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Introduction

The last decade of the twentieth century is marked by the
pervasive use of drug therapies to treat illness and disease. The
statistics are staggering. In the United States alone, prescription drug
expenditures exceed thirty billion dollars per year. 1 The large volume
of sales reflects the availability of increasing numbers of prescription
medications2 and health care products, as well as the proven efficacy
of rational drug therapies in combating an enormous variety of
illnesses and diseases. 3 Appropriate drug therapies, in short, have
healing powers that improve the quality of life and increase life
expectancy. 4
The use of prescription medications, however, as with most
treatment modalities, is not without some attendant risk. s It is simply
impossible to eliminate all the potential problems that accompany the
introduction of foreign chemicals into the human body. 6 Drug
treatment regimens are complex and human error can occur at several
critical points in the drug use process, while prescribing, preparing,

1.
See Henri R. Manasse, Jr. & Hong Xiao, Scope of Medication Use in the
United States and Attendant Issues, 44 DRAKE L. REv. 471, 474 (1996);Terence C.
Green, Licking, Sticking, Counting, and Pouring-Is That All Phannacists Do? McKee
v. American Home Products Corp., 24 CREIGHTON L. REv. 1449, 1449 (1991).
2.
See Green, supra note 1, at 1449 (noting that as of June 1991 four times as
many prescription medications were available as were available in 1961). The
development of prescription drugs over the last thirty years is nothing less than
incredible, given that the cost of developing a chemical drug product is estimated to be
$231 million. See Manasse & Xiao, supra note 1, at 471.
3.
Manasse and Xiao note that by the year 2015 appropriate medication use is
projected to save millions of lives and billions of dollars. Manasse & Xiao, supra note
1, at 472.
4.
The curative effects of drugs have been known throughout recorded history.
For a brief history of the profession of pharmacy, see generally George Savage King,
Liability For Negligence of Pharmacists, 12 VAND. L. REV. 695, 695-97 (1959)
(considering the history of the pharmaceutical profession as well as the risks that
accompany drug therapies).
5.
See Manasse & Xiao, supra note 1, at 472 (noting the impossibility of
completely eliminating risks when introducing chemical agents into a biological system).
6.
See id.
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administering, or monitoring a particular drug.? In addition to
possible human error in the drug use process, drug-disease contraindications, drug-drug interactions, drug-food interactions, and drugallergy interactions create additional potential risks. Finally, patients
themselves create problems by their own misuse or non-use of
prescribed medications. 8
Physicians and pharmacists9 serve crucial evaluative roles in the
use of drug therapies. While physicians focus primarily on the
diagnosis of medical problems and selection of appropriate drug and
therapeutic programs, pharmacists generally focus on medication
preparation and distribution. Both physicians and pharmacists strive
to minimize the risk of potential human error and devastating and
potentially fatal contraindications and interactions inherent in drug
use. Nonetheless, the responsibilities placed on and embraced by
both professional groups generate a myriad of tort liability concerns
and issues.
Two paradigms of pharmacy practice have emerged over the last
one hundred years. Each provides a framework of the evolving
responsibilities and duties of pharmacists, and each reflects the
profession's changing mission statements over time. Significantly,
different levels of tort exposure and liability under the common law
have attached to each paradigm, particularly with respect to whether

7.
The Joint Commission for the Accreditation of Health Care Organizations
(JCAHO) articulated these components of the medication use process. See id. at 473
(discussing sixteen stages in which unintended or undesired results may occur in the drug
use process).
8. See Richard Hight Gastineau, Drug Therapy Counseling: Whose Duty to
Warn?, 2 J. PHARMACY & L. 293, 312 (1994). Patient noncompliance refers to
"overutilization or underutilization of a prescribed medication, administration of a
prescribed medication at inappropriate times, improper administration of medication,
utilization of a medication for a purpose other than that for which it is prescribed,
consumption of outdated medications, or failure to have a prescription filled." [d.
(citation omitted). It is estimated that patient noncompliance causes more than 125,000
deaths in the United States each year and costs more than $18 billion annually. See [d.
at 313 (citing Val Cardinale, A Conversation On Compliance, DRUG TOPICS, March 22,
1993, at 14, 38).
9.
In Texas a "pharmacist" is one licensed by the state board of pharmacy to
practice pharmacy. TEX. REv. CIV. STAT. ANN. art. 4542a-1, § 5 (33) (Vernon 1998).
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pharmacists have a duty to warn patients about potential adverse drug
effects. 10
Under what I call the traditional paradigm, the pharmacist is
viewed as a dispenser of drugs, nothing more, nothing less. l1 The
mission of the pharmacist is to dispense prescription medications
accurately and efficiently. Under this view, the pharmacist is a
technician and the focus is on technical proficiency: the pharmacist
must ensure that a patient receives the correct drug in the precise
dosage prescribed by the physician. Importantly, under the common
law, tort liability is imposed only when the pharmacist supplies the
wrong drug or otherwise fails to process correctly a prescription that
is mistake-free on its face. 12 As it is the professional duty of the
physician alone to counsel a patient about the prescribed drug
therapy, no liability results from the pharmacist's failure to warn the
patient or to notify the treating physician about the prescribed drug's
dangerous propensities or possible adverse reactions and side

10. See generally David S. Walker & Stephen G. Hoag, Fonvard-Symposium
on the Evolving Phannacy Jurisprndence: Changing the Lawfor a Changing Profession,
44 DRAKE L. REv. i, iii-iv (1996) (discussing how courts and Congress have expanded
the role of pharmacists and given them more responsibility for patient care); Gastineau,
supra note 8, at 295-311 (considering how a pharmacist's standard of duty has changed
over the past 65 years); David B. Brushwood, The Pharmacist's Duty to Warn: Toward
a Knowledge-Based Model of Professional Responsibility, 40 DRAKE L. REv. 1,4-19
(1991) (describing the evolution of pharmacy practice); ASPEN HEALTH LAW CENTER,
PHARMACY LAW ANSWER BOOK 147-49 (1996) (providing court rulings and general
legal principles applicable to pharmacist liability).
11. See generally David B. Brushwood, The Professional Capabilities and Legal
Responsibilities ofPhannacists: Should "Can" Imply "Ought"?, 44 DRAKE L.REv. 439,
443·44 (1996) (emphasizing the technical requirements of accuracy within the
pharmaceutical profession); David W. Hepplewhite, A Traditional Legal Analysis ofthe
Roles and Duties ofPlzannacists, 44 DRAKE L. REv. 519,521-22 (1996) (describing the
objective standards of the profession); Walker & Hoag, supra note 10, at i (discussing
the role of a pharmacist as a dispenser of drugs).
12. See, e.g., Huggins v. Longs Drug Stores Cal., Inc., 862 P.2d 148, 149-50
(Cal. 1993) (deciding a case in which an employee who was not a registered pharmacist
wrote directions for five times the dosage ordered by the physician); Duensing v.
Huscher, 431 S.W.2d 169, 171 (Mo. 1968) (deciding a case in which the pharmacist
supplied the wrong drug); Burke v. Bean, 363 S.W.2d 366, 366 (Tex. Civ.
App.-Beaumont 1962, no writ) (involving the same); Peavey v. Hardin, 288 S.W.2d
588, 588 (Tex. App.-EI Paso 1926, no writ) (involving the same). Brushwood explains
that "the absence of error in the processing of an order has immunized pharmacists from
liability." Brushwood, supra note 11, at 444 (footnote omitted).
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effects. 13 In sum, under the traditional paradigm of the pharmacist as
a dispenser of drugs, the pharmacist is a technician who exercises no
professional judgment regarding the chosen drug therapy, and,
therefore tort liability is correspondingly limited. 14
The second paradigm of pharmacy practice, what I call the
contemporary paradigm, has emerged over the last thirty years. 15
Under the contemporary paradigm, the pharmacist is viewed as a
provider of drug therapy. 16 This perspective encourages the pharmacist to provide patient-oriented services and health care, in addition
to dispensing medications, to ensure the desired therapeutic outcomes.
This practice paradigm requires the pharmacist to review the
prescribed therapy, provide the patient with information, and counsel
the patient about the drug therapy program. In some jurisdictions the
common law has recognized this expanded role in providing patient
care, and, as a result, has imposed tort liability on pharmacists who
have failed to provide warnings about the potential hazards of the
prescribed medication. 17 Thus, under the contemporary paradigm, the

13. See, e.g., Walker v. Jack Eckerd Corp., 434 S.E.2d 63,67-69 (Ga. Ct. App.
1993) (holding that a pharmacist has no duty to warn the patient or notify the physician
that a drug is prescribed in dangerous amounts, that the patient is being over-medicated,
or that the prescribed quantities could cause adverse reactions to the patient); McKee v.
American Home Prods., Corp., 782 P.2d 1045, 1055-56 (Wash. 1989) (holding that
while a pharmacist has a duty to accurately fill a prescription, a pharmacist does not
have a duty to question the propriety of a prescription or to warn patients of the
hazardous side effects associated with a drug).
14. See Brushwood, supra note II, at 444.
15. See Walker & Hoag, supra note 10, at i. According to Walker and Hoag,
pharmacy practice began to change in 1967 when D.C. Brodie wrote an article
advocating the expansion of pharmacy practice to include responsibility for all aspects
of drug use, including drug utilization. See id. (citing Donald C. Brodie, Dmg-Use
Control: Keystone to Pharmaceutical Service, 1 DRUG INTELLIGENCE & CLINICAL
PHARMACY 63,65 (1967)).
16. See Brushwood, supra note 11, at 444-45 (calling for pharmacists to be more
aware of potential abuse issues); Hepplewhite, supra note 11, at 521 (stating that the
pharmacist is the protector of the patient from drugs); Walker & Hoag, supra note 10,
at ii-iii (describing the differences between the roles of the physician and the pharmacist).
17. See, e.g., Lasley v. Shrake's Country Club Pharmacy, Inc., 880 P.2d 1129,
1134 (Ariz. Ct. App. 1994) (holding that whether the failure to warn the patient of the
side effects of an addictive drug violates a pharmacist's standard of conduct is a question
of fact for the jury); Hooks SuperX, Inc. v. McLaughlin, 642 N.E.2d 514,519 (Ind.
1994) (holding that whether the failure to notify the physician that the patient was
ordering refills of a dangerous drug at an unreasonably fast rate violates a pharmacist's
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pharmacist is viewed as a professional who is called upon to exercise
judgment on a variety of matters. These new responsibilities, in tum,
have altered the pharmacist's standard of care, resulting in increased
tort exposure and liability.
The Texas courts have not addressed the new roles embraced by
the pharmacy profession. Indeed, there are relatively few reported
cases in Texas involving negligence claims against pharmacists. In
cases that have been litigated in other states, the courts have tended
to rely upon the traditional paradigm, viewing pharmacists as
dispensers of medication and imposing liability only when the injured
party has established an error in the processing of a prescription. 18
The unanswered question in Texas is whether in light of the development of the contemporary practice paradigm, the Texas courts will
determine that pharmacists have a legal duty to warn, that is, to do
more for patients than merely fill prescriptions properly.
In this Article, I examine the possibility that pharmacists in Texas
will face greater exposure to tort liability in the future both because
of their high level of expertise and because of their profession's
dramatic shift in emphasis over the past thirty years concerning the
proper roles and responsibilities of pharmacists. In Part II, I consider
the traditional paradigm. I describe its view of pharmacists, the value
judgments of courts that have relied upon this paradigm, and the
public policy served by limiting liability to only those cases in which
pharmacists have made a technical error in filling a prescription. Part
III articulates the parameters of the contemporary practice paradigm,
and discusses the public policy advanced by those courts that have
imposed liability on pharmacists based upon common law principles
when a patient suffers an undesirable outcome as a result of the

standard of care is a question of fact for the jury); Hand v. Krakowski, 453 N.Y.S.2d
121, 123 (N.Y. App. Div. 1982) (holding that whether the failure to warn the patient or
to consult with the prescribing physician about a potential drug problem violates a
pharmacist's standard of care is a question of fact for the jury); Riff v. Morgan
Pharmacy, 508 A.2d 1247, 1248, 1252 (Pa. Super. Ct. 1986) (affirming ajury verdict
holding a pharmacist liable for failing to warn the patient or to notify the prescribing
physician about a potential problem related to the maximum safe dosage of the prescribed
drug); Dooley v. Everett, 805 S.W.2d 380, 385 (Tenn. Ct. App. 1990) (holding that
whether the failure to warn the patient about potential drug interactions violates a
pharmacist's standard of care is a question of fact for the jury).
18. See supra notes 11-12 and accompanying text.
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pharmacist's failure to warn of the potential risks associated with the
prescribed drug therapy. In Part IV, I examine federaI19 and state20
legislation requiring pharmacists to counsel patients and warn of
potential drug risks. I also examine in Part IV the rationale of those
courts that have relied on federal and state statutes to require
pharmacists to counsel patients and to provide warnings about
potential problems. In the end, I suggest that these statutorily
imposed duties, fortified by the increasing acceptance of the contemporary practice paradigm, may compel the Texas judiciary to adopt
the contemporary paradigm and to join those jurisdictions that have
redefined the pharmacist's standard of care to include the obligation
to warn of drug risks.

II. The Traditional Paradigm: A Narrow View of the Pharmacist's
Role and the Common Law "No Duty to Warn" Rule

A.

The Traditional Practice Paradigm of the Pharmacy Profession

Organized pharmacy in the United States long has recognized
a professional duty to dispense drugs accurately and efficiently.
Indeed, this duty is the bedrock function of the traditional pharmacy
practice. The traditional paradigm of professional responsibility holds
that pharmacists are "gatekeepers at the end of a complex drug
distribution system" who are duty bound; to process drug prescriptions
without error?! The pharmacist's focus is neither the patient nor the
provision of patient care, but rather the mechanical tasks of retrieving

19. In 1990 Congress passed the Omnibus Budget Reconciliation Act (OBRA),
42 U.S.C.A. § 1396 (Supp. 1998). This legislation contains provisions requiring
pharmacists to assume new responsibilities with respect to Medicaid patients,
responsibilities such as reviewing prescriptions, counseling patients, and maintaining
patient records. See id. § 1396r-8(g). The legislation also requires the states to enact
comparable pharmacy mandates in order to receive federal matching Medicaid funds.
See id. §1396r-8(l)(A).
20. See, for example, the Texas Pharmacy Act, TEx. REv. CIV. STAT. ANN. art.
4542a-l (Vernon Supp. 1998), and the rules promulgated by the Texas State Board of
Pharmacy, 22 TEX. ADMIN. CODE ch. 281 (1998).
21. Brushwood, supra note 10, at 3.

HeinOnline -- 18 Rev. Litig. 33 (1999)

34

THE REVIEW OF LITIGATION

[Vol. 18:1

the correct drug from the shelf and then properly packaging and
labeling it. 22
The job of the pharmacist under the traditional practice paradigm,
therefore, is technical and nonjudgmental. 23 The pharmacist is not
called upon to make therapeutic determinations to assist the patient,
nor is the pharmacist called upon to exercise judgment or discretion
based upon the pharmacist's extensive pharmaceutical knowledge and
expertise. The product-oriented emphasis of the traditional paradigm
is reflected in the profession's mid-century Code of Ethics, which
provided that pharmacists are not to discuss the therapeutic effects or
composition of a prescription with a patient. 24

B.

