pharmacia & Upjohn Co., Inc., 388 Md. 407, 414,
879 A.2d 10 88, 1092 (2005); Dehn v. Edgecombe, 384 Md. 606, 619, 865 A.2d 603, 611
(2005); Horridg e v. St. Mar y’s Coun ty Dept. of Soc. Services, 382 Md. 170, 182, 854 A.2d
1232, 1238 (20 04); Patton v. USA Rugby, 381 Md. 627, 635-36, 851 A.2d 56 6, 570 (2004).
We acknowledged that duty to warn can undergird a negligence case in Twombley v. Fuller
Brush Co., 221 Md. 476, 158 A.2d 110 (1960), a product liability action against a supplier
of spot remover, and later refined the concept in Moran v. Faberge, Inc., 273 Md. 538, 54344, 332 A.2d 1 1, 15 (1 975) (c itations o mitted), in which we stat ed,
that a manuf acturer’s du ty to produc e a safe pro duct, with
appropriate warnings and instructions when necessary, is no
different from the responsibility each of us bears to exercise due
care to avoid unr easonab le risks of harm to others. Whether any
such unreasonable risk exists in a given situation depends on
balancing the probab ility and seriou sness of h arm, if care is not
14

exercised, against the costs of taking appropriate precautions.
Howeve r, we observe that in cases such as this the cost of giving
an adeq uate war ning is usually s o minimal, am ounting only to
the expen se of ad ding so me mo re printin g to a lab el, that this
balancing process will almost always weigh in favor of an
obligation to warn of latent dangers, if th e manuf acturer is
otherwise required to do so.
We also adopted Section 388 of the Restatement (Second) of Torts (1965), “Chattel Known
to be Dangerous for Intended Use,” as “a general principle in the duty to warn area”:
One who supplies directly or through a third person a chattel for
another to use is subject to liab ility to those whom the supplier
should expect to use the chattel with the consent of the other or
to be endangered by its probable use, for physical harm caused
by the use of the chattel in the manner for which and by a person
for whose use it is supplied, if the supplier
(a) knows or has reason to know that the chattel is or is likely to
be dangerous for the use for which it is supplied, and
(b) has no reason to believe that those for whose use the chattel
is supplied will realize its dangerous condition, and
(c) fails to exercise reasonable care to inform them of its
dangerous condition or of the facts which make it likely to be
dangerous.
Moran, 273 Md. at 543-44, 332 A.2d at 15. In Moran, a products lia bility action agains t a
cologne manufacturer alleging negligent failure to warn of concealed dangers, we recognized
a framework for analysis in negligent failure to warn cases:
Based on this neg ligence law we think th at in the prod ucts
liability domain a duty to warn is imposed on a manufacturer if
the item it produces has an inherent and hidden danger about
which the producer knows, or should know, could be a
substantial factor in bringing injury to an individual or his
property when the manufacturer’s product comes near to or in
contact with the elements which are present normally in the
environment where the product can reasonably be expected to be
15

brought or used.
Id. at 552, 332 A.2d at 20.9
This framework s ubstantially mirrors that of a strict liability action, which was defined
by Judge John C. Eldridge, writing for this Court, in Phipps v. General Motors Corp., 278
Md. 337, 341, 363 A.2d 955, 957 (1976). In Phipps, Judge Eldridge adopted Section 402A
of the Restatemen t (Second) of To rts (1965),
Special Liability of Seller of Product for Physical Harm to User
or Consume r
(1) One who sells any product in a defective condition
unreason ably dangerous to the user or consu mer or to h is
property is subject to liab ility for physical harm thereby caused
to the ultimate user or consumer, or to his property, if
(a) the seller is engaged in the business of selling such a
product, and
(b) it is expected to and does reach the user or consumer without
substan tial chan ge in the conditio n in wh ich it is so ld.
(2) The rule stated in Subsection (1) applies although
(a) the seller has exercised all possible care in the preparation
and sale of his product, and
(b) the user or consumer has not bought the product from or
entered into any contractual relation w ith the seller.
and sum marized the e leme nts o f an a ction in str ict lia bility:
The essential elements o f an action in strict liability are set forth
in § 402A. For recovery, it must be established that (1) the
product was in defective condition at the time that it left the

9

In Moran v. Faberge, Inc., 273 Md. 538, 544-50, 332 A.2d 11, 15-19 (1975),
we also addressed the kn owledge com ponent in negligent failure to w arn cases, wh ich is not
an issue before us. See also Eagle-Picher Industries, Inc. v. Balbos, 326 Md. 179, 195-204,
604 A.2d 44 5, 452-57 (1992 ).
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possession or control of the seller, (2) tha t it was unre asonably
dangerous to the user or consumer, (3) that the defect was a
cause of the injuries, and (4) th at the produ ct was ex pected to
and did reach the co nsumer w ithout substa ntial chang e in its
condition. However, in an action founded on strict liability in
tort, as oppose d to a tradition al negligence action, the plaintiff
need not prove any specific act of negligence on the part of the
seller. The relevant inquiry in a strict liability action focuses not
on the conduct of the m anufacturer but rather on the product
itself.
Id. at 344, 363 A.2d at 958. Judge Eldridge went on to explain that “the theory of strict
liability is not a radical d eparture fro m traditiona l tort concep ts” and that:
Despite the use of the term “strict liability,” the seller is not an
insurer, as absolute liab ility is not imposed on the seller for any
injury resulting from the use of his product. Proof of a defe ct in
the product at the time it leaves the control of the seller implies
fault on the part o f the seller suf ficient to justify im posing
liability for injuries ca used by the p roduct.
Id. at 351-52, 363 A.2d at 963. See also Harig v. Johns-Manville Products Corp., 284 Md.
70, 84, 394 A.2d 299, 306-07 (1978) (“[T]he major distinction between an action in strict
liability in tort and one founded on traditional negligence theory relates to the proof which
must be presented b y the plaintiff.”).
In Owen s-Illinois, Inc. v. Ze nobia, 325 Md. 420, 601 A.2d 633 (1992), we addressed
the issue of whe ther the seller’s k nowled ge of a de fect, or lack th ereof, wo uld affe ct liability.
Judge Eldridg e, again writing for this C ourt, noted that most courts addressing the issue
require knowledge of defect, as elucidated in Comm ent j of the Restatement Section 402A:
Comment j explains that “the seller is required to give warning
against [the danger], if he has knowledge, or by the application
17