The Traditional Common Law Duty of Phannacists

In adjudicating common law negligence or malpractice claims
against pharmacists, courts have accorded great weight to the
traditional practice paradigm of the pharmacy profession. While

22. See Brushwood, supra note 11, at 443-44 (discussing the pharmacist's
traditional responsibility for technical accuracy); Hepplewhite, supra note 11, at 521
(discussing the pharmacist's traditional role as mixer and dispenser of drugs); Walker &
Hoag, supra note 10, at i (noting that the traditional practice model "focused almost
exclusively on fast and accurate dispensing of prescription medications"). DeMarco
describes the traditional paradigm as follows:

For years pharmacy has been a product oriented practice. It concentrated on
the collection of drug source material, extraction of medicinal agents and
preparation of finished dosage forms suitable for human use. Proper
packaging, labeling, and drug control have also been important.
CARL T. DEMARCO, PHARMACY AND TIlE LAW 51 (1975).
23. See Brushwood, supra note 11, at 444.
24. See Brushwood, supra note 10, at 17. Brushwood notes that in 1952 the
American Pharmaceutical Association, one of several national professional associations
of pharmacists, promulgated the following in its Code of Ethics: "The pharmacist does
not discuss the therapeutic effects or composition of a prescription with a patient. When
such questions are asked, he suggests that the qualified practitioner is the proper person
with whom such matters should be discussed." Id. at 17 n.74 (citing 13 J. AM. PHARM.
ASS'N PRACTICAL PHARMACY ED. 722 (1952)).
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courts have found that pharmacists owe patients a duty, 25 they have
defIned the scope of duty or standard of care narrowly in terms of the
specifIc activities set forth in the profession's traditional practice
paradigm.26 Historically, therefore, a majority of courts, in establishing the standard of care of pharmacists, has limited the standard to the
mechanical tasks associated with the proper processL.llgQf prescriptions. 27
It is axiomatic that the threshold inquiry in a negligence or
malpractice action is duty.28 Whether one person owes another a
legal duty in a given circumstance is a question of law exclusively for
the court. 29 In the context of pharmacists and patients, courts
uniformly have held that pharmacists owe a duty to patients; that is,
pharmacists have a legal obligation to conform their professional
conduct to a certain standard for the benefIt of patients.

25. See, e.g., Troppi v. Scarf, 187 N.W.2d 511,513 (Mich. Ct. App. 1971)
(holding that when a pharmacist negligently supplies a drug other than the one requested,
the pharmacist is liable); Burke v. Bean, 363 S.W.2d 366, 368 (Tex. Civ.
App.-Beaumont 1962, no writ) (holding that a pharmacist has a duty to correct errors
upon their discovery).
26. See, e.g., Kinney v. Hutchinson, 449 So.2d 696,698 (La. Ct. App. 1984)
(holding that the pharmacist does not have the burden to warn); Bichler v. Willing, 397
N.Y.S.2d 57,59 (N.Y. App. Div. 1977) (dismissing a suit against a pharmacist who,
the court held, was only required to fill the prescription correctly).
27. Gastineau states this conclusion with a slightly different spin. He concludes
that "[t]he precise professional duty imposed upon the pharmacy profession by the
common law has been difficult to define . . . because pharmacists have traditionally been
associated with product dispensing, not counseling patients on potential pitfalls of
prescription medications." Gastineau, supra note 8, at 295.
28. See Berly v. D & L Sec. Servo and Investigations, Inc., 876 S.W.2d 179, 182
(Tex. App.-Dallas 1994, writ denied) (stating that a plaintiff must prove the existence
and violation of a duty owed to him by the defendant pharmacist in order to establish tort
liability); see also Drennan v. Community Health Inv. Corp., 905 S.W.2d 811, 822
(Tex. App.-Amarillo 1995, writ denied) (asserting that the primary inquiry in a
negligence suit is the establishment of duty). The other hornbook elements of negligence
are a breach of the duty owed, proximate cause, and damages. See Berly, 876 S.W.2d
at 182.
29. See Huggins v. Longs Drug Stores Cal. Inc., 862 P.2d 148, 151 (Cal. 1993)
(holding a patient's caregivers cannot recover as direct victims of a pharmacist's
negligence); Hooks SuperX, Inc. v. McLaughlin, 642 N.E.2d 514, 517 (Ind. 1994)
(discussing the duty of care a pharmacist owes a customer, including a duty to refrain
from dispensing prescriptions faster than prescribed).
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Courts have used a variety of language when describing the
pharmacist's legal duty or obligation. 3D In New York, for example,
pharmacists have a duty of ordinary care in the conduct of the
pharmacist's business, meaning "the highest practicable degree of
prudence, thoughtfulness and vigilance commensurate with the
dangers involved and the consequences which may attend inattention. "31 Other jurisdictions require pharmacists to exercise due care
and diligence in the performance of their professional duties. 32 In
Arizona, as well, the common law imposes a duty greater than that of
the reasonably prudent person under like circumstances. 33 Pharmacists, like other health care providers, are held to a higher standard
because of their professional training and expertise; this higher
standard requires them to perform their professional duties in
accordance with the usual conduct of other members of the pharmacy
profession in similar circumstances. 34 While the language of duty
may vary, given the risks that pharmacists must guard against, the

30. See generally Gastineau, supra note 8, at 295-96 (stating that courts have held
that a pharmacist owes the patient a high degree of prudence, thoughtfulness, and
diligence); Green, supra note 1, at 1457 (holding that the pharmacist's duty of care
"must be the degree of care that a reasonable and prudent person would use under similar
circumstances"); King, supra note 4, at 697-98 (holding a pharmacist to a higher
standard due to the grave consequences that can result from his mistakes).
31. Hand v. Krakowski, 453 N.Y.S.2d 121,122 (N.Y. App. Div. 1982) (holding
that the issuance of a drug that the pharmacist knew endangered the customer's life could
constitute a breach of duty).
32. See, e.g., Ferguson v. Williams, 399 S.E.2d 389,393 (N.C. Ct. App. 1991)
(recognizing that a pharmacist has the duty to act with "due, ordinary care and
diligence"); Riffv. Morgan Pharmacy, 508 A.2d 1247,1251-52 (pa. Super. Ct. 1986)
(stating that a pharmacist has the duty "to exercise due care and diligence in the
performance of ... professional duties"); Dooley v. Everett, 805 S.W.2d 380, 384
(Tenn. Ct. App. 1990) (explaining that a pharmacist "owes its customer a duty to use due
care under attendant circumstances").
33. See Lasley v. Shrake's Country Club Pharmacy, Inc., 880 P.2d 1129, 1132
(Ariz. Ct. App. 1994) (indicating that health care providers are held to a higher standard
when the negligence is in the defendant's area of expertise).
34. See id. at 1132-33.
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law clearly holds pharmacists to a very high-if not the highest-degree of care. 35
That courts in general have discerned in the common law a duty
owed by pharmacists to patients is not novel, for the question of
whether a duty is to be imposed on one party for the benefit of
another is always a policy determination. 36 As Dean Prosser notes,
"[D]uty is not sacrosanct in itself, but is only an expression of the
sum total of those considerations of policy which lead the law to say
that the particular plaintiff is entitled to protection. "37 While courts
are not always explicit in their considerations of public policy, an
obvious policy consideration that must weigh heavily in their
deliberations is the clear interest of society in preventing the overuse
and misuse of prescription drugs. 38
In Texas, pharmacists have owed patients a duty at least since
1888. In Brunswig v. White,39 the Supreme Court of Texas consid-

35. King calls the variations in phraseology "distinctions without a difference."
King, supra note 4, at 698. He explains as follows:
To avoid negligence one is required to use the care which a reasonable and
prudent man would use under the circumstances. Whether it is described as
the "highest," "ordinary," or "that commensurate with the risk," it can be
measured only by the circumstances, which include the risk to be guarded
against. Any reasonable and prudent person would increase the care with an
increased risk. Thus where the risk guarded against may be death, the
highest care is in order, whether it be called "ordinary" or "highest."

Id. But see Brushwood, supra note 10, at 18 (stating that the semantic distinction
accentuates the differing attitudes of courts toward the pharmacy profession).
36. See Hooks SuperX, Inc. v. McLaughlin, 642 N.E.2d 514,517-18 (Ind. 1994)
(stating that in determining whether a legal duty exists, courts consider several
interrelated factors including the relationship between the parties, the foreseeability of
harm, and public policy); see also Leesley v. West, 518 N.E.2d 758, 762 (III. App. Ct.
1988) (enumerating the following factors for the court to consider in determining whether
a legal duty exists: "(1) the foreseeability of injury to the plaintiff as a result of
defendant's actions or inactions; (2) the magnitude of the burden to defendant of guarding
against the injury and the consequences of placing that burden on the defendant; and (3)
the currently prevailing public policies and social attitudes of the community"). In
Texas, foreseeability is the foremost consideration in the court's analysis when deciding
whether a duty exists. See Berly v. D & L Sec. Servo and Investigations, Inc., 876
S.W.2d 179, 182 (Tex. App.-Dallas 1994, writ denied).
37. W. PAGE KEETON ET AL., PROSSER AND KEETON ON THE LAW OF TORTS §
53, at 358 (5th ed. 1984).
38. See McLaughlin, 642 N.E.2d at 519.
39. 8 S.W. 85 (Tex. 1888).
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ered the actions of a pharmacist who was asked to provide quinine,
a harmless drug, but who instead supplied sulphate of morphia,
morphine, a poisonous drug. 4o The six year old child who ingested
the morphine died, and the child's parents sued the pharmacist for
negligently causing the death of their daughter. The Supreme Court
of Texas affIrmed the trial court's overruling of the pharmacist's
demurrer, holding that the parents had pleaded a valid cause of action
against the pharmacist. 41 The court did not discuss with specifIcity
the legal duty owed by pharmacists to patients, except to state that
"[t]he charge of the [trial] court submitted the facts in evidence with
suitable defInitions of the degrees of carefulness required of druggists
•••• "42 Thus, as of 1888 the common law of Texas imposed a duty
on pharmacists requiring some degree of care in the performance of
their professional tasks.
In 1926 the Court of Civil Appeals in Austin expressly defmed
the duty of care owed by pharmacists in another case in which the
pharmacist supplied the wrong drug. In Dunlap v. Oak Cliff
Pharmacy Co. ,43 the court, adopting the common law of Maine, held
that the measure of the duty of druggists toward their patients is
"ordinary care," stating that '''[o]rdinary care' with reference to the
business of a druggist must . . . be held to signify the highest
practicable degree of prudence, thoughtfulness and vigilance and the
most exact and reliable safeguards consistent with the reasonable
conduct of the business .... "44 In more recent cases, the courts in
Texas have described the duty fIrst articulated in Dunlap as requiring
pharmacists to exercise "that high degree of care which a very
prudent and cautious person would exercise under the same or similar
circumstances in that business. "45

40.
41.
42.
43.
44.

[d. at 87.
See id.
[d.
288 S.W. 236 (Tex. Civ. App.-Austin 1926, writ refd n.r.e.).
[d. at 237 (citing Tremblay v. Kimball, 77 A. 405 (Me. 1910)).
45. See Burke v. Bean, 363 S.W.2d 366,368 (Tex.App.-Beaumont 1962) (citing
Peavey v. Hardin, 288 S.W. 588, 589 (Tex.Civ.App. 1926)) (discussing a druggist's
standard of care); see also Speer v. United States, 512 F. Supp. 670, 679 (N.D. Tex.
1981) (citing Burke and adopting the same standard of care for pharmacists), aff'd, 675
F.2d 100 (5th Cir. 1982).
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The value judgments on which the Texas courts base the duty
owed by pharmacists to patients are twofold. The fIrst value
judgment is that patients must be shielded from the danger caused by
a pharmacist fIlling a prescription with a drug other than the drug
specifIed by the doctor. 46 This policy reason is a recognition that
many drugs have dangerous properties and that a mistake on the part
of the pharmacist may result in grave and even fatal consequences for
the patient. 47 The second value judgment is that patients must be
protected because of the reliance they place on the expertise of
pharmacists. 48 Thus, as in other jurisdictions, courts in Texas have
found in the common law a legal duty owed to patients by pharmacists
based upon the socially desirable goal of preventing injury from the
misuse of prescription drugs. 49

C. The Traditional Common Law Standard of Care: No Duty to
Warn
To conclude that the common law imposes a legal duty on
pharmacists to exercise the highest degree of care in fIlling prescriptions, however, is to say absolutely nothing about the scope of the
pharmacist's duty or, in other words, the standard of care. "Duty"
and "standard of care" are separate issues; once a duty has been
identifIed, the next inquiry is what behavior or action is required to

46. See Dunlap, 288 S.W. at 237 (stating that the highest duty was required "in
order that human life may not constantly be exposed to the danger flowing from the
substitution of deadly poisons for harmless medicines") (citations omitted).
47. See id. (recognizing that the defendant pharmacist's substituted prescription
nearly resulted in the death of a twenty year old woman).
48. See Burke, 363 S.W.2d at 368 ("[T]he general customer ordinarily has no
definite knowledge concerning many medicines, and must rely implicitly upon the
druggist, who holds himself out as one having the peculiar learning and skill, and license
from the state, to fill prescriptions.").
49. See supra notes 34-39 and accompanying text.
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fulfill that duty. 50 The task of defIning the boundaries of the
pharmacist's standard of care, that is, of determining those acts that
pharmacists must perform for the benefIt of patients, has not proved
to be diffIcult for courts relying upon the traditional approach.
Under the traditional common law approach, the scope of the
pharmacist's duty of highest care includes the obligation to dispense
medication strictly in accordance with the physician's instructions. 51
An example of the traditional approach is found in Troppi v. Scalf. 52
In Troppi, the plaintiffs, who were parents of seven children, sought
and received a prescription for an oral contraceptive for the wife after
the pregnancy of their eighth child ended in a miscarriage. 53 The
wife's physician telephoned a prescription for Norinyl, an oral
contraceptive, to the defendant pharmacist. Instead of supplying
Norinyl to Mrs. Troppi, however, the defendant pharmacist supplied
Nardil, a mild tranquilizer. Shortly thereafter Mrs. Troppi became
pregnant. The plaintiffs sued the pharmacist for negligence, and the
trial court granted the defendant pharmacist's motion for summary
judgment, ruling that the complaint failed to state a claim upon which
relief could be granted. 54
The Michigan Court of Appeals reversed, relying on what it
termed "settled common-law principles. "55 The court fIrst noted that

50. See Markowitz v. Arizona Parks Bd., 706 P.2d 364, 368 (Ariz. 1985)
(holding that a court must first determine whether a duty exists; then if a duty is found,
the law requires that the defendant conform to a specified standard of care); Lasley v.
Shrake's Country Club Pharmacy, Inc., 880 P.2d 1129, 1132-34 (Ariz. Ct. App. 1994)
("Once the court determines that a duty exists, the next question is whether the defendant
breached the standard of care established pursuant to the duty. "); Hooks SuperX, Inc.
v. McLaughlin, 642 N.E.2d 514,519 (Ind. 1994) (holding similarly); if. Walker v. Jack
Edwards Corp., 434 S.E.2d 63, 67 (Ga. Ct. App. 1993) (stating that "[w]hether a duty
is owed by one person to another is a question of law to be decided by the courts (making
it ripe for summary adjudication); but once a duty is established, the scope of the duty
or standard of care generaIIy is considered a question of fact to be decided by the trier
of fact") (citations omitted). The court in Lasley criticized other courts that used the
types of behavior required by the standard of care of pharmacists to determine whether
a duty exists. Lasley, 880 P.2d at 1134.
51. See ASPEN HEALTH LAW CENTER, supra note 10, at 147; Brushwood, supra
note 11, at 443-44; Green, supra note 1, at 1458; King, supra note 4, at 699-704.
52. 187 N.W.2d 511 (Mich. Ct. App. 1971).
53. Id. at 512.
54. See id.
55. Id. at 513.
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pharmacists are held to a "very high standard of care" in filling
prescriptions. 56 The court then stated that when a pharmacist supplies
a drug other than the one requested by the physician, the pharmacist
is liable for the resulting harm to the patient. 57 The court reasoned
that the imposition of civil liability on pharmacists creates an
incentive to exercise more care and caution in u.'1:e performance of
their duties. 58
In Davis v. Katz & BesthofJ, Inc.,59 a Louisiana appellate court
affirmed a jury verdict for the plaintiff on the claim that the defendant
pharmacist was negligent because he had delivered to the plaintiff
another patient's prescription. 6O In Davis, the plaintiff's physician
prescribed Percodan after the plaintiff underwent oral surgery. When
she picked up the bag containing her prescription, the plaintiff noted
that her name, along with her physician's name, was written on the
bag. The plaintiff then took the drug for several days. After three
days, the plaintiff's niece observed that the label on the prescription
bottle bore the name of another person and that the bottle contained
Meticorten, it steroid, rather than Percodan. As a result of taking the
wrong drug, the plaintiff's post-surgery recovery was hampered, and
she suffered from confusion, incoherence, and weakness in her legs.