of reasonable, developed human skill and foresight should have
knowledge, of the . . . danger.” The comment goes on to
distinguish a product containing an adequate warning from a
defective product, stating: “a product bearing such a warning,
which is safe for use if it is followed, is not in defective
condition, nor is it unreasonably dangerous.
***
[T]he majority of courts which have con sidered a fa ilure to warn
case in the context of strict liability have either expressly or
implicitly held that a m anufactu rer of a pro duct, whic h is
defective only because of the lack of an adequate warning, is not
liable when th e failure to warn resulted from an absence of
knowle dge of the dangero us quality of tha t product.
Moreover, the cou rts reaso n, the presence of the required
knowledge can be established by evidence that the dangerous
quality of the product should have bee n known by a
manufacturer because it was known in the scientific or expert
comm unity.
***
Conseq uently, in a failure to warn case governed by the
Restatement § 402A and Comment j, negligence concepts to
some extent have been g rafted onto strict liability. In such
cases, a majority of co urts hold that an element of knowledge or
“state of the art” evidence is directly pertinent to a cause of
action under § 402A of the Restatement (Second) of Torts, and
liability is no longer e ntirely “strict.
Id. at 433-35, 601 A.2d at 640-41. Judge Eldridge also reflected that our adoption of Section
402A in the Phipps case inc luded th e know ledge e lemen t of its C omm ent j. Id. at 438 n.8,
601 A.2d at 641 n.8.10

10

In Owens-Illinois, Inc. v. Zeno bia, 325 Md. 420, 438 n.8, 601 A.2d 633, 641
(contin ued...)
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We have recognized, therefore, that negligence concepts a nd those o f strict liability
have “morphed together,” as a res ult, in failu re to wa rn case s. See ACandS, Inc. v. Asner,
344 Md. 155, 168, 686 A.2d 250, 256 (1996), quoting Owens-Illinois, Inc., 325 Md. at 435
n.7, 601 A.2d at 640 n.7 (1992) (“Consequently, in a failure to warn case governed by the
Restatement § 402A and Comment j, negligence concepts to some extent have been grafted
onto strict liability.”); Phipps, 278 Md. at 351, 363 A.2d at 963 (1976) (“T hus, the theory of

10

(...continued)
n.8 (1992), we stated:
Comment j of § 402A is applicable to a strict liability cause of
action where the alleged defect is a failure to give adequate
warnings. Therefo re, the seller is no t strictly liable for failu re to
warn unless the seller has “knowledge, or by the application of
reasonable, developed human skill and foresight should have
knowle dge, of the presence of the . . . danger.” Moreover, we
agree with the numerous cases holding that, for purposes of the
“should have knowledge” component of comment j, a
manufacturer of a product is held to the knowledg e of an expert
in the field.
***
we agree . . . that the knowledge or state of the ar t compon ent is
an elemen t to be pr oven b y the plain tiff. In a strict liability
failure to warn case, the alleged defect is the failure of the seller
to give an adequate warning. The seller, however, need not
give any warning if the requisite state of the art or knowledge
does not require it. Thus, where a product lacks a warning
because of insufficient knowledge on the part of the
manufacturer or in the scientific field involved, the produc t is
not defective. As defectiveness is an element to be proven by
the plaintiff, the knowledg e or state of the art component is not
an affirmative defense.
19

strict liability is not a radical d eparture fro m traditiona l tort concep ts.”); Mazda Motor of
Am., Inc. v. Rogowski, 105 Md. App. 318, 325, 659 A.2d 391, 394, cert. denied, 340 Md.
501, 667 A.2d 34 2 (1995) (“ Certainly, it is true that a strict liability claim based on failure
to warn bears a strong resemblance to a claim of negligence. Concepts of duty, breach,
causation, and damages are pres ent in both.”). 11 Duty, thus, is an e ssential elem ent of both
negligence and strict liability causes of action for failure to warn.
Sem inall y, however, we note our divergence from the duty analyses of the trial court
and the Court of Special Appeals, because both relied on the “learned intermediary” doctrine,
with citation to Nolan v. Dillon, 261 Md. 516, 523, 276 A.2d 36, 40 (1971), to determine that
Lilly did not o we a duty to Mr. Gourdine. In Nolan, a negligence and breach of warranty
action, this Court was faced with the question of “whether the warnings which American
Home gave regarding the use of Sparine were adequate” to warn of possible venous
thrombo sis or arteriolar spasm; the packag e insert contained a warning that use of the drug

11

In Owens-Illinois, Inc., 325 Md. at 435 n.7, 601 A.2d at 640 n.7, we noted one
difference in the role of contributory negligence:
We note that despite the overlap of negligence principles in a
strict liability failure to warn case, strict liability differs from a
negligence cause of action in that contributory negligence is not
a defense to a strict lia bility claim . Ellsworth v. Sherne
Lingerie, Inc., 303 Md. 581, 597-598, 495 A.2d 348, 356-357
(1985). In addition, in light of the other co mments to § 402A of
the Restatement (Second) of Torts, which apply in defective
design, defective construction, and failure to warn cases, there
are some differences between a negligent failure to warn case
and a failu re to warn based up on § 402 A and C ommen t j.
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“has resulted in localized thromboph lebitis or vascular spasm of d igital vessels.”

In

answering the question, we analyzed the reasonableness of the written warnings, without
adopting the “lea rned in termed iary” doc trine, id. at 523, 276 A.2d at 40; that case clearly
lacks the express adoption of the “learned intermediary” doctrine undertaken by other courts.
See e.g. Stone v. Smith, Kline & French Labs., 447 So.2d 1301, 1303 (A la. 1984); Shanks v.
Upjohn Co., 835 P.2d 1189, 1200 (Alaska 1992); West v. Searle & Co., 806 S.W.2d 608, 614
(Ark. 1991); Stevens v. Parke, Davis & Co., 507 P.2d 6 53, 661 (C al. 1973); Vitanza v.
Upjohn Co., 778 A.2d 829 , 835 (Conn. 200 1); Lacy v. G.D. Searle & Co., 567 A.2d 398, 400
(Del. 1989); Felix v. Hoffmann-LaRoche, Inc., 540 So.2 d 102, 10 4 (Fla. 198 9); McCombs
v. Synthes, 587 S.E.2d 594, 595 (Ga. 2003); Kirk v. Michael Reese Hosp. & Med. Ctr., 513
N.E.2d 387, 393 (Ill. 1987); Humes v. Clinton, 792 P.2d 1032 (K an. 1990); Larkin v. Pfizer,
Inc., 153 S.W .3d 758, 77 0 (Ky. 2004 ); Wyeth Labs., Inc. v. Fortenberry, 530 So.2d 688, 691
(Miss. 1988); Hill v. Squibb & Sons, E. R., 592 P.2d 138 3, 1387-8 8 (Mon t. 1979); Freeman
v. Hoffman-La Roche, Inc., 618 N.W .2d 827, 84 2 (Neb. 2 000); Niemiera by Niemiera v.
Schneider, 555 A.2 d 1112, 1 117 (N.J. 1 989); Martin v. Hacker, 628 N.E.2d 1308, 1311
(N.Y. 1993); Seley v. G.D. Searle & Co., 423 N.E.2d 831 (Ohio 19 81); Pittman v. Upjohn
Co., 890 S.W.2d 425, 431 (Tenn. 1994). The “learned intermediary” doctrine, thus, is not
an issue that we need to explore in the present case.
Duty Under Comm on Law
Ms. Gourdine arg ues that it wa s foreseea ble for Lilly that M s. Crews, c onceded ly