56. Id.
57. See Troppi, 187 N.W.2d at 513. The court observed that as early as 1882 the
Michigan Supreme Court had recognized that a pharmacist is negligent when he provides
the wrong drug. See id. (discussing Brown v. Marshall, 11 N.W. 392 (Mich. 1882), and
the fact that a pharmacist's negligence in providing incorrect drugs is actionable).
58. See id. at 517. Considering civil liability and specific and general deterrence,
the court explained as follows:
In theory at least, the imposition of civil liability encourages potential
tortfeasors to exercise more care in the performance of their duties, and,
hence, to avoid liability-producing negligent acts. Applying this theory to the
case before us, public policy favors a tort scheme which encourages
pharmacists to exercise great care in filling prescriptions. To absolve
defendant of all liability here would be to remove one deterrent against the
negligent dispensing of drugs. Given the great numbers of women who
currently use oral contraceptives, such absolution cannot be defended on
public policy grounds.

Id. (footnote omitted).
59. 333 So.2d 698 (La. Ct. App. 1976).
60. Id. at 699.
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The Louisiana Court of Appeals held that the pharmacist was
negligent. 61
As noted above,62 courts in Texas, for at least the last one
hundred years, have imposed liability on pharmacists who improperly
have filled prescriptions. Indeed, to a large extent, courts in the
pioneering pharmacist liability cases in Texas established and refmed
the pharmacist's duty to patients in factual contexts involving
pharmacists who had supplied the wrong drug. In French v.
DeMoss,63 for example, the court held that there was sufficient
evidence to support the jury's verdict in favor of the plaintiff on her
claim that she was injured because the pharmacist gave her poisonous
antiseptic tablets when she had requested harmless acetanilid headache
tablets. 64 Similarly, in Burke v. Bean,65 the court affirmed the jury's
award of actual and punitive damages based upon the defendant
pharmacist's substitution of oxsoralen capsules for the oxacholin
capsules prescribed by the physician. 66
These cases reveal that in outlining the boundaries of the
pharmacy profession's standard of care under the common law,
courts, as a general rule, have determined that error-free dispensing
is required. Liability is not imposed when the pharmacist correctly
has filled and labeled the prescription. 67 On the other hand, liability
is imposed for misfeasance in the performance of these professional

61. See id. at 699-700. The court also held that the plaintiff was not contributorily negligent for failing to inspect the label on the prescription container after she had
viewed her name on the prescription bag. See id. at 700.
62. See supra notes 39-49 and accompanying text.
63. 180 S.W. 1105 (Tex. Civ. App.-Dallas 1915, writ refd).
64. [d. at 1106.
65. 363 S.W. 366 (Tex. Civ. App.-Beaumont 1962, no writ).
66. [d. at 366-68.
67. See, e.g., Adkins v. Mong, 425 N.W.2d 151,154 (Mich. 1988) (holding that
a pharmacist has no duty to warn a person of potential side effects if the pharmacist has
filled the prescription as issued by a licensed physician). See generally Brushwood,
supra note 11, at 444 (acknowledging that a pharmacist must commit no errors in the
technical aspects of filling the prescription); Green, supra note I, at 1458 (stating that
"pharmacists are immune from liability when they accurately label and dispense the
correct drug in the correct dosage").
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tasks. 68 Imposing liability on the pharmacist who supplies the wrong
drug or who otherwise fails to process correctly a prescription that is
mistake-free on its face is consistent with and supportive of the
profession's traditional practice paradigm, which emphasizes the
technical and nonjudgmental tasks of packaging and labeling drugs
prescribed by physicians. 69
While the traditional common law approach defmes the pharmacist's standard of care to include the obligation to dispense medications properly, it does not incorporate any obligation to counsel
patients about prescribed medication or to warn them about possible
adverse reactions or problems associated with the medication usage. 70
Reliance on the pharmacy profession's traditional practice paradigm
has resulted in a judicial reluctance to expand the scope of the
pharmacist's standard of care by imposing any new responsibilities in
general and a judicial refusal to require pharmacists to warn or
counsel the patients in particular. 71 By emphasizing the narrow
professional role of pharmacists, courts have been free to defer to the

68. Brushwood notes that the traditional malpractice action against a pharmacist
is based upon misfeasance, that is "the improper performance of some act that a person
may lawfully do." Brushwood, supra note 10, at 2 & n.4. Brushwood further notes that
pharmacists may be the only health care professionals for whom an honest error in
professional judgment will not be forgiven. See id. a~ 19. He summarizes as follows:
"Dispensing errors, unlike prescribing errors, are not forgiven. Perhaps this is because
prescription dispensing is viewed as a nonjudgmental technical task. There can be no
accommodation for an honest error in judgment when no judgment has been exercised. "

[d.
69. See supra notes 21-22 and accompanying text.
70. The majority of jurisdictions that have considered whether the pharmacist's
standard of care includes a duty to warn of possible adverse effects has determined that
the standard of care does not include such a duty. See, e.g., McKee v. American Home
Prods., Corp., 782 P.2d 1045, 1048-49, 1051 (Wash. 1989) (holding that defendant
pharmacist had no duty to warn). But see Lasley v. Shrake's Country Club Pharmacy,
Inc., 880 P.2d 1129, 1133 (Ariz. Ct. App. 1994) (summarizing cases and holding that
a pharmacist's duty includes warning of potential side effects).
71. See Brushwood, supra note 10, at 46-47 (noting the reluctance of courts to
impose such a duty on pharmacists because they are primarily distributors of drugs).
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physician's judgment regarding the quality and quantity of drug
information that a patient receives. 72
The leading pharmacist failure to warn case in which the court
followed the traditional common law approach is McKee v. American
Home Products, Corp. ,73 a 1989 decision of the Washington Supreme
Court. The plaintiff in McKee received prescriptions for Plegine
from her physician for a period of ten years. 74 Plegine, a weight
reduction drug that acts as an appetite suppressant, is a potentially
addictive amphetamine; under Washington law, it is a class ill drug
requiring an oral or written prescription each time it is fIlled. For ten
years two different pharmacists filled the plaintiff's prescriptions
regularly and accurately. They did not, however, counsel the plaintiff
about the drug, provide her with warnings about the serious potential
side effects of long-term use of the drug, or give her the manufac-

72. See, e.g., Ramirez v. Richardson-Merrell, Inc., 628 F. Supp. 85 (E.D. Pa.
1986) (noting that physicians, rather than pharmacists, are licensed to prescribe
medication and advise patients); Pysz v. Henry's Drug Store, 457 So.2d 561 (Fla. Dist.
Ct. App. 1984) (holding that when the prescribing physician knew of plaintiffs addiction
as well as the dosage the plaintiff had taken over a period of nine years, the pharmacist's
failure to warn the patient of the drug's addicting qualities was not a failure to exercise
due care); see also Walker v. Jack Eckerd Corp., 434 S.E.2d 63 (Ga. Ct. App. 1993)
(finding that the pharmacist had no duty to warn the customer of a drug's dangerous
propensities); Leesley v. West, 518 N.E.2d 758 (III. Ct. App. 1988) (finding similarly);
McKee v. American Home Prods., Corp., 782 P.2d 1045 (Wash. 1989) (finding
similarly); Adkins v. Mong, 425 N.W.2d 151 (Mich. Ct. App. 1988) (finding similarly).
73. 782 P.2d 1045 (Wash. 1989). I judge McKee to be the "leading" case
because of all the scholarly treatment that it has received. See, e.g., Brushwood, supra
note 10, at 9-12,41-44 (noting that McKee's significance is due both to its publicity and
to the fact that a state's highest court had ruled on the issue); David B. Brushwood, The
Plzannacist's Drug Infonnation Responsibility After McKee v. American Home Products,
48 FOOD & DRUG L.J. 377 (1993) (considering the consequences of McKee); Gastineau,
supra note 8, at 299-302 (citing McKee in its discussion of the learned intermediary
doctrine); Green, supra note 1, at 1450 (examining the issue in McKee of whether a
pharmacist's duty should be limited to filling a prescription accurately); Elizabeth O.
Smith, Note, Are Phannacists Responsiblefor Physicians' Prescription Errors? McKee
v. American Home Products, 65 WASH. L. REv. 959 (1990) (considering McKee in
relation to Washington state laws).
74. McKee, 782 P.2d at 1046.
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turer's package insert describing the drug in detail and enumerating
the possible side effects from its overuse. 75
The plaintiff became addicted to Plegine, and allegedly suffered
physical and psychological injuries from long-term use of the drug. 76
She brought suit against her prescribing physician, the manufacturer
of Plegine, and the two pharmacists who had filled her prescriptions
for ten years. With respect to the pharmacists, the plaintiff alleged,
among other things,77 that they were negligent in s'elling her Plegine
for such an extended period without advising her of its adverse side
effects. 78 In addition, she alleged that the pharmacists were negligent
in failing to give her the manufacturer's package insert.
The McKee majority, expressly following the lead of the majority
of jurisdictions that previously addressed the duty to warn issue, held
that pharmacists have no duty to warn of potential adverse effects of
prescription drugs.79 Although noting that pharmacists owe a duty to
fill accurately the lawful prescriptions presented by patients and to
correct obvious errors or mistakes in prescriptions,80 the majority

75. The court observed that the then current Physician's Desk Reference, a
reference guide provided by manufacturers to physicians that contains information about
the manufacturers' various drugs, informed that Plegine "is indicated in the management
of exogenous obesity as a short term adjunct (a few weeks) ...." [d. at 1046. The
court further observed that the guide warned as follows:
Amphetamines and related stimulant drugs have been extensively abused,
and the possibility of abuse of PLEGINE should be kept in mind when
evaluating the desirability of including a drug as part of a weight
reduction program....
Tolerance to the anorectic effect of PLEGINE ... develops within a few
weeks. When this occurs, its use should be discontinued ....
[d. Finally, the court noted that the guide listed the side effects from overuse of Plegine
to include extreme fatigue and mental depression after abrupt cessation, intense
psychological dependence, severe social dysfunction, and, in the worst case, psychosis.

See id.
76. See id. at 1047.
77. The plaintiff also alleged strict liability and breach of express and implied
warranties. See id.
78. The court noted that this issue was one of first impression in Washington.
See id. at 1048-49. The plaintiff did not allege that the pharmacists were negligent
because they failed to consult with her physician regarding the propriety of the
prescriptions for Plegine. See id. at 1046.
79. McKee, 782 P.2d at 1049, 1055-56.
80. See id. at 1049, 1052-55.
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concluded that the defendant pharmacists had not breached pharmacy's standard of care by failing to advise and warn the plaintiff of
the potential harmful side effects associated with the extended use of
Plegine,81 or by failing to provide the plaintiff with the manufacturer's
insert.82
The majority reached its conclusion by focusing on the importance, indeed the primacy, of the physician-patient relationship vis-avis the pharmacist-patient relationship. The court also applied the
learned intermediary doctrine-which typically controls the flow of
drug information and allocates the duty to warn between the physician, the patient, and the drug manufacturer-to the relationships
between the physician, patient, and pharmacist. 83 The majority's
reasoning and analysis consists of four parts.
First, the McKee majority noted the prevailing rule that pharmacists are not obligated to provide warnings. 84 Relying upon two

81. See id. at 1048-49, 1055-56.
82. See id. at 1054-56.
83. See id. at 1049-52, 1054-55. The majority's discussion of the duty to warn
is dictum, because the majority affinned the trial court's summary judgment in favor of
the defendant pharmacists on the ground that the plaintiff failed to establish by expert
testimony the standard of care required of pharmacists in Washington. See id. at 1048.
Instead of presenting an affidavit of a pharmacist who was knowledgeable about
pharmacy practice in Washington and who could, therefore, establish the standard of care
in Washington, the plaintiff presented the affidavit of an Arizona physician. See id. As
a result of this "defective" affidavit, the majority concluded that the trial court properly
determined that summary judgment in favor of the defendant pharmacists was appropriate
because there were no issues of material fact. See id. However, the majority explained
that it was "appropriate" for it to discuss and to decide the duty to warn issue because
of the importance of the issue and the public interest in having the issue decided. Id.
Interestingly, Brushwood notes that had the court received an affidavit from a
Washington pharmacist, the majority might not have concluded as a matter of law that
the pharmacy's standard of care does not require the provision of warnings. See David
B. Brushwood, The Pharmacist's Drug Information Responsibility after McKee v.
American Home Products, 48 FOOD & DRUG L.J. 377, 382 (1993). Brushwood further
notes that a position statement, jointly issued by two Washington pharmacy schools
shortly after McKee was decided, suggests that it would not have been difficult to obtain
expert testimony to the effect that a duty to warn exists. See id. (citing William Fassett,
et at, The Pharmacist's Duty to Provide Information to Patients (1989) (position
statement issued by the School of Pharmacy at the University of Washington and the
College of Pharmacy at Washington State University».
.
84. McKee, 782 P.2d at 1049.
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cases, one from Florida85 and the other from Michigan,86 the majority
observed the general rule that a pharmacist who properly fills a lawful
prescription has satisfied the pharmacist's legal duty. 'irl The pharmacist is not obligated to warn because the physician is responsible for
learning about the drug being prescribed and for monitoring the
patient's use of that drug. 88 Thus, the majority justified its limitation
of the pharmacists' standard of care largely by citing precedent from
other jurisdictions.
In the second part of its opinion, the McKee majority considered
the applicability of the learned intermediary doctrine in the physicianpatient-pharmacist context.89 The "learned intermediary doctrine,"

85. See id. (discussing Pysz v. Henry's Drug Store, 457 So.2d 561 (Fla. Dist. Ct.
App. 1984».
86. See id. (discussing Adkins v. Mong, 425 N.W.2d 151 (Mich. Ct. App.
1988».
87. Interestingly, the majority at one point in the discussion used the word
"druggist" to refer to a pharmacist. See id. This term has faIlen into disfavor in recent
times among many pharmacists because it implies that the only role of the pharmacist is
to compound drugs. The term has not suffered historically from a negative connotation,
however, because it captures the essence of the traditional role of pharmacists.
Nonetheless, even current discussions of the traditional practice paradigm do not refer
to pharmacists as druggists. The majority's use of the word "druggist" is therefore out
of step with modem discourse about pharmacists and their profession. On the other
hand, use of the word "druggist" is consistent with the majority's narrow view that the
role of the pharmacist is to compound and dispense drugs. For another case in which the
court used the term "druggist," see Pysz v. Henry's Drng Store, 457 So.2d 561,562
(Fla. Dist. Ct. App. 1984).
88. See id. The majority quoted the court in Pysz:
[AJ supplier of drugs has no duty to fail or refuse to supply a customer with
drugs for which the customer has a valid and lawful prescription from a
licensed physician, nor any duty to warn said customer of the fact that one
using the prescribed drug for any period of time could or would become
addicted to the use thereof and would become physically and psychologicaIly
dependent thereon . . . .