21

suffering an advers e reaction to th e medicatio ns, would cause injury an d death to th ird
persons while she was operating a motor vehicle, when she had not been adequately warned
about the dangers that allegedly were associated with the specified medications, and that such
foreseeability created a duty to Mr. Gourdine.
With respect to determining whether a duty exists, “we often have recourse to the
definition in W. Page Keeton, et al., Prosser and Keeton o n The La w of Torts § 53 (5th ed.
1984), which characterizes ‘duty’ as ‘an obligation, to which the law will give recognition
and effect, to conform to a particular standard of conduct toward another.’” Patton, 381 Md.
at 636-37, 851 A.2d a t 571. See also Pendleto n v. State, 398 Md. 447, 461, 921 A.2d 196,
204-05 (2007); Pharmacia & Upjohn, 388 Md. at 415, 879 A.2d at 10 92; Dehn, 384 Md. at
619, 865 A.2 d at 611; Horridge, 382 M d. at 182, 854 A.2d at 1239. At its core, the
determination of whether a duty exists represents a policy question of whether the specific
plaintiff is entitled to protection from the acts of the defen dant. See Pendleton, 398 Md. at
461, 921 A.2 d at 205; Rosenblatt v. Exxon, 335 Md. 58, 77, 642 A.2d 180, 189 (1994)
(stating that “ultimately, the determination of whether a duty should be imposed is made by
weighing the various policy considerations and reaching a conclusion that th e pla intif f's
interests are, or are not, entitled to legal protection against the conduct of the defendant”);
Ashburn v. Anne A rundel C ounty, 306 Md. 617, 627, 510 A.2d 1078, 1083 (1986), quoting
Keeton et al., Prosser and Keeton on the Law of Torts at Section 5 3 (comm enting that d uty
“is only an expression of the sum total of those considerations of policy which lead the law
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to say that the plaintiff is entitled to protection”).
We recently discussed the nature of duty and foreseeability in Patton, 381 Md. at 637,
851 A.2d at 571 (citations omitted), in which Judge Glenn T. Harrell, Jr., writing for this
Court, stated:
Where the failure to exercise due care creates risks of personal
injury, “the principal determinant of duty becomes
forese eability.” The foreseeability test “is simply intended to
reflect current societal standards with respect to an acceptable
nexus between the negligent act and the ensuing harm.” In
determining whether a duty exists, “it is important to consider
the policy reasons supporting a cause of action in negligence.
The purpose is to discourage or encourage specific types of
behavior by one pa rty to the be nefit of anothe r party.” “While
foreseeab ility is often considered among the most important of
these factors, its existence alone does not suffice to establish a
duty und er Ma ryland law .”
See also Remsburg v. Montgom ery, 376 Md. 568, 583, 831 A.2d 18 , 26 (2003 ); Valentine v.
On Target, Inc., 353 Md. 544, 551, 727 A.2d 947, 950 (19 99) (noting that “not all
foreseeab le harm gives rise to a duty; there are other facto rs to conside r”); Jacques v. First
Nat’l Bank of Maryland, 307 Md. 527, 535, 515 A.2d 756, 760 (1986). As we clarified in
Ashburn:
[t]he fact that a result may be foreseeable does not itself impose
a duty in negligence terms. T his principle is apparent in the
acceptance by most jurisdictions an d by this Court of the general
rule that there is no duty to control a third person’s conduct so
as to prevent personal harm to another, unless a “special
relationship” exists either between the actor and the third person
or between the actor and the person injured.
306 Md. at 628, 510 A.2d at 1083 (citations omitted). See also Scott v. Watson, 278 Md.
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160, 166, 359 A.2d 548, 552 (1976) (“[A] private person is under no special duty to protect
another from criminal acts by a third person, in the absence of statutes, or of a special
relationship.”). 12
Duty requires a close or direct effect of the tortfeasor’s conduct on the injured party.
This close and direct effect has been acknowledged by Prosser and Keeton:
“The rule that you are to love your neighbor becomes in law,
you must not injure your neighbor; and the lawyer’s question,
Who is my neighbor? receives a restricted reply. You must take
reasonab le care to avoid acts or omissions which you can
reasonab ly fore see w ould be lik ely to injure your neighbor.
Who, then, in law is my neighbor? The answer seems to be
persons who are so closely and directly affected by my act
that I ought reas onably to hav e them in contemplation as being
so affected when I am directing my mind to the acts or
omissio ns wh ich are c alled in q uestion .”
Keeton et al., Prosser and Keeton on the La w of Torts at Section 53, quoting Donoghue v.
Stevenson, 1 Q.B. 491 (189 3) (emphasis adde d).
In Dehn, 384 Md. at 626, 865 A.2d at 615, we recently had occasion to describe the
importance of the close an d direct con nection be tween co nduct and the injury, again quoting
Keeto n et al., Prosser a nd Keeto n on the L aw of To rts at Section 41 (emph asis added):

12

We have held that the creatio n of a “sp ecial duty” throu gh a “spe cial
relationship” between the parties can be established either by “(1) the inherent nature of the
relationship between the parties; or (2) by one party undertaking to protect or assist the other
party, and thus often inducing reliance upon the conduct of the acting party.” Doe v.
Pharm acia & Upjohn Co., Inc., 388 Md. 407, 419 n.3 , 879 A.2d 108 8, 1095 n.3 (2005 );
Remsburg v. Montgomery, 376 Md. 568, 589-590, 831 A.2d 18, 30 (2003). Special
relationship, nevertheless, is not an issue in the present case.
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“As a practical m atter, legal respo nsibility must be lim ited to
those causes which are so closely connected with the result and
of such significance that the law is justified in imposin g liab ility.
Some bounda ry must be set to liability for the consequences of
any act, upon the basis of s ome social ide a of j ustic e or p olicy.
This limitation is to some extent associated with the nature
and degree of the connection in fact between the defendan t’s
acts and the events of w hich the p laintiff complains. Often
to greater exten t, howeve r, the legal limitation on th e scope of
liability is associated w ith policy-with our more or less
inadeq uately exp ressed id eas of w hat justic e dem ands. . . .”
In that case, we considered w hether a physician owed a duty to a patient’s wife, who became
pregnant following the patient’s failed vasectomy, when the wife was not the doctor’s patient
and did not hav e any contact w ith the doctor. The wife asserted that a duty was owed by the
physician to the wife because it was foreseeable that negligence in the execu tion and po stsurgical follow -up of her hus band’s vasecto my wou ld result in her pre gnanc y. We stated that
foreseeab ility alone was not sufficient to establish a duty, as well as the fact that the wife
could not have relied on the doctor’s advice and instructions to her husband because the
doctor had not performed the vasectomy or provided post-operative care and the doctor had
never met the wife p rior to tria l. We concluded that under the circumstances of the case, the
doctor did not owe a duty of care to the wife:
A duty of care does not accrue purely by virtue of the marital
status of the patient alone; some greater relational nexus
between doctor and patient’s spo use must b e established , if it
can be esta blished at all, an d here it was not. A du ty of care to
a non-patien t is not one w hich M aryland law is p repared to
recognize under these circumstances. The imposition of a
common law duty upo n Dr. Ed gecomb e to the wife under these
circumstances could expand traditional tort concepts beyond
25

manage able bounds. The rationale for extending the duty wou ld
apply to all potential sexual partners and expand the universe of
potential plaintiffs. . . . Based on these rationales alone, a family
practitioner who ostensibly provides a fter-care following a
sterilization procedu re perform ed by anothe r physician w ould
owe a duty of care not just to the patient who underwent the
operation but every sexual partner the patient encounters after
the ope ration – a possib ility the law does n ot coun tenanc e.
Id. at 626-27, 865 A.2d at 615.
In Pharmacia & Upjohn, 388 Md. at 407, 879 A.2d at 1088, we further confirmed the
importance of a close and direct connection betwee n the tortious act and effec t.