ld. (quoting Pysz, 457 So.2d at 561-62). The majority also quoted the court in Adkins,
stating "a pharmacist has no duty to warn the patient of possible side effects of a
prescribed medication where the prescription is proper on its face and neither the
physician nor the manufacturer has required that any warning be given to the patient by
the pharmacist." ld. (quoting Adkins, 425 N.W.2d at 151 (quoting Stebbins v. Concord
Wrigley Drugs, Inc., 416 N.W.2d 381 (Mich. Ct. App. 1987».
89. See McKee, 782 P.2d at 1049-51 (commenting that since the patient relies on
the physician's judgment rather than relying on manufacturers and pharmacists who lack
equal medical education, it is the physician's duty to warn the patient).
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which the Washington Supreme Court adopted in 1978, holds that the
duty of a prescription drug manufacturer to warn of dangers associated with its products is fully discharged when the manufacturer
provides sufficient warnings to physicians who prescribe the drugs. 90
Under this doctrine, the physician has the ultimate duty to warn the
patient. 91 The McKee majority explained the rationale for the doctrine
as follows:
Where a product is available only on prescription or through the services of
a physician, the physician acts as a "learned intermediary" between the
manufacturer or seller and the patient. It is his duty to inform himself of the
qualities and characteristics of those products which he prescribes for or
administers to or uses on his patients, and to exercise an independent
judgment, taking into account his knowledge of the patient as well as the
product. The patient is expected to and, it can be presumed, does place
primary reliance upon that judgment. The physician decides what facts
should be told to the patient. Thus, if the product is properly labeled and
carries the necessary instructions and warnings to fully appraise the physician
of the proper procedures for use and the dangers involved, the manufacturer
may reasonably assume that the physician will exercise the informed
judgment thereby gained in conjunction with his own independent learning,
in the best interest of the patient. 92

The learned intermediary doctrine thus limits the legal obligation of
drug manufacturers to provide warnings and places the primary
responsibility on physicians who must decide which warnings a
patient should receive.
The McKee majority then determined that the physician-patientpharmacist context is sufficiently analogous to the physician-patientmanufacturer context to justify application of the learned intermediary
doctrine in the former. 93 The majority reasoned that the pharmacist,
like the drug manufacturer, has neither the medical education of a

90. See Terhune v. A.H. Robins Co., 577 P.2d 975, 978 (Wash. 1978) (applying
the learned intermediary doctrine in an action involving damages allegedly caused by an
intrauterine contraceptive device).
91. See McKee, 782 P.2d at 1049 (citing Terhune, 577 P.2d at 975) (noting that
the learned intermediary doctrine implies that the duty to warn of dangers associated with
the product runs only to the physicians).
92. [d. at 1049-50 (quoting Terhune, 577 P.2d at 975).
93. [d. at 1050. The majority noted that other jurisdictions have applied the
learned intermediary doctrine in the pharmacy context. See id. (discussing Leesley v.
West, 518 N.E.2d 758 (Ill. Ct. App. 1988) and Batiste v. American Home Prod. Corp.,
231 S.E.2d 269 (N.C. Ct. App. 1977».
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physician nor the knowledge of the patient's medical history to justify
placing a duty to warn on the pharmacist. 94 According to the
majority, without a medical education or knowledge of the patient's
condition, a pharmacist is unable to weigh properly the risks and
benefits of a proposed drug therapy or to ascertain what drug-related
information the patient should receive. 95 In short, the majority
concluded that judicial imposition on pharmacists of a duty to warn
needlessly would interject the pharmacist into the physician-patient
relationship and would disrupt ongoing patient care and treatment. 96

94. See id. at 1051.
95. See id. The court noted that a physician is not required to disclose all risks
associated with a drug, but rather only those risks that are material. The court further
noted that in extreme circumstances, the physician need not disclose even material risks.
See id.
96. See McKee, 782 P.2d at 1051. The majority noted that this conclusion was
consistent with the majority ofjurisdictions that had considered the issue. See id. (citing
Jones v. Irvin, 602 F. Supp. 399 (S.D. Ill. 1985); Ramirez v. Richardson-Merrell, Inc.,
628 F. Supp. 85 (E.D. Pa. 1986); Eldridge v. Eli Lilly & Co., 485 N.E.2d 551 (Ill. Ct.
App. 1985); Ingram v. Hook's Drugs, Inc., 476 N.E.2d 881 (Ind. Ct. App. 1985);
Makripodis v. Merrell-Dow Pharm., Inc., 523 A.2d 374 (pa. Super. Ct. 1987)).
In reaching the conclusion that the learned intermediary doctrine insulates
pharmacists from liability and requires physicians to provide patients with any necessary
warnings, the majority rejected outright the plaintiff's argument that section
18.64.011(11) of the Revised Code of Washington supported placing a duty to warn on
pharmacists. See id. Section 18.64.011(11), which defines the "practice of pharmacy,"
provides as follows:
"Practice of Pharmacy" includes the practice of and responsibility for:
Interpreting prescription orders; the compounding, dispensing, labeling,
administering, and distributing of drugs and devices; the monitoring of drug
therapy and use; the initiating or modifying of drug therapy in accordance
with written guidelines or protocols previously established and approved for
his or her practice by a practitioner authorized to prescribe drugs; the
participating in drug utilization reviews and drug product selection; the
proper and safe storing and distributing of drugs and devices and maintenance
of proper records thereof; the providing of information on legend drugs
which may include, but is not limited to, the advising of therapeutic values,
hazards, and the uses of drugs and devices.
WASH. REv. CODE § 18.64.011(11) (1989). The majority held that this provision does
not require pharmacists to provide warnings about prescriptions. See McKee, 782 P.2d
at 1052. The court reasoned first that section 18.64.011(11) is definitional and does not
purport to set forth duties. See id. Second, the court reasoned that section 360-12-150
of the Washington Administrative Code, which defines "monitoring of drug therapy by
pharmacists" as used in section 18.64.011(11), sets forth duties that apply only to
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In the third part of its opinion, the McKee majority considered
and rejected the plaintiff's argument that although a pharmacist may
not have a duty to warn of adverse side effects in every case, the
pharmacists in this case had such a duty because they knew or should
have known of the hazardous side effects from the manufacturer's
literature and from their own observations that the plaintiff was not
obese. 97 The majority distinguished two cases relied upon by the
plaintiff8 on the ground that they involved obvious or known errors
in the prescriptions. 99 The court stated that in such cases "[w]e agree
[that] pharmacists should have a duty to be alert for patent errors in
a prescription, for example: obvious lethal dosages, inadequacies in
the instructions, known contraindications, or incompatible prescriptions, and to take corrective measures. "100 With respect to the case
before the court, however, the majority concluded that the prescriptions were error-free, containing no obvious inadequacies, and that
the alleged negligence involved the physician's judgment that Plegine
and its use for a period of ten years was an appropriate therapy for

pharmacists practicing in an institutional setting, and not to pharmacists practicing in a
neighborhood pharmacy. See id. Finally, the court reasoned that section 360-12-150
does not create a mandatory duty on all pharmacists to warn of all dangers associated
with a prescription medication, but instead may impose duties on pharmacists with
prescriptive authority only. See id.
97. See McKee, 782 P.2d at 1052. During the period from 1974 to 1984 when
the plaintiff was taking Plegine, she was 5'4" tall and she never weighed more than 138
pounds; at one point during the 1982-83 period, her weight dropped to 105 pounds. See
id. at 1052 n.8 & 1060 (Dore, J., dissenting).
98. To support her argument, the plaintiff cited Hand v. Krakowski, 453
N. Y.S.2d 121 (N.Y. App. Div. 1982), and Riffv. Morgan Pharmacy, 508 A.2d 1247
(Pa. Super. Ct. 1986). In Hand the court reversed the trial court's summary judgment
in favor of the defendant pharmacist, holding that an issue of fact existed regarding
whether the pharmacist had a duty to warn the patient or question the prescribing
physician when the pharmacist had knowledge that the patient was an alcoholic and the
prescribed medications were contraindicated with alcohol. See Hand, 453 N.Y.S.2d at
123. In Riff, the prescribing physician failed to state the maximum safe dosage, and the
pharmacy took no corrective action even though the prescription was obviously
inadequate on its face. Riff, 508 A.2d at 1248-50. The court in Riff held that the jury
verdict for the plaintiffs should stand and that the trial court properly denied the
defendant pharmacy's motion for judgment notwithstanding the verdict or, in the
alternative, for a new trial. [d. at 1254.
99. See McKee, 782 P.2d at 1053.
100. [d. (emphasis in original) (footnotes omitted).
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the plaintiff's condition. 101 The majority's reasoning called upon a
theme relied upon earlier in its analysis: 102 to impose a duty to warn
would require pharmacists to question the judgment of physicians
regarding the appropriateness of each customer's prescription. 103
Such second-guessing, the majority stated, is undesirable because
pharmacists are not qualified to determine the propriety of a chosen
drug regimen; according to the court pharmacists are not trained as
doctors and do not possess the patient's medical history. 104 The
majority concluded the third part of its analysis by noting that the
judicial imposition of a duty to warn would unacceptably place an
undue burden on pharmacists, create antagonistic relations between
pharmacists and physicians, and cause patients to have unfounded fear
and mistrust of their physician's judgment, thereby hindering
treatment. 105
In the fourth and final part of its analysis, the McKee majority
addressed the plaintiff's claim that the pharmacists were negligent as
a result of their failure to provide her with the manufacturer's
"package insert"-the pamphlet prepared by the manufacturer of
Plegine and attached to each dispensing bottle describing the drug, its
therapeutic uses, its contraindications, potential harmful effects, and
directions to the physician for its use. 106 In light of the absence of any
federal regulation requiring pharmacists to provide patients with the

101. See id.
102. See supra notes 89-96 and accompanying text (discussing the traditional
approach of refusing to hold pharmacists liable beyond their duty to properly fill
prescriptions).
103. See McKee, 782 P.2d at 1053.
104. See id.
105. See id. at 1053-54. The majority als~ rejected for a second time the plaintiff's
claim that various Washington statutes imposed a statutory duty on pharmacists to
provide warnings of potential side effects. See id. at 1054. For a discussion of the
majority's rejection of a statutory duty within its consideration of the applicability of the
learned intermediary doctrine, see supra note 96.
106. McKee, 782 P.2d at 1054.
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package insert for the prescribed medication, the majority determined
that it should not mandate distribution to patients. l07
The majority articulated four policy reasons for refusing to defme
the standard of care imposed on pharmacists to include the requirement that they provide patients with manufacturers' package inserts. lOS
First, the majority concluded that the imposition of such a requirement would place an unknown burden on pharmacists. 109 Manufacturers provide one package insert per dispensing unit; the majority
observed that a single unit may be divided into numerous prescriptions, and, therefore, "pharmacists would have the economic and
logistic burden of copying the inserts as well as developing a storage,
filing and retrieval system to ensure the current insert is dispensed
with the proper drug. "110 Second, and of greater significance to the
majority, was the reality that the highly technical and detailed nature
of package inserts could be counterproductive because it might
confuse and frighten patients. ll1 Third, the majority noted that the
pharmacist could only provide such warnings after the physician had
already counseled the patient and after the patient had already decided
to take the drug; hence, the pharmacist's warnings would not only be
107. See id. The majority noted that prescription drugs are exempt from federal
law requiring package labels for over-the-counter drugs. See id. (citing 21 U.S.C. §
353(b)(2)). The majority further noted, however, that the Food and Drug Administration
requires instead that manufacturers of prescription drugs attach to each dispensing unit
an insert describing the drug and describing its uses, contraindications, potential harmful
side effects, and directions to the physician for its proper use. See id. (citing 21 C.F.R.
§§ 201.100(d), 201.56, 201.57). Importantly, the majority observed that the package
insert is directed to physicians and other health care providers, and that the requirement
of a package insert is "consistent" with the learned intermediary doctrine. Id. (citing
David B. Brushwood, The Illfonned Intennediary Doctrine and the Phannacist's Duty
to Warn, 4J. LEGALMED. 349, 356-57 (1983)).
108. See id. at 1054-55
109. See id. at 1055.
110. Id. at 1055. The majority added that to minimize the risk of liability,
pharmacists would also likely find it prudent to develop a system to record patients'
receipt of the package inserts. See id.
111. See McKee, 782 P.2d at 1055. To support this proposition the majority cited
the 1982 repeal of a 1980 Food and Drug Administration regulation requiring
manufacturers to produce patient package inserts to be distributed by pharmacists to
patients at the time a prescription is filled. See id. The repeal abolished the requirement
of patient package inserts for most drugs; the majority noted, however, that patient
package inserts continue to be required for oral contraceptives and several other drugs.
See id.
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contrary to the learned intermediary doctrine, but would also generate
an element of uncertainty in the treatment of the patient. 112 Finally,
the majority determined that requiring pharmacists to distribute the
manufacturer's package insert would, in effect, abrogate the learned
intermediary doctrine and would have serious ramifications with
respect to the liability of pharmacists, manufacturers, and
physicians. 113 For these reasons, the majority concluded that any
change would have to be effected by the legislature. 114
The majority's reasoning and conclusion that pharmacists do not
have a duty to warnll5 is illustrative of the judiciary's well-entrenched
reluctance to impose liability on pharmacists under the traditional
approach. The majority opinion in McKee is devoid of any examination of whether the role of pharmacists has expanded in the last
couple of decades, as well as any consideration of even a limited
patient-oriented role for pharmacists, one shared with physicians.
Moreover, conspicuously absent is any discussion of the advantages
and disadvantages of a standard of care requiring pharmacists to do
more than properly fill prescriptions and to warn or intervene when

112. See id.
113. See id.
114. See id. With language typical of a court punting the ball to the legislature,
the majority stated:
The Legislature can better assess the relative costs and benefits involved, and
determine what form any warnings should take. The legislative process can
better reconcile the interests of all persons concerned with the imposition of
such a duty: pharmaceutical manufacturers, medical societies, retail
pharmacists, healthcare insurers, consumer groups and patient representative
groups. We find before us a single injured plaintiff and two drug store
owners. Holding that the drug store owners could be negligent for failing to
warn her about the drug her doctor prescribed would muddy the waters as to
where responsibility lies up and down the chain of health care. We decline
to do so.

Id.
115. The majority indicated that its holding was narrow, and stated:
The pharmacist still has a duty to accurately fill a prescription and to be alert
for clear errors or mistakes in the prescription. The pharmacist does not,
however, have a duty to question a judgment made by the physician as to the
propriety of a prescription or to warn customers of the hazardous side effects
associated with a drug, either orally or by way of the manufacturer's insert.

Id. at 1055-56 (emphasis in original) (citations omitted).
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they are aware of potential hazards to patients resulting from errorfree prescriptions obtained from physicians. The majority, in short,
went to great lengths, as the breadth and depth of its discussion
indicates, to uphold the limited role and ultimately the limited liability
of pharmacists. 116
The Washington Supreme Court is not the only court to extend
the applicability of the learned intermediary doctrine to the physicianpatient-pharmacist context. In Nichols v. Central Merchandise,
Inc. ,117 the plaintiffs sued the defendant pharmacy after their infant
child was born without hands or feet. 1I8 The plaintiffs claimed that
their child's bone abnormalities resulted from the prescription drug
Gantanol, which the plaintiff mother had taken during the first
trimester of her pregnancy to fight a urinary tract infection. The
plaintiffs claimed that the defendant pharmacy failed to provide
warnings regarding the risks of using Gantanol while pregnant. 119
The trial court granted the defendant pharmacy's motion for summary
judgment, reasoning that the pharmacy had no legal duty to warn
either the plaintiff mother or her physician of the risks associated with
the use of the drug while pregnant. 120
Although the uncontroverted facts revealed that the dispensing
pharmacist knew of the statement of risk contained in the drug's
package insert121 and knew or suspected that the plaintiff mother was

116. As one commentator criticizes, "[t]he McKee majority's 'no duty to warn'
rule for pharmacists overemphasized the physician-patient relationship, underemphasized
the pharmacist-patient relationship, and did not consider important pharmacist expertise."
Brushwood, supra note 83, at 405.
117. 817 P.2d 1131 (Kan. Ct. App. 1991).
118. Jd. at 1132.
119. See id. at 1132. The package insert for Gantanol provided the following
information:
Warnings: Usage in pregnancy: The safe use of sulfonamides in pregnancy
has not been established. The teratogenicity potential of most sulfonamides
has not been thoroughly investigated in either animals or humans. However,
a significant increase in the incident of cleft palate and other bony abnormalities of offspring has been observed when certain sulfonamides of the short,
intermediate and long-acting types were given to pregnant rats and mice at
high oral doses (7 to 25 times the human therapeutic dose).

Jd.
120. See id.
121. See supra note 119.
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pregnant, and yet did not warn the patient or consult with the
prescribing physician regarding the advisability of the patient's use of
the drug,122 the Kansas Court of Appeals affIrmed the summary
judgment in favor of the defendant pharmacy. 123 The appellate court
reached its decision by explicitly employing the learned intermediary
doctrine in the physician-patient-pharmacist context. 124 Like t.lrecourt
in McKee,l25 the Kansas appellate court in Nichols found that
"because the doctor is the learned intermediary between the manufacturer and the patient, the patient should rely on the doctor; the
pharmacist has no legal duty to warn the patient of potential consequences from the use of the drug prescribed by the doctor." 126 The
court explained that imposing a duty to warn on pharmacists would
intrude upon the physician-patient relationship and force pharmacists
to practice medicine without a license, because the decision to
prescribe a particular drug involves an evaluation of the patient's
unique condition and an assessment of the benefIts and costs of a
given drug. 127 The court further explained that "it would be both
illogical and unreasonable to impose a greater duty on the pharmacist
dispensing the drug than on the manufacturer of the drug. "128
In its opinion the Nichols court embraced the traditional practice
paradigm of professional pharmacy, viewing the pharmacist as only
a "dispenser" of drugs. 129 In addition, the court employed the
traditional common law approach to liability: while pharmacists owe
patients a legal duty, the standard of care generated by that duty is

122. See Nichols, 817 P.2d at 1132.
123. See id. at 1134.
124. See id. at 1133. The Supreme Court of Kansas adopted the learned
intermediary doctrine in the physician-patient-drug manufacturer context in 1990. See
Humes v. Clinton, 792 P.2d 1032, 1042 (Kan. 1990) (acknowledging the majority view
that under the learned intermediary doctrine, drug manufacturers are not liable for failing
to directly warn patients of risks of side effects).
125. See supra notes 89-96 and accompanying text (discussing the McKee court's
application of the learned intermediary doctrine).
126. Nichols, 817 P.2d at 1133 (citation omitted). The court added, "[w]e
emphasize that Gantanol was not contraindicated for use during early pregnancy; the
package insert merely stated its effect on a fetus had not been determined." Id.
127. See id.
128. Id. (citation omitted).
129. See supra notes 11-14, 21-24 and accompanying text (discussing the
traditional practice paradigm).
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limited to filling prescriptions without error. hnposing a duty to warn
or to counsel patients, in the court's view, would be inappropriate
given that pharmacists are dispensers of drugs and that the decision
to prescribe a particular drug falls within the realm of the physician's
professional judgment. 130
The learned intermediary doctrine is not the only limiting
rationale used by courts analyzing allegations of pharmacist negligence within the parameters of the traditional practice paradigm and
common law approach. 131 An independent yet related and overlapping
rationale is the need to preserve the physician-patient relationship
without interference from third parties, particularly pharmacists who
would arguably feel pressured to second guess prescriptions were
their standard of care defmed to require them to provide warnings. 132
According to the federal trial court in Jones v. Irvin,133 it is the
obligation of the physician to know the characteristics and the proper
dosage of the drug to be prescribed and whether the patient is taking

130. See Nichols, 817 P.2d at 1133-34. For two additional cases in which courts
have applied the learned intermediary doctrine in the physician-patient-pharmacist
context, see Leesley v. West, 518 N.E.2d 758 (Ill. App. Ct. 1988) (holding that neither
a pharmacy nor a drug manufacturer has a duty to warn consumers of side effects), and
Makripodis v. Merrell-Dow Phann., Inc., 523 A.2d 374 (Fa. Super. Ct. 1987) (holding
similarly).
131. See Gastineau, supra note 8, at 299-308; Kathy Laughter Laizure, Note, The
Pharmacist's Duty to Warn WIzen Dispensing Prescription Drugs: Recent Tennessee
Developments, 22 MEM. ST. U.L. REv. 517, 522-31 (1992) (recognizing that plaintiffs
have brought actions against pharmacists relating to injuries caused by adverse drug side
effects under claims of breach of warranty, strict liability, and negligence).
132. See Jones v. Irvin, 602 F. Supp. 399, 402 (S.D. Ill. 1985) (stating that
pharmacists would have an incentive to second guess every doctor-ordered prescription);
Walker v. Jack Eckerd Corp., 434 S.E.2d 63, 67-68 (Ga. Ct. App. 1993) (stating the
same); Ingram v. Hook's Drugs, Inc., 476 N.E.2d 881, 886-87 (Ind. Ct. App. 1985)
(suggesting that the injection of the pharmacist into the physician-patient relationship
would undercut the effectiveness of ongoing medical treatment); McKee v. American
Home Prods. Corp., 782 P.2d 1045, 1051 (Wash. 1989) (stating the same). In addition,
some courts have concluded that requiring pharmacists to convey information and
provide warnings to patients would be very burdensome for pharmacists. See, e.g.,
Leesley v. West, 518 N.E.2d 758, 762-63 (Ill. Ct. App. 1998) (suggesting that the
additional costs of reproducing information for customers is an unneccessary burden);
McKee, 782 P.2d at 1053 (stating the same).
133. 602 F. Supp. 399 (S.D. Ill. 1985).
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other drugS. 134 Armed with such information, the physician can then
prescribe appropriate combinations of drugs, warn the patient of any
potential hazards associated with the drugs, and monitor the patient's
dependence on the drug. 135 The court in Jones concluded that
requiring pharmacists to provide warnings "would only serve to
compel the pharmacist to second guess every prescription a doctor
orders in an attempt to escape liability. "136
Implicit in the theory that any duty to warn placed on pharmacists
would by necessity require the pharmacist to interfere in the
physician-patient relationship and thereby undermine the sanctity of
that relationship is the idea that in order to provide warnings the
pharmacist must obtain personal information about the patient and the
patient's medical condition. In Walker v. Jack Eckerd Corp.,l37 the
Georgia Court of Appeals, in refusing to impose a duty to warn on
pharmacists,138 stated that the physician, rather than the pharmacist,
is better able to monitor the patient's condition and to evaluate the
patient's reactions and tolerances to drugsy9 Perhaps the Indiana
Court of Appeals has most clearly articulated this idea:
[T]he duty to warn of hazards associated with prescription drugs is part and
parcel of the physician-patient relationship because it is best appreciated in
this context. The decision of weighing the benefits of a medication against
potential dangers that are associated with it requires an individualized medical
judgment. This individualized treatment is available in the context of a
physician-patient relationship which has the benefits of medical history and
extensive medical examinations. It is not present, however, in the context of

134. [d. at 402. In Jones the plaintiff alleged that she sustained injuries both as a
result of her consumption of an excessive amount of the prescription drug PIacidyl over
a period of time, and as a result of the prescription drug's interaction with other drugs
she was taking. [d. at 399-400. She claimed that the defendant pharmacy was negligent
for failing to warn her or to notify her physician that the drug was being prescribed in
dangerous amounts, that she was being over medicated, and that the various combinations of drugs she was taking could cause adverse reactions. See id. at 400.
135. See id.at 400.
136. [d.
137. 434 S.E.2d 63 (Ga. Ct. App. 1993).
138. [d. at 67-68. In Walker, the plaintiff alleged that he was diagnosed with
glaucoma, which was caused by excessive consumption of Blephamide. [d. at 64. He
claimed that the defendant pharmacy was negligent for breaching its legal duty to warn
him about the risks associated with use of Blephamide and for its failure to refuse to refill
the prescription. See id. at 64,67.
139. [d. at 67.
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a pharmacist filling a prescription for a retail customer. The injection of a
third-party in the form of a pharmacist into the physician-patient relationship
could undercut the effectiveness of the ongoing medical treatment. 140

Some courts following the traditional approach, therefore,
presume that pharmacists should not be required to provide warnings
because they are not trained as physicians and because they possess
inadequate information about the patient. Two other presumptions
are at work as well. First, one can glean from the opinions the
presumption that it is unnecessary for pharmacists to provide drug
information to patients because physicians already are doing SO.141
Second, the courts tend to presume that it is bad or unwise for
patients to modify drug use based on information received from a
professional other than the prescribing physician. 142 These presumptions reflect judicial value judgments about the education, training,

140. Ingram v. Hook's Drugs, Inc., 476 N.E.2d 881, 886-87 (Ind. Ct. App. 1985)
(footnote omitted); see also Fakhouri v. Taylor, 618 N.E.2d 518, 521 (Ill. Ct. App.
1993) (commenting that to impose a duty to warn on the pharmacist would be to place
the pharmacist in the middle of the doctor-patient relationship). Similarly, the
Washington Supreme Court in McKee reasoned that the pharmacist does not have the
medical education or the knowledge of the patient's medical history that would justify
heightened standards for pharmacists. McKee v. American Home Prods. Corp., 782
P.2d 1045, 1051 (Wash. 1989). In this regard the court in McKee stated as follows:
Proper weighing of the risks and benefits of a proposed drug treatment and
determining what facts to tell the patient about the drug requires individualized medical judgment based on knowledge of the patient and his or her
medical condition. The physician is not required to disclose all risks
associated with a drug, only those that are material. It is apparent that a
pharmacist would not be qualified to make such a judgment as to materiality.
Moreover, circumstances may exist justifying nondisclosure of even material
"risks.... Requiring" the pharmacist to warn of potential risks associated
with a drug would interject the pharmacist into the physician-patient
relationship and interfere with ongoing treatment. We believe that duty, and
any liability arising therefrom, is best left with the physician.
[d. (citations omitted).
141. See Brushwood, supra note 10, at 12-13 (noting empirical data that suggests
that information concerning prescribed drugs is not being provided to patients).
142. See id. at 12-13 (noting that courts often presume that it is unwise for a
patient to modify drug use based on information supplied by someone other than the
treating physician). But see Leesley v. West, 518 N.E.2d 758, 763 (Ill. Ct. App. 1988)
(refusing to impose the duty to warn on pharmacists, but stating that "[w]e do not
conclude by this decision that warnings beyond those given by the physician are harmful
or to be discouraged").
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and capabilities of pharmacists and policy determinations about the
regard to be afforded the pharmacist-patient relationship relative to
the physician-patient relationship.
As of this date, the courts in Texas have not been called upon to
determine whether the pharmacist's standard of care in Texas requires
pharmacists to provide warnings to patients. When the issue presents
itself, the Texas judiciary will have two choices. The courts could
adopt the learned intermediary doctrine and the presumptions of the
courts adhering to the traditional practice paradigm and the common
law approach, and thereby insulate pharmacists from tort liability
when they fail to warn. On the other hand, the courts could evaluate
the presumptions of the traditional practice paradigm and the common
law approach in light of current pharmaceutical training and practices.
The methodical evaluation of these presumptions might cause the
courts to reject both the traditional practice paradigm and the common
law approach. For example, the idea that a pharmacist is not able to
provide information and warnings to a patient because the pharmacist
is not privy to the patient's medical history does not withstand
scrutiny. Some drug-related information is important and should be
conveyed to the patient in all circumstances, without regard to the
specifics of the patient's particular medical condition. The Texas
courts, thus, might reasonably reject the traditional approach and join
the minority of jurisdictions that has defined pharmacy's standard of
care to require the provision of warnings. 143

143. See supra notes 15-17 and accompanying text (providing the introductory
discussion of the contemporary paradigm).
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III. The Contemporary Paradigm: Expansive Views of the Pharmacist's Role as a Provider of Pharmaceutical Care and of Common Law
Liability for Failure to Warn

A. The Contemporary Practice Paradigm of the Pharmacy Profession
The pharmacy profession, not unlike other professions, has
evolved; it has implemented sweeping and dramatic changes in terms
of philosophy and practice in the last several decades. From a
professional practice paradigm centered "on the collection of drug
source material, extraction of medicinal agents and preparation of
finished dosage forms suitable for human uses, "144 the profession has
sought to transform itself by embracing a new vision in the form of
"pharmaceutical care. "145 This new approach encourages pharmacist
involvement in planning specific drug therapies for individual
patients, caring for patients, and ensuring desired therapeutic
outcomes. 146 Importantly, the contemporary practice paradigm
requires professional responsibility in that pharmacists are responsible
for therapeutic outcomes. 147 While the traditional tasks of drug
preparation, packaging, labeling, and distribution remain important,

144. DeMarco, supra note 22, at 51.
145. Walker & Hoag, supra note 10, at i. Some refer to this new type of
pharmacy practice as "clinical pharmacy." See, e.g., DeMarco, supra note 22, at 51-52
(describing clinical pharmacy as involving taking patient histories, monitoring drug use,
contributing to drug selection and therapy, and counseling); Brushwood, supra note 10,
at 16-17 (describing clinical pharmacy as being patient-oriented rather than productoriented); see also Brushwood, supra note 11, at 458 (noting that the pharmacy
profession now recognizes pharmaceutical care as the mission of organized pharmacy).
146. See Walker & Hoag, supra note 10, at i.
147. See Brushwood, supra note 11, at 458 (suggesting that new training for
pharmacists justifies increased responsibilities); Walker & Hoag, supra note 10, at i
(making a similar suggestion).
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the pharmacist's focus is patient education, monitoring, and adverse
event reporting. 148
Pharmacy's assumption of a greater role in the provision of
patient care is reflected in the education of pharmacy students. 149 A
quarter of a century ago, pharmacy students focused on the chemical
properties of drugs. 150 Pharmacy school curricula oriented students
around the mechanical and technical tasks of compounding and
distributing drugs. 151 Moreover, in teaching students to serve as a
purveyor of a product, as a conduit between the physician and
patient,152 pharmacy schools taught students to inform a patient that
all drug-related questions had to be directed to the patient's prescribing physician. 153
Today's pharmacy education, in contrast, is patient-oriented. 154
Pharmacists receive five or more years of education and training,155
during which they learn, among other things, how to interact with
patients and physicians and how to provide information and warnings
to patients. 156 In short, pharmacy schools emphasize the necessity for
pharmacists to take active roles in the provision of patient health care
and, importantly, in the counseling of patients about prescription