In

Pharm acia & Upjohn, a husband, who became infected with HIV-2 while handling the virus
in the course of his employment in a research laboratory, infected his wife after the two
engaged in unprotec ted marital rela tions. The husband ’s employer h ad condu cted tests to
detect the existenc e of HIV -1, but did not inform the husband that a positive initial test result,
followed by a subsequent negative, could indicate the existence of HIV-2. The wife argued
that because it w as foresee able that she would c ontract the disease from her husband, the
employer owed her a du ty to inform her husband of the meaning of laboratory test results for
his health and the implications for his future conduct. We concluded that the employer had
no duty to the wife because “Ms. Doe had no relationship with Pharma cia. There is no
assertion in the complaint that she was ever an employee of Pharmacia, that she had ever
been tested for HIV or any other disease by Pharmacia, or that she had ever had any contact
with Pharmacia.” Id. at 420, 8 79 A.2 d at 109 5. We a lso exp lained th at,
Doe’s proposed duty of care to her would create an expansive
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new duty to an indeterminate class of people. This Court has
resisted the establishment of duties of ca re to indeterm inate
classes of people.
The concern with recognizing a duty that would encompass an
indeterminate class of people is tha t a person o rdinarily cannot
foresee liability to a boundless cate gory o f peo ple. A dditiona lly,
we have noted that the imposition o f a duty to an indete rminate
class would make tort law unmanageable.
The imposition of a duty of care in this case would create an
indetermin ate class of potential plaintiffs. Doe portrays her
proposed duty as limited to spouses. She claims that it was
foreseeable that she w ould contra ct HIV w hile engag ing in
unprotected sex with h er husban d becaus e it is foreseeable that
a husband and wife will engage in sexual relations. Doe does
not offer any legitimate reason to support a distinction between
married plaintiffs and other plaintiffs. The rationale for
imposing a duty of care to Ms. Doe could apply to all sexual
partners of employees. The potential class to wh om Pha rmacia
would owe a duty under D oe’s theory is ev en greater th an all
sexual partners of its employees. It includes any person who
could have contracted HIV-2 from the employee by any means.
The law does not countenance the imposition of such a broad
and indeterminate duty of care.
Id. at 420-21, 879 A.2d at 1095-96 (citation s omitte d). See also Valentine, 353 Md. at 55556, 727 A.2d at 952 (concluding that a gun d ealer owe d no duty of care to the p ublic to
exercise reasonable care in the display and sale of handguns to prevent the theft and the
illegal use of the handguns by others against third parties and noting “that a duty may exist
to the public at large without any evidence of a relationship between the parties, is simply too
foreign to our well-established jurisprudence to sufficiently advocate a different result than
the one we have reached” and that “[t]he class of persons to whom a duty would be owed
under these bare f acts wou ld encomp ass an inde terminate cla ss of peop le”); Village of Cross
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Keys, Inc. v. United States Gypsum Co., 315 Md. 741, 760, 556 A.2d 1126, 1135 (1989)
(stating that no duty was owed between designer of brick vene er and steel-s tud curtain w all
system and condominium developer when the record revealed that the condominium
developer did not follow the design o ffered; “tha t duty should ex tend to those who see k to
challenge a system they have used , and not to those wh o do not”).
In the case sub judice, there was no direct connection between Lilly’s warnings, or the
alleged lack thereof, and Mr. Gou rdine’s in jury. In fact, there w as no con tact betwee n Lilly
and Mr. Gourdine whatsoever. To impose the requested duty from Lilly to Mr. Gourdine
would expand tra ditional tort con cepts beyond manage able bounds, because s uch duty cou ld
apply to all individuals who could have been affected by Mr. Crews after her ingestion of the
drugs. Esse ntial ly, Lilly would owe a duty to the world, an indeterminate class of people, for
which we have “resisted the establishment of duties of care.” Pharmacia & Upjohn, 388 Md.
at 407, 879 A.2d at 1088. See also Dehn, 384 Md. at 627, 865 A.2d at 615 (“The imposition
of a common law duty upon Dr. Edgecombe to the wife under these circumstances could
expand traditional tort co ncepts beyon d manag eable bou nds.”); Valentine, 353 Md. at 553,
727 A.2d at 951 (“One cannot b e expected to owe a d uty to the world at large to pro tect it
against the actions of third parties, which is why the common law distinguishes different
types of relationsh ips when determinin g if a duty exists. The class of pe rsons to w hom a du ty
would be owe d under th ese bare fa cts would encomp ass an inde terminate class of people,
known and unknow n.”); Village of Cross Keys, 315 Md. at 744-45, 556 A.2d at 1127 (stating
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that the claimed duty “generates the specter of ‘liability in an indeterminate amount for an
indetermin ate time to an ind eterminate c lass,’ a liability that . . . continues to concern c ourts
today”).
Ms. Gourdine asserts, nevertheless, that Lilly’s liability is analogous to a car
manufacturer’s liability for injuries to an innocent bystander resulting from a product d efect,
citing Valk Manufacturing, 74 Md. App. at 304, 53 7 A.2d at 622, rev’d on other grounds sub
nom, Montg omery C ounty v. Valk Manufacturing Co., 317 Md. 185 , 562 A.2d 124 6 (1989).
In Valk Manufacturing, Dr. Rangaswamy died as a result of an automobile accident in which
he was struck by a dump truck on which a snow plow hitch arm protruded unsafely. The
doctor’s widow and mino r child filed su it against the m anufactu rer of the sn owplow hitch
alleging negligence and strict liability for “defective design.” A jury awarded the plaintiff’s
$2,500,000 on the strict liability count, and our intermediate appellate court affirmed the
award. Address ing whe ther the plaintif fs could recover under the theory of stric t liability in
tort as a “bystander,” the Court of Special Appeals noted that “[m]ost jurisdictions, when
called upon to d o so, have e xtended th e strict liability doctrine to provide relief for bystanders
. . . ‘to put the strict liability on the same footing as negligence, as to a ll foreseeab le
injuries.’” Id. at 322, 5 37 A.2 d at 631 , quotin g Kee ton et al., Prosser and Keeton on the Law
of Torts at Section 100. As a result, the interm ediate appe llate court was persuaded that “the
all-important concept of legal duty” should allow recovery for strict liability to a third-party
bystander. Id. at 322, 537 A.2d at 631. In Valk Manufacturing, howev er, the defectiv e
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product was directly involved in the accident and caused the dece dent’s in jury. See also
Kelley v. R.G. Industries, Inc., 304 Md. 124, 158, 497 A.2d 1143, 1160 (1985) (“Saturday
Night Special” case ; “Finally, once the trier of facts determines that a handgun is a Saturday
Night Special, then liability m ay be imposed against a manufacturer or anyone else in the
marketing chain, including the retailer. Liability may only be imposed, however, when the
plaintiff or plaintiff’s decedent suffers injury or death bec ause he is sh ot with the Saturday
Night Special.”). Here, however, there was no direct connection between the drugs and
accom panying warnin gs and the dec edent.
Ms. Gourdine, however, also attempts to draw support from cases from other
jurisdictions in which she asserts the courts have held that a doctor’s duty to warn his or her
patient of the risks associated w ith medication prescribed ex tends to non-patients w ho are
foreseeab ly at risk. E.g., Taylor v. Smith, 892 So.2d 887 (Ala. 2004) (director of outpatient
methadone-treatment center owed du ty of due care to a non-patient motorist who was injured
in an autom obile accide nt with the d irector’s patien t); McKenzie v. Hawai’i Perma nente
Medical Group, 47 P.3d 1209 (Haw. 2002) (physician owed duty to non-patient third party
to warn pa tient that med ication may af fect patient’s d riving abilities); Kaiser v. Suburban
Transportation System, 398 P .2d 14, modified, 401 P.2d 350 (W ash. 1965 ) (doctor ow ed duty
to non-patient bus passenge r to warn h is patient, a bus driver, of the potential side effect of
drow siness in his med ication) .
We have not, however, historically embraced the belief that duty should be defined
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mainly with regard to foreseeability, without regard to the size of the group to which th e duty
would be owed, which the Courts in Alabama, Haw ai’i and W ashing ton hav e. See Havard
v. Palmer & Baker Engineers, Inc., 302 So.2d 228, 232 (Ala. 1974) (concluding that
engineering firm under a contract with the City of Mobile to inspect a tunnel owed a duty to
third party “member[s] of the public using” the tunne l to reasonablely apprise the City of
Mobile of the “condition of the fire-fighting equipment located in the [t]unnel”; “The
ultimate test of the existenc e of a duty to u se due care is found in the forese eability that harm
may result if care is not exe rcised.” ), overruled on other grounds, Ex parte Insurance Co. of
North America, 523 So.2 d 1064 (A la. 1988); Taylor-R ice v. State, 979 P.2d 1086, 1097
(Haw. 1999) (passenger in car driven by intoxicated individual was injured when car struck
guardrail and utility pole; iterating that State owed duty to passenger because the court has
“repeated ly recognized a duty owed by all persons to refrain from taking actions that might
foreseeab ly cause harm to others”); Berglund v. Spokan e Coun ty, 103 P.2d 355, 359 (Wash.
1940) (determining that Spokane County owed duty to child who was struck by an
automob ile while walking on a county bridge; “Inherent in this definition [of duty] is the
principle that the care required in a given instance must be commensurate with the risk of
harm, or danger, to w hich others might be ex posed by one’s cond uct.”).
Rather, in Dehn, 384 Md. at 621-22, 865 A.2d at 612, we emphasized that ordinarily
a physician does not owe a d uty of care to non-patients and noted that “although the common
law does not f oreclose the possibility of imp osing a du ty of care in the absence of a doctor-
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patient relationship to a third party who never received treatment from the doctor, it will not
do so except under extraordinary circumstances” and that “[t]he imposition of a common law
duty upon D r. Edgeco mbe to the wife under these circumstances co uld expand traditional tort
concepts beyond manageable bounds.” See also e.g. Gilhuly v. Dockery, 615 S.E.2d 237, 239
(Ga. Ct. App. 2005) (patient who was involved in a car acciden t in which sons w ere injured
filed suit on their behalf based on physician’s alleged failure to warn patient not to drive after
taking certain med ications; the C ourt of A ppeals of Georgia rejected the claims on behalf of
the sons because “[t]o expand a doctor’s duty to his patient to generally include members of
the public at large in a ca se such as th is one wo uld be con trary to Georg ia public policy”);
Lester ex rel. Ma vrogenis v . Hall, 970 P.2d 590, 597 (N.M. 1998) (holding that physician
owed no duty non-patient injured in automobile accident with patient because the
“consequences of placing a legal duty on physicians to warn may subject them to substantial
liability even thou gh their warnings may not be effective to eliminate the risk in many
cases”); Rebollal v. Payne, 145 A.D.2d 617, 618 (N.Y. App. Div. 1988) (“T here is no d uty
on the part of the operator of a methadone clinic to control the travel activities of a
methadone patient giving rise to liability for accidents to a third party such as plaintiff’s
decedent.”); Praesel v. Johnson, 967 S.W.2d 391, 398 (Tex. 1998) (stating that treating
physicians do not owe a duty to third parties to warn epileptic patients not to drive, for