148. See Justina A. Molzon, The FDA's Perspective on the Future ofPhannacy,
44 DRAKE L. REv. 463, 463 (1996) (describing the FDA's view of pharmacists' roles
as involving increased patient education, monitoring, and notification of the possible
adverse effects of a drug). More specifically, the contemporary practice paradigm
requires pharmacist involvement in "all aspects of drug use, ranging from procurement
and storage to drug utilization." Walker & Hoag, supra note 10, at i; see also DeMarco,
supra note 22, at 51-52 (noting that the contemporary practice paradigm requires
pharmacist involvement in the following activities: "taking medication histories,
monitoring drug use, contributing to drug therapy, drug selection, patient counseling,
drug administration programs, and surveillance for adverse reactions and interactions").
149. See generally Green, supra note 1, at 1468, 1474-76 (discussing pharmacy
education).
150. See id. at 1468.
151. See id.
152. See Brushwood, supra note 10, at 46 (stating the traditional view that the
pharmacist was a mere conduit between the patient and the physician).
153. See Green, supra note 1, at 1468.
154. See id. at 1468, 1474-75; see also Paul G. Grussing, A Comparison of
Empirical Studies ofPharmacy Practice With Judicial Descriptions, 44 DRAKE L. REv.
483, 490 (1996) (noting the expanding role of pharmacists).
155. See DeMarco, supra note 22, at 4.
156. See Green, supra note 1, at 1474-75.
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medications and potential problems such as adverse interactions and
side effects. 157
The job of the pharmacist under the contemporary practice
paradigm, therefore, goes beyond the technical and nonjudgmental
tasks of previous eras. The pharmacist today is called upon to
exercise judgment based upon expertise and to be a member of the
health care team providing rational drug therapy to the patient. 158

B. The Contemporary Common Law Standard of Care: Pharmacists
Must Provide Warnings
Certainly the majority of courts that have considered whether a
pharmacist has a duty to warn has rejected the imposition of such a
duty. 159 However, while most courts applying the common law
neither have accepted nor even acknowledged the pharmacy
profession's changed vision and practice,l60 courts in several
jurisdictions have acknowledged this shift and have consequently
reached the opposite result. 161 These courts have acknowledged and
accepted the profession's contemporary practice paradigm in large
part because they were willing to acknowledge the expertise of
pharmacists and to examine closely the current practice patterns of

157. See id. at 1468.
158. But see Walker & Hoag, supra note 10, at ii (observing that notwithstanding
the contemporary expansion of the pharmacist's role, some pharmacists continue to
practice pharmacy as if the traditional practice paradigm were alive and well).
159. See supra notes 13, 17,50-143 and accompanying text.
160. See Grussing, supra note 154, at 490 ("Pharmacy practice has changed to
meet society's needs, and society has generally benefitted. However, the case law has
not universally recognized the change. "); Walker & Hoag, supra note 10, at iii ("Legal
analysis has not uniformly accepted the changes in mission and practice that leaders in
the pharmacy profession created when they expanded the role of the pharmacist into
comprehensive medication use management. ").
161. See, e.g., Lasley v. Shrake's Country Club Pharmacy, 880 P.2d 1129 (Ariz.
Ct. App. 1994) (holding that there were material issues of fact as to the existence of a
duty and the standard of care to which a pharmacist will be held); Hand v. Krakowski,
453 N.Y.S.2d 121 (N.Y. App. Div. 1982) (holding similarly); Riff v. Morgan
Pharmacy, 508 N.E.2d 1247 (Fa. Super. Ct. 1986)(holding similarly), appeal denied,
524 A.2d 494 (Pa. 1987).
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pharmacists. 162 These courts were willing to shift their focus from the
limitations imposed upon pharmacists by the traditional practice
paradigm to the improved therapeutic outcomes possible under the
contemporary practice paradigm. Ultimately, these courts have found
it appropriate to define the standard of care more expansively to
include the obligation to warn patients of potential risks associated
with prescription drug usage.
In 1982 a New York appellate court held that whether a
pharmacist's standard of care includes a duty to warn the patient was
a question for the trier of fact. 163 In Hand v. Krakowski, a doctor
prescribed psychotropic drugs to the plaintiff's decedent. 164 During
the period in which the plaintiff's decedent used the drugs, the
defendant pharmacy knew that the decedent was an alcoholic. 165
Although the defendant pharmacy knew that the prescribed drugs
were contraindicated166 with the consumption of alcohol, the pharmacy neither warned the decedent of the potential danger nor
consulted with the prescribing physicians. The trial court granted the
defendant pharmacy's motion for summary judgment. 167

162. Brushwood, supra note 10, at 47 (noting that "[t]he resolution of the duty/no
duty issue has depended in large part on the willingness of a court to examine
microscopically current pharmacy practice patterns that incrementally expand on the
traditional scope of pharmacy practice").
163. See Hand, 453 N.Y.S.2d at 123 (determining that a material issue of fact
existed as to whether the pharmacy breached its duty).
164. [d. at 122.
165. See id. The court noted that the pharmacy's records identified the decedent
as an "alcoholic." [d.
166. The court observed that a "contraindication" is defined as "a circumstance
under which the drug must never be given. It is absolute and admits of no exceptions. "
See id. at 123 (quoting Baker v. St. Agnes Hosp., 421 N.Y.S.2d 81 (N.Y. App. Div.
1979». Brushwood observes that the court erred in finding a contraindication in this
case. See Brushwood, supra note 10, at 34. He notes that "contraindications" describe
situations in which the prescribed drug absolutely should not be used, while "warnings"
refer to situations in which potential safety hazards exist and, therefore, certain measures
should be taken if specific adverse effects develop while the patient is using the drug.
[d. at 35. According to Brushwood, the appellant's brief disclosed that the physicians
prescribed haloperidol, amitriptyline, and diazepam, and the package insert for these
drugs listed the potential for these drugs to interact with alcohol under the heading
"warnings" rather than "contraindication." [d. at 34.
167. See Hand, 453 N.Y.S.2d at 122-23.
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The New York appellate court reversed. 168 This court concluded
that such silence on the part of the pharmacist in the face of such
danger to the patient could be found to constitute a breach of the
pharmacist's duty of ordinary care, thereby making summary
disposition inappropriate. 169 The court reasoned that the defendant
pharmacy knew that the decedent was an alcoholic and knew or
should have known that the prescribed psychotropic drugs were
contraindicated, and thus of great potential risk to the patient. 170 In
the court's own words, "[c]learly, under these circumstances, the
dispensing druggist may have had a duty to warn decedent of the
grave danger involved and to inquire of the prescribing doctors if
such drugs should not be discontinued. "171 The court, therefore, held
that an issue of fact existed regarding whether the pharmacy had a
duty to warn the patient and question the prescribing physicians. 172

168. See id.
169. See id. at 123. Specifically, the court stated that "[s]uch conduct, in our
view, could be found to constitute a breach of a druggist's duty of ordinary care in that
it knowingly ignores the danger and consequences of ingestion by an alcoholic of
prescription drugs commonly recognized to be contraindicated." [d.
170. See id.
171. [d.
172. See id. The Washington Supreme Court in McKee considered Hand in its
analysis. See McKee v. American Home Prods. Corp., 782 P.2d 1045, 1052-53 (Wash.
1989). The McKee court distinguished the facts of Hand, reasoning that in Hand, unlike
the case before the court, the prescription contained an obvious or known error. See id.
at 1053. Thus, the court stated in McKee that in those cases in which the prescription
contains a patent error, such as a known contraindication, obvious lethal dosages,
inadequate instructions, or incompatible prescriptions, the pharmacist must take
corrective action. See id. The court's reasoning in McKee is flawed, however, because
it is often difficult to recognize a prescription as defective on its face when the defect is
an omission. Indeed, one could argue that the prescription at issue contained an obvious
error, Le., excessive dosage; the McKee court, however, did not find a patent error in
the prescription. The court in Hand recognized the complexity of determining whether
an omission constitutes a patent error:
.
Since the interrelationship between prescribing physicians and pharmacists
is highly professional and rests upon a comprehension of the intricate
compounds that make up a narcotic drug, we cannot exclude the possibility
that trial testimony of the defendant doctors and druggists might not justify
the use of the prescribed drugs in this case.
Hand, 453 N.Y.S.2d at 123. In the eyes of the court in Hand, it was unclear whether
there was a contraindication. Therefore, the court concluded that the question of whether
the pharmacist should have taken corrective action by warning the patient or questioning
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Hand is significant because it is the first decision in which a court
held that a pharmacist who accurately and in all other respects
properly dispensed a prescription medication might nonetheless be
liable under the common law for failing to do more for the patient
than required by the traditional practice of the pharmacist. 173 Implicit
in the court~s decision is the rejection of the traditional practice
paradigm and the traditional common law approach. 174 The court
cl~arly announced that while a pharmacist must properly perform the
mechanical task of dispensing a prescription drug, the pharmacist
must go beyond the technical and, based on the pharmacist's
judgment, must provide information to the patient and question the
prescribing physician about the prescription when additional risk
assessment appears to be necessary under the circumstances.
In 1986 the intermediate appellate court in Pennsylvania reached
a similar result. In Riff v. Morgan Pharmacy, 175 the appellate court
upheld a jury verdict fmding a pharmacist negligent for failing to
warn the patient or to notify the prescribing physician about a
potential problem with respect to the maximum safe dosage of the
prescribed drug. 176 The plaintiff received a prescription for Cafergot
suppositories to treat the plaintiff's migraine headaches; the prescribing physician's written instructions stated that one suppository should
be inserted "every four hours for headache." The plaintiff used the
suppositories as directed over an eight-month period during which she
experienced three severe migraine headaches. For the first migraine
headache, the plaintiff used three or four suppositories over a period
of approximately twelve hours; for the second migraine, the plaintiff
used fifteen to seventeen suppositories over approximately three to
four days; and for the third migraine, the plaintiff used five or six
suppositories over two days. Shortly after the third migraine
headache, the plaintiff suffered the toxic effects of an overdose of
Cafergot.
the prescribing physicians was a question better answered by the trier of fact.
173. See Brushwood, supra note 10, at 33 (finding that by the mid-1970s the duty
to warn was becoming a widely recognized legal standard for pharmacists).
174. This is true even though the court employed the term "druggist" several times
in its opinion. For a discussion of the term ~. druggist," see supra note 87.
175. 508 A.2d 1247 (pa. Super. Ct. 1986), appeal denied, 524 A.2d 494 (pa.
1987).
176. Id. at 1248-1252.
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Medical evidence at trial established that the maximum safe
dosage for Cafergot suppositories is two per migraine headache, with
no more than five to be used in one week. 177 The pharmacists who
filled and then refilled the prescription on multiple occasions,
however, never informed the plaintiff of these limitations; nor did the
pharmacists consult with the prescribing physician. 178 Notwithstanding these failures, the defendant pharmacy argued on appeal that it
was the duty of the prescribing physician to determine the number of
suppositories to be used by the patient. The defendant pharmacy
further argued that its function and duty was to supply the medication
in accordance with the express instructions of the prescribing
physician. 179 For these reasons, the defendant pharmacy concluded
that because it had accurately fIlled the prescription, it was not the
legal cause of the plaintiff's injuries.
The appellate court rejected the defendant pharmacy's
arguments. 180 Emphasizing that a pharmacist is a professional,181 the
court held that a pharmacist is called upon to do more than simply
supply the prescribed drug:

177. See id at 1250.
178. See id. At trial, the plaintiffs pharmacy experts testified that when a
pharmacist receives a prescription with inadequate instructions as to the maximum safe
dosage, the pharmacist has a duty to either ascertain whether the patient is aware of the
limitations or notify the prescribing physician of the potential problem. See id.
179. See id. The defendant pharmacy advanced this argument in the face of the
plaintiffs experts' conclusion that under the facts of this case, a reasonably prudent
pharmacist would have taken corrective action as a result of the error of the prescribing
physician with respect to the dosage. See id. at 1250.
180. See Riff, 508 A.2d. at 1250-52.
181. See id. at 1251-54. The court also emphasized that a pharmacist plays an
important role as a member of a medical team. In this regard, the court stated as
follows:
Fallibility is a condition of the human existence. Doctors, like other mortals,
will from time to time err through ignorance or inadvertence. An error in the
practice of medicine can be fatal; and so it is reasonable that the medical
community including physicians, pharmacists, anesthesiologists, nurses and
support staff have established professional standards which require vigilance
not only with respect to primary functions, but also regarding the acts and
omissions of the other professionals and support personnel in the health care
team. Each has an affirmative duty to be, to a limited extent, his brother's
keeper.
[d. at 1253.
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The statement by the [pharmacy] that "its function and duty was to supply the
medication" is incorrect, and yet it is quite illustrative of the [pharmacy's]
disregard for the professional duty owed the plaintiff by the defendant
pharmacy. The [pharmacy] would seem to argue that a pharmacy is no more
than a warehouse, for drugs and that a pharmacist has no more responsibility
than a shipping clerk who must dutifully and unquestioni't§,ly obey the written
orders of omniscient physicians. Such is not the case. 1

The court found that had the defendant pharmacy warned the plaintiff
or notified the prescribing physician of the obvious inadequacies
appearing on the face of the prescription, the error could have been
corrected and the plaintiff's injuries avoided. 183 In essence, the court
held that while the pharmacist followed the prescribing physician's
instructions and accurately filled the prescription, the pharmacist was
nonetheless negligent; the pharmacist should have reacted intellectually and cognitively to the prescription's omission of a statement
pertaining to maximum safe dosage. 184
Subsequently, in a decision relying upon both Hand and Riff, the
Arizona Court of Appeals also found that pharmacists may breach
pharmacy's standard of care when they fail to warn patients or to
notify the prescribing physician about potential hazards. ISS In
reviewing the trial court's summary judgment in favor of the
defendant pharmacy, the appellate court in Lasley v. Shrake's Country

182. Id. at 1251 (emphasis in original). Chief Judge Pope, dissenting in Walker,
also quoted the above language, concluding that a pharmacist's standard of care requires
a pharmacist to consult with the prescribing physician when prolonged use of a drug can
cause complications. See Walker v. Jack Eckerd Corp., 434 S.E.2d 63, 70 (Ga. Ct.
App. 1993) (pope, C.J., dissenting).
183. See Riff, 508 A.2d at 1252.
184. See Brushwood, supra note 10, at 39 ("R{ffrequires that a pharmacist apply
knowledge about drugs to the facts of a situation, and act for the patient's benefit by
providing a warning, when a drug has been prescribed in a way that presents a
substantial risk of serious harm. ").
185. See Lasley v. Shrake's Country Club Pharmacy, 880 P.2d 1129, 1134 (Ariz.
Ct. App. 1994). In Lasley the patient's physician prescribed both Doriden and Codeine.
Id. at 1131. The patient used these drugs for approximately ten years. The patient
argued that the defendant pharmacy had a duty to warn either the patient or the
prescribing physician about the dangers associated with the prolonged use of the drugs
or dangers associated with the use of the drugs in combination. The patient alleged that
as a result of taking the two drugs for an extended period of time and in combination, the
patient had to be hospitalized for Doriden detoxification and psychiatric treatment for
addiction.The patient also alleged that he suffered from clinical depression and related
disorders.
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Club Pharmacy relied on an affidavit from an expert and portions of
the American Pharmaceutical Association Standards of Practice for
the Profession of Pharmacy. 186 According to the court, these
documents revealed that a pharmacist's standard of care includes an
obligation "to advise a customer of the higWy addictive nature of a
prescribed drug and of the hazards of ingesting two or more drugs
that adversely interact with one another."187 In addition, the court
found that this evidence required the pharmacist to notify the
prescribing physician that the patient is taking an addictive drug in
quantities contrary to the manufacturer's recommended dosage
guidelines. 188
While it may be true that a large number of pharmacists continue
to practice traditional pharmacy with its focus on distributive
functions,189 the contemporary practice paradigm is endorsed by the
profession. 190 It is significant that a minority of courts has accepted
the contemporary paradigm and recognized the capabilities of
pharmacists in the provision of health care. It is also significant,
especially from the perspective of organized pharmacy, that at the
same time that these courts have recognized the expertise and
expanded roles of pharmacists, they incrementally have increased the
pharmacy profession's tort exposure and liability. While pharmacists
historically have been successful in defeating negligence claims based

186. See id. at 1130-34. The court noted that other jurisdictions previously had
determined that the question whether a failure to warn in a particular situation violates
the profession's standard of care presents a question of fact for the jury. Id. at 1134.
Interestingly, unlike the professions of law, medicine, and accounting, pharmacy's own
professional standards are rarely relied upon in cases involving negligence claims against
pharmacists. See Brushwood, supra note 10, at 54 (noting that some courts have treated
professional pharmaceutical standards as aspirational rather than indicative of a legal
duty). When plaintiffs assert that pharmacy's professional standards do indeed create
duties, courts typically reject such arguments. See, e.g., Adkins v. Mong, 425 N.W.2d
151, 153 (Mich. Ct. App. 1988) (refusing to recognize that a pharmacist had a duty to
monitor or intervene with the patient's consumption of a drug prescribed by a licensed
physician); Kampe v. Howard Stark ProrI Pharmacy, Inc., 841 S.W.2d 223,226 (Mo.
Ct. App. 1992) (also refusing such a duty).
187. Lasley, 880 P.2d at 1131.
188. See id.
189. See Brushwood, supra note 10, at 16 (stating that pharmacists largely have
not gained independence from a physician's orders).
190. See supra note 148 (referring to the patient-oriented role that pharmacists are
now playing).
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on alleged failure to warn,191 Hand, Riff, and Lasley, while currently
representative of the minority approach, may foreshadow future
developments and an eventual change in this area of the law.