purposes of negligence claims against physicians fo r failure to warn if patient has accident
and injures third party during seizure; “Balancing both the need for and the effectiveness of
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a warning to a patient who already knows that he or she suffers from seizures against the
burden of liability to third parties, we conclude that the benefit of warning an epileptic not
to drive is incremental but that the co nsequences of im posing a duty are great.”).
Our conclusion that Lilly did not owe a duty to Mr. Gourdine also is buttressed by
persuasive authority utilizing a duty analysis similar to ours, that of Kirk v. Michael Reese
Hospital & Medical Center, 513 N.E.2d 387 (Ill. 1987). In Kirk, a driver, apparently because
of undisclosed side effects of certain prescription drugs, lost control of his vehicle and
collided with a tree, injuring a passenger. The passenger brought an action against the drug
manufacturers, and othe rs, allegin g fai lure to warn b ased in ne gligence and strict liab ility.
Before the Supreme Court of Illinois, the passenger asserted that his injuries were foreseeable
and that “while the class of persons to whom the warning is required to be given m ay be very
limited, the class of p ersons to w hom the d uty is owed in cludes the p ublic generally.” Kirk,
513, N.E.2d at 392. The court rejected this argum ent, determ ining th at “fore seeabili ty . . .
is not intended to bring w ithin the scope of the def endant’s liability every injury that might
possibly occur” and that th e manufacturer of the prescription drug owed no duty to a
“nonuser.” Id. at 392-93. We agree.
Therefore, although there may be circumstances where foreseeability alone may give
rise to liability to a third party bec ause of policy rea sons, th is is not th e case. W e conclude
that Lilly did not owe a duty to Mr. Gourdine.
Duty U nder Statute
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Ms. Gourdin e, alternatively, argu es that the du ty between Lilly and Mr. Go urdine is
prescribed by statute and refers us to the Federal Food, Drug and Cosmetic Act (“FDCA” or
“the Act”), 2 1 U.S.C . Section 321, et seq., which prohibits drug manufacturers from placing
a misbranded product into interstate commerce.
A duty may be established by statute “‘when the plaintiff is a member of the class of
persons the statute was designed to protect and the injury was of the type the statute was
designed to prevent.’” Pendleton, 398 Md. at 466, 921 A.2d at 207, quoting Remsburg, 376
Md. at 584, 831 A.2d at 27 ; Erie Ins. Co . v. Chops, 322 Md. 79, 84, 585 A.2d 232, 234
(1991). Furtherm ore, the statute must “set forth mandatory acts clearly for the protection of
a particular class of persons rather than the public as a whole.” Id., quoting Remsburg, 376
Md. at 584, 831 A.2d at 27; Ashburn, 306 M d. at 635 , 510 A .2d at 10 87. See also P olakoff
v. Turner, 385 M d. 467, 483 , 869 A.2d 837, 847 (2005) (“T o make o ut a prima fac ie case in
a negligence action based on the breach of a statutory duty, a plaintiff must show “(a) the
violation of a statute or ordinance designed to protect a specific class of persons which
includes the p laint iff, a nd (b ) that the v iolat ion p roximate ly caused th e injury complained
of.”); Brook s v. Lewin Realty III, Inc., 378 Md. 70, 78, 835 A.2d 616, 620-21 (2003)
(“Moreover, where there is an applicable statutory scheme designed to protect a class of
persons which includes the plaintiff, another well-settled Maryland common law rule has
long been applied by this Court in negligenc e actions. That rule states that the defen dant’s
duty ordinarily ‘is prescribed by the statute’ or ordinance and that the violation of the statute
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or ordinance is itself evidence o f negligence.”).
In Horridge, 382 Md. at 170, 854 A.2d at 1232, we considered whether the
Department of Social Services (“DSS”) statute created a duty to a child who had been the
subject of many reported child abuse incidents; the statute at issue, Section 5-706 of the
Family Law Article, Maryland Code (2003), required DSS, promptly after receiving a report
of child abuse, to make a “thorough investigation” in order to protect the health, safety, and
welfare of the child . DSS co ntended th at the gove rning statute im posed up on it a duty to the
public at large, and not to a particular class of individ uals. We re jected this arg ument,
recognizin g that the statu tory duties impo sed “are fa r more spe cific and fo cused,” and that
“the statute makes clear in several places that the sole and specific objective of the
requirement is the protection of a specific class of children – those identified in or
identifiable from spe cific reports made to DSS and those also found in the home or in the
care or custody of the alleged abuser. This is not an obligation that runs to everyone in
general and no one in p articular. It runs to an identified or identifiable child or discrete group
of children.” Id. at 189-90, 854 A.2d at 1243.
In contrast, in Muthukumarana v. M ontgomery County , 370 Md. 447, 499-500, 805
A.2d 372, 403 (2002 ), we determined that the statutory duty imposed on 911 operators and
supervisors to protect “the safety and well-being of the citizens of Maryland” was owed to
the public at large rather than to an individual citizen, and in Ashburn, 306 Md. at 631, 510
A.2d at 1085, we noted that a police officer’s statu tory duty to follow certain procedures
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when stopping or detaining a driver under suspicion of intoxica tion did not c reate a duty to
a pedestrian injured by the drunk driver where the officer detected the driver’s condition
before the accident but failed to stop an d detain him becau se the underlying concern of the
statute was the safety of the public and not a particular class of persons. Also, in Remsburg,
376 Md. at 58 5, 831 A .2d at 28, w e held that statu tes regulating hunting licenses, hunting
seasons, endange red species and the nu mber and type of wildlif e and game that may be
hunted did not create a duty on the part of the leader of a hunting party to protect third parties
from bein g shot by me mbers of his hunting party because “[a]bs ent from these sta tutes . . .
is any mention of a duty plac ed upon a leader of a hunting party, by virtue of his or her
position as such, to protect all other hunters or landowners from the negligent acts of
members of his or her hunting party.” Moreover, in Lamb v. Hopkins, 303 Md. 236, 253, 492
A.2d 1297, 1306 (1985), we concluded that probation officers who failed to seek the
revocation of probation of an individual, although aware that the individual had committed
a number of drunk driving offenses during the probationary period, owed no duty to the
parents of a child se verely injured by the p robationer, b ecause the officers’ statu tory duty to
report violatio ns to the cou rt only was ow ed to the co urt.
Ms. Gourdin e, neverthele ss, alludes to the Act’s prohibition of the placement of
misbranded produ cts into in terstate c omm erce by d rug ma nufac turers. See 21 U.S.C. Section
331 (a)-(b) (“The following acts and the causing thereof are prohibited: (a) The introduction
or delivery for introdu ction into interstate com merce of any food, dru g, device, or c osmetic
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that is adulterated or misbranded. (b) The adulteration or misbranding of any food, drug,
device, or cosme tic in interstate commerce.”); 21 U.S.C. Section 352 (a) (stating that a “drug
or device shall be deem ed to be misbra nded . . . [i]f its labeling is false or misleading in any
particular”). She also refers to several federal regulations prohibiting misleading advertising
and requ iring certain inform ation to b e disclo sed. See 21 C.F.R. Section 201.56 (b) (“The
labeling shall be informative and accurate and neither promotional in tone nor false or
misleading in any particular.” ); Id. at Section 201.57 (f)(2) (“[T]he labeling shall contain the
following subsec tions as a pprop riate for the dru g: . . . (2) Inform ation for pa tients. This
subsection of the labe l shall contain informatio n to be give n to patients for safe and effective
use of the drug, e.g., precautions concerning driving or the concomitant use of other
substances that may hav e harmfu l additive eff ects.”); Id. at Sectio n 202.1 (e)(5)(ii)-(iii) (“An
advertisement does not satisfy the requirement that it present a ‘true statement’ of
information in brief summary relating to side effects, contradiction s, and effe ctiveness if: (i)
It is false or misleading with respect to side effects, contradictions, or effective ness; or (ii)
It fails to present a fair balance between information relating to side effects and
contradictions and inform ation relating to effectiveness of the drug . . . .”).
These statutes and re gulations, ho wever, are framed to protect the p ublic in general,
see United States v. An Article of Drug . . . Bacto-Unidisk, 394 U.S. 784, 798, 89 S.Ct. 1410,
1418, 22 L.Ed.2d 726 (1969) (noting that “the Act’s overriding purpose [is] to protect the
public health”), and, as we have hereto fore stated, a s tatutory obligation which “r uns to
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everyone in general a nd no on e in particular” cannot im pose a du ty between tw o parties.
Horridge, 382 Md. at 190, 854 A.2d at 1243. Therefore, we decline to find that a statutory
basis supports the imposition on duty on Lilly to Mr. Gourdine.
B. Fraud
Ms. Gourdine, in Count 3, asserts a claim based in fr aud, alleging that Lilly know ingly
published untrue statements about the dangers and risks associated with Humalog and
Humu lin N, that Ms. Crews and her physician relied on these misrepresentations, resulting
in the acciden t that killed M r. Gourdin e. This claim was also resolved on the grant of
summary judgm ent in fa vor of Lilly. Ms . Gourdine argu es that beca use Lilly owe d a duty
to Mr. Go urdine, her f raud claim is viable, wh ile Lilly, converse ly, contends tha t the Circuit
Court’s decision was correct because there was no duty owed by Lilly to Mr. Gourdine, and
regardless, there were no misrepresentations made to Mr. Gourdine.
To prevail on a claim for fraud, a plaintiff must show:
(1) that the defendant made a false representation to the
plaintiff, (2) that its falsity was either known to the defendant or
that the representation was made with reckless indifference as
to its truth, (3) that the misrepresentation was made for the
purpose of defrauding the plaintiff, (4) that the plaintiff relied on
the misrepresentation and had the right to rely on it, and (5) that
the plaintiff suffered compensable injury resulting from the
misrepresentation.
Maryland Env’t Trust v. Gaynor, 370 M d. 89, 97, 80 3 A.2d 5 12 (2002 ); VF Corp. v.
Wrexham Aviation, 350 Md. 693, 703, 715 A.2 d 188, 19 2-93 (199 8); Nails v. S & R, 334 Md.
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398, 415, 639 A.2d 660, 668 (1994 ).13 Each of these elements must be proven by clear and
convincing eviden ce. Gaynor, 370 Md. at 97, 803 A.2d at 512; VF Corp., 350 Md. at 703,
715 A.2 d at 192-9 3; Nails, 334 Md. at 415, 639 A.2d at 668.
Clea rly, in order to sustain a cause of action based on fraud or deceit, the defendant
must have made a false representation to the person defrauded. Hoffman v. Stamper, 385
Md. 1, 86 7 A.2d 2 76 (2005 ); Gaynor, 370 M d. at 97, 803 A.2d at 51 2; VF Corp., 350 Md.
at 703, 715 A.2d at 19 2-93; Nails, 334 M d. at 415 , 639 A .2d at 66 8. In Bachrach v.
Washington United Cooperative, Inc., 181 Md. 315, 29 A .2d 822 (1943), a corporation filed
suit to set aside a foreclosure sale on the ground o f fraud, alleging that the mo rtgagee’s
assignee acted with malice to harm the corporation. We rejected the c orporation ’s argume nts
and dismissed the complaint, stating that “[w]here the loss to the complaining party was not
caused by any brea ch of leg al or equitabl e duty, it is damnum absque injuria,” id. at 323, 29
A.2d at 826, or “[l]oss or harm that is incurred from something other than a wrongful act and
occasions no legal remedy.” Black’s L aw Dictionary (8th ed. 2004). In the case sub judice,

13

It has long been clear that “[f]raud may consist in a suppression of the truth as
well as in the assertion of a falsehood.” Schnader v. Brooks, 150 Md. 52, 57, 132 A. 381,
383 (1926). We described the elements of an action based on fraudulent concealment of
material facts in Green v. H & R Block, Inc., 355 Md. 488, 525, 735 A.2d 1039, 1059 (19 99):
(1) the defendant owed a duty to the plaintiff to disclose a
material fact; (2) the d efendan t failed to disclose that fact; (3)
the defendant intended to defraud or deceive the plaintiff; (4)
the plaintiff took action in justifiable reliance on the
concealm ent; and (5) the plaintiff suffered damages as a result
of the def endant’s co ncealmen t.
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Lilly did not owe a duty to Mr. Gourdine;14 moreover, M r. Gourdine was not a party to the
alleged misrepresentations made by Lilly to Ms. Cre ws. As a result, the Circ uit Court did
not err in entering summary judgment in Lilly’s favor on the fraud claim.
IV. Conclusion
Therefore, we conclude that Lilly did not o we the req uisite duty to M r. Gourdin e to
sustain the neglige nce, strict liability and fraud claims asserted in the instant case, and thus,
that t he C ircuit Co urt did no t err in gra nting sum mary judg men t in fa vor o f Lilly.
JUDGMENT OF THE COURT OF
SPECIAL APPEALS AF FIRMED.
COSTS IN THIS C OURT TO BE P AID
BY PETITIONER.