IV. The Omnibus Budget Reconciliation Act of 1990: A Federa!
Statutory Mandate to Warn and Counsel Patients
The Omnibus Budget Reconciliation Act of 1990 (OBRA), which
went into effect on January 1, 1993,192 has had a profound effect on
the practice patterns of all pharmacists, whether they practice in
community (retail), institutional, or clinical settings. Intended to
contain federal Medicaid reimbursement costs for prescription
medications,193 OBRA required states to implement "drug use review"
programs to ensure that prescriptions are appropriate, medically
necessary, and not likely to result in adverse medical results to

191. See supra Part II.
192. 42 U.S.C. § 1396r-8(g)(I)(A).
193. Medicaid is a cooperative federal-state program providing medical care to
indigent individuals. The cost of the program is borne by the states, but the federal
government reimburses a certain percentage of state expenditures. See 42 U.S.C. §§
1396a-1396d. In order for a state to participate in the federal Medicaid program, the
state must implement the requirements of OBRA. See id. § 1396r-8(g)(I)(A). Failure
to implement and enforce the requirements of OBRA could result in a state's disqualification from the federal Medicaid program and, as a result, forfeiture of federal Medicaid
matching funds. See id. § 1396r-8(g)(I)(A), (C).
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patients. 194 With respect to its purpose, the statute is uncommonly
explicit:
The [state drug use review] program shall be designed to educate physicians
and pharmacists to identify and reduce the frequency of patterns of fraud,
abuse, gross overuse, or inappropriate or medically unnecessary care, among
physicians, pharmacists, and patients, or associated with specific drugs or
groups of drugs, as well as potential and actual severe adverse reactions to
drugs including education on therapeutic appropriateness, overutilization and
underutilization, appropriate use of generic products, therapeutic duplication,
drug-disease contraindications, drug-drug interactions, incorrect drug dosage
or duration of drug treatment, drug-allergy interactions, and clinical
abuse/misuse. 195

Perhaps not surprisingly, OBRA's stated purpose is wholly consistent
with organized phannacy's efforts to encourage patient-oriented care
under the contemporary practice paradigm,196 and, indeed, it is
supportive of those efforts. 197
In order to improve patient care, reduce patient noncompliance,198
and ensure therapeutic outcomes, while at the same time reducing
costs and unnecessary Medicaid expenditures, OBRA required states
to establish drug use review programs consisting of three essential

194. Id. § 1396r-8(g)(I)(A). Commentators have noted and discussed the
purposes of OBRA and its impact on pharmacy practice. See, e.g., Gastineau, supra
note 8 (discussing the goals of OBRA as it relates to pharmacy); Michael J. Holleran,
The Phannaceutical Access and Prndent Purchasing Act of1990: Federal Law Shifts the
Duty to Warn From the Physician to the Phannacist, 26 AKRON L. REv. 77 (1992)
(examining OBRA's effect on the law of pharmacist liability); Brenda Jones Quick, The
Cost ofthe Omnibus Budget Reconciliation Act of1990,2 J. PHARMACY.& L. 145 (1993)
(calling for statutes to protect pharmacist-patient relationship); Angelo J. Patane, OBRA
'90 and Developing Case Law: Will the New Revolution Live Up to its Underlying
Goals?, 1 J. PHARMACY & L. 177 (1992) (predicting OBRA's adverse economic impact
on pharmacists, thereby undercutting its purpose of furthering patient care); John C.
West & David E. Smith, A Prescription for Liability: The Phannacy Mandate of the
Omnibus Budget Reconciliation Act of1990 and Its Impact Upon Phannacist's Common
Law Duties, 2 J. PHARMACY & L. 127 (1993) (arguing that OBRA's requirements will
alter pharmacists' traditionally limited liability).
195. Id. § 1396r-8(g)(I)(A).
196. See supra notes 144-58 and accompanying text.
197. See Gastineau, supra note 8, at 311 ("Under the mandates of OBRA 90...
the pharmacist's responsibilities are expanded, and the practice of pharmacy is refocused
into a new direction. "); Patane, supra note 194, at 177 (stating that as a result of OBRA,
"[t]he pharmacy profession is at the threshold of a revolutionary new era in which patient
services will be increased ... ").
198. See supra note 8 and accompanying text.
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components: prospective drug use review;199 retrospective drug use
review;2°O and educational programs. 201 Prospective drug use review
requires rather than merely encourages pharmacists to provide
patient-oriented services on a consistent basis. The first pharmaceutical service required as a part of prospective drug use review is
screening for potential drug therapy problems before a prescription is
filled and delivered to the patient.202 This screening requires the
pharmacist to review the drug therapy for therapeutic duplication,
drug-disease contraindications, drug-drug interactions (including
serious interactions with nonprescription or over-the-counter drugs),
incorrect drug dosage or duration of drug treatment, drug-allergy
interactions, and clinical abuse or misuse. 203 The benefit of screening
is apparent. It allows pharmacists the opportunity to resolve drug
therapy problems that surface prior to dispensing the prescription
drug to the patient, as well as the opportunity to determine whether
the drug therapy prescribed by the physician is appropriate for the
patient.
The second pharmaceutical service required as a part of prospective drug use review is patient counseling. 204 Under this OBRA
mandate, the pharmacist must offer to discuss with the patient those
matters that the pharmacist, in the exercise of the pharmacist's
professional judgment, deems significant.205 At a minimum, the
pharmacist must initiate a dialogue with the patient and offer to
discuss the following items: (1) the name and description of the
medication; (2) the route, dosage form, dosage, route of administration, and duration of the drug therapy; (3) special directions and

199.
200.
201.
202.

See 42 U.S.C § 1396r-8(g)(2)(A).
See id. § 1396r-8(g)(2)(B).
See id. § 1396r-8(g)(2)(D).
See id. § 1396r-8(g)(2)(A)(i). Typically, this screening will take place at the
point of sale or point of distribution. See id. § 1396r-8(g)(2)(A)(i). OBRA requires each
state to develop standards for this pre-distribution review of drug therapies. See id. §
1396r-8(g)(2)(A)(i).
203. See id. § 1396r-8(g)(2)(A)(i).
204. See 42 U.S.C. § 1396r-8(g)(2)(A)(ii). Just as OBRA requires states to
develop standards for the screening of potential problems associated with a particular
drug therapy, OBRA also requires each state to develop standards for patient counseling.
205. See id. § 1396r-8(g)(2)(A)(ii)(l). Under OBRA, a pharmacist need not
counsel an unwilling recipient; thus, if the patient refuses a consultation, the pharmacist
is not required to counsel that patient. § 1396r-8(g)(2)(A).
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precautions for preparation, administration, and use by the patient; (4)
common side effects, adverse effects, adverse interactions, or
contraindications that may be encountered and the action required if
they occur; (5) techniques for self-monitoring of the drug therapy; (6)
proper storage; (7) prescription refill information; and (8) action to
be taken in the event of a missed dose. 206 OBRA, in essence,
therefore, statutorily defined the standard of care to include the
obligation to provide warnings to the patient.
In order to screen effectively drug therapies for potential
problems and to counselor warn patients, a certain amount of
information about the patient is required. Recognizing this reality,
OBRA requires the pharmacist to make a reasonable effort to obtain,
record, and maintain patient information. 2(Jl The patient profIles must
contain, at the very least, general information about the patient,
including the patient's name, address, telephone number, date of
birth, and gender. 208 In addition, each patient profile must contain a
patient's "individual history," if it is significant. 209 An individual
patient history outlines the patient's disease state(s), known allergies,
and drug reactions, and must contain a comprehensive list of
medications and relevant devices, along with any of the pharmacist's
comments pertaining to the patient's drug therapy. 210 In compiling
and maintaining patient profIles, the pharmacist necessarily becomes
acquainted with the patient to some degree on an ongoing and
continuous basis.
The second essential component of a state's drug use review
program, as required by OBRA, is retrospective drug use review. 211
Retrospective drug use review requires "ongoing periodic examination of claims data and other records in order to identify patterns of
fraud, abuse, gross overuse, or inappropriate or medically unnecessary care, among physicians, pharmacists and individuals receiving
[Medicaid] benefits . . . or associated with specific drugs or groups

206.
207.
208.
209.
210.

See id. § 1396r-8(g)(2)(A)(ii)(l).
See id. § 1396r-8(g)(2)(A)(ii)(lI).
See id. § 1396r-8(g)(2)(A)(ii)(lI)(aa).
See 42 U.S.C. § 1396r-8(g)(2)(A)(ii)(lI)(bb).
See id. § 1396r-8(g)(2)(A)(ii)(lI)(bb), (cc).
211. See id. § 1396r-8(g)(2)(B).
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of drugs. "212 It is intended that this after the fact review of drug use
patterns, which will be accomplished by utilization of the state's
electronic drugs claim processing and information retrieval system,213
will also be used to evaluate prescription drug use for therapeutic
appropriateness and drug overutilization and underutilization among
other things. 214 Retrospective drug use reviewaUlOunts to an
"external audit" of the Medicaid system,215 one that will result in the
introduction of remedial strategies designed to improve the quality of
care and conserve Medicaid funds or personal expenditures when
deficiencies are identified. 216
The third and final component of a state's drug use review
program, as mandated by OBRA, is educational programming. 217
Each state is required to establish a drug use review board,218 the
membership of which is to be composed of pharmacists and physicians. 219 It is the function of this board, in part, to determine
common drug therapy problems in the state and then to provide
ongoing educational outreach programs to educate physicians and
pharmacists about common drug therapy problems. 22o The educational objective is to improve prescribing and dispensing practices. 221
OBRA accords states great leeway in implementing its statutory
requirements and in establishing standards for prospective drug use

212. See id. § 1396r-8(g)(2)(B).
213. See id. § 1396r-8(g)(2)(B).
214. See 42 U.S.C. § 1396r-8(g)(2)(C). Gastineau observes that retrospective drug
use review is an "additional layer of precaution" because it mandates screening for the
same potential therapy problems that the pharmacist must screen for as a part of
prospective drug use review. See Gastineau, supra note 8, at 320 (comparing the
monitoring criteria of 42 U.S.C. § 1396r-8(g)(2)(A)(i) and 42 U.S.C. § 1396r8(g)(2)(C)).
215. West & Smith, supra note 194, at 131 (noting that this "external audit" is
intended primarily to police abuses of the Medicaid system).
216. See 42 U.S.C.A. § 1396r-8(g)(2)(C) (Supp. 1998).
217. See 42 U.S.C. § 1396r-g(2)(D).
218. See id. § 1396r-g(3)(A).
219. See id. § 1396r-g(3)(B).
220. See id. § 1396r-g(2)(D). OBRA also mandates "educational intervention"
requiring the "use of face-to-face discussions between health care professionals who are
experts in rational drug therapy and selected prescribers and pharmacists who have been
targeted" for intervention as a result of problems identified during retrospective drug use
review. Id. § 1396r-g(3)(C)(iii)(III).
221. See id. § 1396r-g(2)(D).
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review, including screening and patient counseling, and retrospective
drug use review.222 Generally, the implementation and enforcement
of OBRA consists of a joint effort between the Health' Care Financing
Administration, the federal agency that oversees the Medicaid
program, state Medicaid agencies, and, in particular, the state boards
of pharmacy.223 While OBRA mandated state drug use programs are
for Medicaid patients only,224 most state agencies responsible for
implementation and enforcement have extended the requirements of
OBRA to cover both Medicaid patients and non-Medicaid patients
alike. 225 One explanation for this development is simply that it would
be untenable to have a higher standard of drug therapy care for
Medicaid patients than for non-Medicaid patients. 226 Thus, in most
states the rules and regulations for implementing and enforcing the
requirements of OBRA apply equally to both Medicaid and nonMedicaid patients. 227
The Texas regulatory scheme is illustrative of state implementation of OBRA requirements. Under the Texas Pharmacy Act,228 the
state legislature has deemed the "practice of pharmacy" to be a
professional practice. 229 The "practice of pharmacy," in turn, means
several things, including the provision of pharmaceutical care,230
interpretation and evaluation of prescriptions,231 participation in drug
regimen review,232 provision of patient counseling,233 and responsibil-

222. See 42 U.S.C. § 1396r-g(l)(A).
223. See Gastineau, supra note 8, at 321-22 (citing Richard R. Abood, OERA 90:
Implementation and Enforcement, U.S. PHARMACIST, July 1993, at 53).
224. See 42 U.S.C.A. § 1396r-8(g)(l)(A) (Supp. 1998).
225. See generally, Gastineau, supra note 8, at 322 (noting that as of 1994, at least
forty-one states made OBRA's requirements applicable to all patients filling prescriptions); West & Smith, supra note 194, at 129 (noting the same).
226. See Gastineau, supra note 8, at 321-22 (citing David B. Brushwood, et aI.,
OERA 90: What It Means To Your Practice, U.S. PHARMACIST, Oct. 1992, at 70).
227. Some states have limited the benefits of OBRA to only Medicaid and medical
assistance recipients. See, e.g., MD. HEALTH OCC. CODE, § 12-507(e) (Supp. 1997);
UTAH CODE ANN. § 26-18-103(2)(1998).
228. See TEX. REv. CIV. STAT. ANN. art. 4542a-1 (Vernon Supp. 1998).
229. Id. art. 4542a-1, § 2.
230. See id. art. 4542a-1, § 5(38)(A).
231. See id. art. 4542a-1, § 5(38)(B).
232. See id. art. 4542a-1, § 5(38)(C).
233. See TEX. REv. CIY. STAT. ANN. art. 4542a-1, § 5(38)(D)(Vernon Supp.
1998).
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ity for dispensing prescription drugs, compounding and labeling of
drugs, providing proper and safe storage of drugs, and maintaining
proper records for drugs. 234 The statutory defInitions for "pharmaceutical care," "drug regimen review," and "patient counseling,"
quite intentionally are anchored in the mandates of OBRA. 235 For
example, under the Act, pharmacists must provide "pharmaceutical
care," which is defIned as "the provision of drug therapy and other
pharmaceutical services defmed in the rules of the [Texas State Board
of Pharmacy] and intended to assist in the cure or prevention of a
disease, elimination or reduction of a patient's symptoms, or arresting
or slowing of a disease process. "236
In addition to defming the practice of pharmacy in terms of the
pharmaceutical care mandated by OBRA, the Texas Pharmacy Act

234. See id. art. 4542a-1, § 5(38)(E)(i)-(iv).
235. Of course, as noted earlier, OBRA is consistent with and supportive of the
pharmacy profession's contemporary practice paradigm. See supra notes 195 & 196 and
accompanying text.
236. TEX. REv. eIV. STAT. ANN. art. 4542a-1, § 5(32) (Vernon Supp. 1998).
Other definitions are similarly grounded in OBRA. The statute defines "drug regimen
review" to include the following medication activities:
(A) evaluation of prescription drug or medication orders and patient records
for:
(i) known allergies;
(ii) rational therapy-contraindications;
(iii) reasonable dose and route of administration; and
(iv) reasonable directions for use;
(B) evaluation of prescription drug or medication records for duplication of
therapy;
(C) evaluation of prescription drug or medication orders and patient
medication records for:
(i) drug-drug interactions;
(ii) drug-food interactions;
(iii) drug-disease interactions;
(iv) adverse drug reactions; and
(D) evaluation of prescription drug and medication orders and patient
medication records for proper utilization, including overutilization or
underutilization.