14

Ms. Gourdine cites Village of Cross Keys, Inc. v. United States Gypsum Co.,
315 Md. 7 41, 566 A.2d 1126 (1989), and asserts that because Sections 310 and 311 of the
Restatement (Second) of Torts, involving negligent misrepresentation threatening physical
harm, impose liab ility for a misrepre sentation to the benefit of a third-party, her fra ud claim
should survive sum mary judgm ent. This argumen t, howev er, fails to recog nize that du ty is
a requisite element of the cause of action as we explained in Village of Cross Keys, Inc.,
“‘[l]iability in such cases arises only where there is a duty.’” Id. at 757, 566 A.2d at 1133,
quoting Int’l Prods. Co. v. Erie R. Co., 244 N.Y. 331 , 155 N.E. 662, 66 4 (N.Y. 1927).
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Raker, J., concurring:
I join the majority opinion hold that there is no duty of care owed to Mr. Gourdine by
responde nt, insulin m anufa cturer E li Lilly and Com pany. I write separately to state th at, in
addition to the majo rity’s reasoning, I w ould adop t the “learned intermediar y” doctrine in
Maryland.
The trial court based i ts hold, in part, on the learn ed interm ediary do ctrine. The Court
of Special Appeals affirmed the trial court’s grant of summa ry judgment, stating in relevant
part as follows:
“With respect to prescription drugs, ‘Maryland law recognizes
the ‘learned intermediary’ doctrine, which provides that
manufacturers need only warn the prescribing physician and not
the patient directly.’ Ames v. Apothecon, Inc., 431 F.Supp.2d
566, 572 (D. Md . 2006); see also Nolan v. Dillon, 261 Md. 516,
523, 276 A.2d 36 (197 1). S tated alter nativ ely, under the learned
intermediary doctrine, the manufacturer of a prescription drug
has no duty to directly w arn patie nts. Diane S. Kane,
A n n otation, C O N S T R U C T I O N A N D A P P L I C A T IO N OF
L EARNED-INTERMEDIARY D OCTRINE, 57 A.L.R. 5th 1 (19 98).
It follows, therefore, that since there is no duty on the part of
prescription drug manufacturers to directly warn users of the
drug of possible adverse ef fects, the ma nufacture r has no du ty
to warn a nonus er such as Go urdine . See Kirk v. Michael Reese
Hosp. & Med. Ctr., 513 N .E.2d 387, 393 (1987) (applying the
learned intermediary doctrine and holding that drug
manufacturers owed no duty to warn a third party who was
injured by a patien t using th eir prod ucts).”
Gourdine v. Crews, 177 Md. App. 471, 478-79, 935 A.2d 11 46, 1150 (2007) (fo otnote
omitted).

In my view, the learned inter mediary doc trine squarely ad dresses the iss ue of duty in
this case and should be adopted as Maryland law. As d escribed by the majority opinio n in
this case,
“[t]he ‘learned inte rmediary’ doc trine ‘imposes on a
manufacturer of prescription drugs or devices a duty to give
adequate warnings to physicians, dentists, and other licensed
health care professionals, including nurses, who may prescribe
these products. Under the doctrine, a manufacturer which has
adequate ly warned the physician, in almost every circumstance,
has no duty to warn a patient.’ 2 Frank C. Wo odside , III, Drug
Produc t Liability Section 14.02[ 2] (200 2).”
Gourdine v. Crews, __ Md. __, __, __ A.2d __, __ [slip. op. at 7 n.8] (2008). The United
States Court of Appeals for Fifth Circuit explained the reasoning behind the learned
intermediary doctrine as follows:
We cannot quarrel with the ge neral proposition that whe re
prescription drugs are concerned, the manufacturer’s d uty to
warn is limited to an obligation to advise the prescribing
physician of any potential dangers that may result from the
drug’s use. This special standard for prescription drugs is an
understan dable exception to the Restatement’s general rule that
one who markets goods must warn forseeable ultimate users of
dangers inherent in his products. See Restatement (Second) of
Torts, Section 388 (1965). Prescription drugs are likely to be
complex medicine s, esoteric in formula and varied in effect. As
a medical ex pert, the prescribing physician can take into account
the propensities of the drug as well as the susceptibilities of his
patient. His is the task of weighing the benefits of any
medication against its potential dangers. The choice he makes
is an informed one, an individualized medical judgment
bottomed on a kno wledge of both patient and palliative.
Pharmaceutical compan ies then, wh o must w arn ultimate
purchasers of dangers inherent in patent drugs sold over the
counter, in selling prescription drugs are re quired to w arn only
-2-

the prescribing physician, who acts as a ‘lear ned inter med iary’
betwe en ma nufac turer an d cons umer.”
Reyes v. Wyeth Laboratories, 498 F.2d 1264, 1276 (5th Cir. 1974) (emphas is in original)
(footnotes omitted).
As the ma jority notes , id. at __, __ A.2d at __ [slip op. at 20-21], most states
addressing the issue of drug manufacturers’ duty to warn have adopted the “learned
inter med iary” doctrin e. See, e.g ., Stone v. Smith , Kline & French Labs., 447 So.2d 1301,
1304-05 (Ala. 1984 ); Shanks v. Upjohn Co., 835 P.2d 1189, 1200 (Alaska 1992); West v.
Searle & Co., 806 S .W.2d 608, 61 4 (Ark . 1991); Stevens v. Parke, Davis & Co., 507 P.2d
653, 661 (Ca l. 1973); Vitanza v. Upjohn Co., 778 A.2d 829 , 835 (Conn. 200 1); Lacy v. G.D.
Searle & Co., 567 A.2d 39 8, 400 (D el. 1989); Felix v. Hoffmann-LaRoche, Inc., 540 So.2d
102, 104 (Fla. 1 989); McCombs v. Synthes, 587 S.E.2d 594, 59 5 (Ga. 2003); Kirk v. Michael
Reese Hosp. & Med. Ctr., 513 N.E.2d 387, 392 (Ill. 1987); Humes v. Clinton, 792 P.2d 1032,
1039 (Kan. 1990); Larkin v. Pfizer, Inc., 153 S.W .3d 758, 77 0 (Ky. 2004 ); Wyeth Labs., Inc.
v. Fortenberry, 530 So.2 d 688, 69 1 (Miss. 19 88); Hill v. Squibb & Sons, E. R., 592 P.2d
1383, 1387-88 (Mo nt. 1979); Freeman v. Hoffman-La Roche, Inc., 618 N.W.2d 827, 842
(Neb. 2000); Niemiera by Niemiera v. Schneider, 555 A.2d 1112, 11 17 (N.J. 19 89); Martin
v. Hacker, 628 N.E.2d 1308, 1311 (N.Y. 1993); Seley v. G.D. Searle & Co., 423 N.E.2d 831
(Ohio 19 81); Pittman v. Upjohn Co., 890 S.W.2d 42 5, 431 (Tenn.199 4).
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The learned intermediary doctrine is well established and prov ides a clear,
straightforward and sensible resolution to the case sub judice. We shou ld adopt it in
Maryland.
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