[d. art. 4542a-l, § 5(23). "Patient counseling" means "the communication by the
pharmacist of information, as specified in the rules of the board, to the patient or care
giver, in order to improve therapy by ensuring proper use of drugs and devices." [d. art.
4542a-1, § 5(30).

HeinOnline -- 18 Rev. Litig. 75 (1999)

76

THE REVIEW OF LillGATION

[Vol. 18:1

establishes the Texas State Board of Pharmacy237 and directs it to
oversee the practice of pharmacy and the use of prescription drugs
and devices designed to diagnose, mitigate, treat, or prevent injury,
illness, and disease. 238 The Texas Pharmacy Act directs the Texas
State Board of Pharmacy to implement the OBRA mandates. Among
the many responsibilities assigned by the Texas Pharmacy Act, the
Texas State Board of Pharmacy is required to specify "minimum
standards for drug storage, maintenance of prescription drug records,
and procedures for the delivery, dispensing in a suitable container
appropriately labeled, providing of prescription drugs or devices,
monitoring of drug therapy, and counseling of patients on proper use
of prescription drugs and devices within the practice of pharmacy . .
"239
As directed, the Texas State Board of Pharmacy has promulgated
regulations that require community (retail) pharmacies to provide
numerous patient-oriented services for all prescription drug
patients. 24o At the time of prescription delivery, for example, the
pharmacist is required to provide to the patient drug information and
any appropriate warnings, including common severe side effects,
adverse effects or interactions, and therapeutic contraindications. 241

237. See id. art. 4542a-1, §§ 6-15.
238. See id. art. 4542a-1, § 17(b)(3).
239. Id. art. 4542a-1, § 17(b)(3).
240. See 22 TEx. ADMIN. CODE §§ 291.31-.34 (1997). The Texas Board of
Pharmacy also has promulgated regulations requiring institutional pharmacies to provide
pharmaceutical care. See id. §§ 291.71-.75. An "institutional pharmacy" is one that
is located in a licensed hospital or other inpatient facility or in a hospital maintained or
operated by the state. See id. § 291.71.
241. See id. § 291.33(c)(1). The patient counseling provision provides in its
entirety as follows:
To optimize drug therapy, a pharmacist shall communicate to the patient or
the patient's agent, information about the prescription drug or device which
in the exercise of the pharmacist's professional judgment the pharmacist
deems significant, such as the following:
(A) (i) the name and description of the drug or device;
(ii) dosage form, dosage, route of administration, and duration of drug
therapy;
(iii) special directions and precautions for preparation, administration, and
use by the patient;
(iv) common severe side or adverse effects or interactions and therapeutic
contraindications that may be encountered, including their avoidance,
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Moreover, prior to the time of prescription delivery, the pharmacist
is required to undertake a drug regimen review by reviewing the
patients' medication record. 242 The objective of the review is to
identify clinically significant conditions or problems243 so that the
pharmacist can take appropriate action to avoid or resolve any
problems or potential problems. 244 Significantly, the regulations
provide that the pharmacist may be called upon to consult with the
prescribing physician in order to resolve the potential therapeutic
problem that has been identified. 245 Finally, to facilitate drug regimen
review, the regulations mandate that pharmacies compile patient
information and maintain patient medication records. 246
The combination of OBRA and the state regulatory schemes
implementing the requirements of OBRA, like that in Texas, has
considerable potential to alter the traditional common law standard of
care of pha~acists and to erode further the traditional common law

(v)
(vi)
(vii)
(viii)

and the action required if they occur;
techniques for self-monitoring of drug therapy;
proper storage;
refill information; and
action to be taken in the event of a missed dose.

[d. § 291.33(c)(1)(B)(i). This information must be provided with each new prescription
drug order, once per year for maintenance medications, and with refills if the pharmacist
deems it appropriate. This information also must be provided in writing. See id. §
291.33(c)(1)(B)(iv); if. TEx. REv. CN. STAT. ANN. art. 4542a-1, § 40A (Vernon Supp.
1998) (requiring pharmacies to make available to patients at a minimum written
information relating to the therapeutic use of drug products and the names of equivalent
generic drug products).
242. See TEx. ADMIN. CODE § 291.33(c)(2) (1997).
243. See id. § 291.33(c)(2)(A)(i). Clinically significant conditions or problems at
a minimum include inappropriate drug utilization, therapeutic duplication, drug-disease
contraindications, drug-drug interactions, incorrect drug dosage or duration of drug
See §
treatment, drug-allergy interactions, and clinical abuse or misuse.
291.33(c)(2)(A)(i).
244. See id. § 291.33(c)(2)(A)(ii).
245. See TEx. ADMIN. CODE § 291.33(c)(2)(B). The regulations provide that the
pharmacist may provide other pharmaceutical care services, such as managing drug
therapy as delegated by a practitioner, managing patient compliance programs, providing
preventive health care services, and providing case management of patients who are
being treated with high risk or high cost drugs or who are considered to be at risk
because of age, medical condition, family history, or other related concern. See id. §
291.33(c)(2)(B).
246. See id. § 291.34(c).
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limitations on pharmacist liability.247 While some courts essentially
have ignored their respective state statutes in evaluating negligence
claims against pharmacists,248 others have indicated that the existence
of such statutes and regulations potentially could alter traditional tort
analysis and lead to the imposition of greater tort liability.249
Importantly, still others have found state statutory provisions to
provide guidance in determining the parameters of pharmacy's
standard of care. 250
In Dooley v. Everett,251 for example, the Tennessee Court of
Appeals considered whether the Tennessee Pharmacy Practice Act

247. See Holleran, supra note 194, at 78 (observing that as a result of OBRA "a
pharmacist's standard of care will be significantly altered"); West & Smith, supra note
194, at 127 (commenting that OBRA "has ushered in the potential for significantly
broader liability for retail pharmacies and pharmacists").
248. See, e.g., Ingram v. Hook's Drugs, Inc., 476 N.E. 2d 881,884-85 (Ind. Ct.
App. 1985) (holding that statutory language does not create a mandatory duty for
pharmacists); Nichols v. Central Merchandise, Inc., 817 P.2d 1131, 1132 (Kan. Ct.
App. 1991) (holding that the pharmacist satisfied the administrative regulations requiring
verbal patient consultation by attaching warning labels to the prescription); Kampe v.
Howard Stark Profl Pharmacy, Inc., 841 S.W.2d 223, 225-26 (Mo. Ct. App. 1992)
(holding that the statutory language does not create any duties but rather is definitional);
McKee v. American Home Prod., Corp., 782 P.2d 1045,1051-52 (Wash. 1989) (noting
that the statute is definitional and, further, is meant to apply only to pharmacists
practicing in an institutional setting). For commentary on the failure of the court in
McKee to adhere to the affirmative duties placed on pharmacists by Washington statutes,
see supra notes 96 & 105; McKee, 782 P.2d at 1057-63 (Dove, J., dissenting);
Brushwood, supra note 83, at 394; Green, supra note 1, at 1471.
249. See, e.g., Walker v. Jack Eckerd Corp., 434 S.E.2d 63,67,69 (Ga. Ct. App.
1993) (noting that neither party had cited any Georgia statutory authority expressly
imposing a duty on pharmacists to warn or to refuse to fill prescriptions, but stating that
in the future the regulations promulgated by the Georgia State Board of Pharmacy
requiring drug review and patient counseling might require a departure from the
traditional common law no duty to warn rule).
250. See, e.g., Hooks SuperX, Inc. v. McLaughlin, 642 N.E.2d 514,518-19 (Ind.
1994) (indicating that although the Indiana Pharmacy Act does not create a duty, it does
demonstrate a public policy concern that "might be paramount to policy concerns about
interfering with the physician-patient relationship"); Pittman v. Upjohn Co., 890 S.W.2d
425,434-35 (Tenn. 1994) (indicating that although state statutes and regulations "do not
necessarily establish the duty of care owed by the pharmacy in this case, they are
relevant to the issue and may provide guidance in determining if there is a duty of care
under the circumstances"); Dooley v. Everett, 805 S.W.2d 380, 385 (Tenn. Ct. App.
1990) (indicating that the Tennessee Pharmacy Practice Act is relevant to determining
a pharmacists' standard of care).
251. 805 S.W.2d 380 (Tenn. Ct. App. 1990).
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was relevant in determining the standard of care of pharmacists.252 In
Dooley, the plaintiffs' minor child suffered cerebral seizures as the
result of toxic levels of Theophylline in his blood. The toxic levels
of Theophylline resulted from an interaction between the child's
concurrent use of Erythromycin and Theophylline. 253 The plaintiffs'
expert testified in an affidavit that pharmacists are professionals who
should review patient records before delivering a drug to the patient
to determine whether the new drug has the potential to interact with
other medications currently used by the patient. He further testified
that when the pharmacist identifies a potential adverse interaction, the
pharmacist must warn the patient or notify the prescribing physician.
The trial court, however, held that as a matter of law the defendant
pharmacy did not have a duty to warn the patient of the potential
serious drug-drug interaction. 254
The Tennessee Court of Appeals reversed. 255 The defendant
pharmacy argued on appeal that were the appellate court to fmd that
the pharmacy had a duty to warn, the court would in effect engage in
policy making, which is the sole function of the legislature. The
court, mindful of its function, proceeded in two steps.256 First, it
considered whether the defendant pharmacy owed the plaintiffs a duty
of care. 257 Reasoning that the existence of a duty is a question of law
to be decided by the court,258 the court held, based on case precedent,
that the defendant pharmacy had "a duty to act with due, ordinary

252. Id. at 385.
253. See id. At the time that the defendant pharmacy delivered the Erythromycin
to the patient, who already was taking Theophylline, the pharmacy neither warned the
child's parents of the potential of an adverse interaction, nor notified the prescribing
physician. See id.
254. See id. at 382-83. The trial court, therefore, granted the defendants' motion
for summary judgment. See id. at 382.
255. See id. at 386.
256. See Dooley, 805 S.W.2d at 383 ("We agree that 'policy making' is not a
legitimate function of the courts. However, we respectfully disagree that this Court
would be entering the realm of policy making if it determines that summary judgment
was not appropriate in this case. "). Id.
257. See id. at 383-84.
258. See id. at 384; see also supra notes 25-54 and accompanying text (discussing
the duty of pharmacists).
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care and diligence in compounding and selling drugs. "259 The court
found that the Tennessee Pharmacy Practice Act260 fortified this duty
owed by a pharmacist to patients when it concluded that "[t]he
pharmacist is a professional who has a duty to his customer to
exercise the standard of care required by the pharmacy profession in
the same or similar communities as the community in which he
practices his profession. "261
In the second step of its analysis, the court considered whether
the pharmacist's standard of care includes the duty to warn patients
of potential severe drug interactions. 262 This question, the court
stated, is a question of fact to be decided by the trier of fact. 263
Significantly, the court relied, in part, on the Tennessee Pharmacy
Practice Act, holding that a disputed issue of fact existed regarding
whether the obligation to discover and warn patients of potential
hazards and risks is included within the standard of care owed by
pharmacists to patients. 264 For this reason, the court reversed and
remanded the case for triaL265
Four years after the Tennessee Court of Appeals decided Dooley,
the Tennessee Supreme Court approved the intermediate appellate
court's reliance on the Tennessee Pharmacy Practice Act. 266 The
Tennessee Supreme Court explained that the court in Dooley found
the statutory definition of the practice of pharmacy to be "helpful in

259. Id. (citing Batiste v. American Home Prods. Corp., 231 S.E.2d 269,273-74
(N.C. Ct. App. 1977».
260. TENN. CODE ANN. §§ 63-10-401 to 63-10-411 (1997).
261.
262.
263.
264.
265.

Id.
See Dooley, 805 S.W.2d at 384-86.
See id. at 384.
See id. at 385.
See id. at 386. The court summarized its analysis as follows:

Here, the question is whether the scope of the duty owed by the pharmacist
to the customer includes a duty to warn. The fact that the pharmacy owed its
customer a duty in dispensing prescription drugs is without question. [The
pharmacy] simply argues that the duty to warn of potential drug interactions
is not a part of its duty. The plaintiff here has introduced expert proof
disputing this assertion. Therefore, whether the duty to warn of potential
drug interaction is included within the pharmacist's duty to his customer is
a disputed issue of fact preventing the granting of summary judgment.

Id.
266. See Pittman v. Upjohn Co., 890 S.W.2d 425,434-35 (Tenn. 1994).

HeinOnline -- 18 Rev. Litig. 80 (1999)

1999]

PHARMACIST'S DUTY TO WARN IN TEXAS

81

determining the duty owed by a member of the [pharmacy] profession. "267 The court noted that the statutory definition of the practice
of pharmacy, along with other rules and regulations promulgated by
the Board of Pharmacy of the State of Tennessee,268 constitutes a
standard of pharmacy practice. 269 Though unwilling to conclude that
the statutory provisions and administrative regulations necessarily
establish or define the pharmacist's standard of care, the court
willingly embraced these provisions as relevant to the task of
determining the boundaries of the pharmacist's standard of care. 270
In the words of the court, the legislative and administrative pronouncements pertaining to the practice of pharmacy "may provide
guidance in determining if there is a duty of care under the circumstances. "271
Without a doubt, OBRA and the state regulatory schemes, which
were designed to improve health care and to eliminate unnecessary
Medicaid expenditures, have elevated the contemporary practice
paradigm above the traditional practice paradigm and mandated that
pharmacists become, if they were not previously, providers of
pharmaceutical care. Several courts have found the statutory schemes
relevant in outlining the boundaries of pharmacy's standard of care.
Thus, under what is perhaps an emerging paradigm, the common law
yields to legislative pronouncements that require pharmacists, because

267. Id. at 434.
268. See id. The court cited the regulation requiring patient counseling. See id.
at 435. The patient counseling regulation provides as follows:
A pharmacist should, on dispensing a new prescription, explain to the patient
or the patients' agent the directions for the use and a warning of all effects of
the medication or device that are significant and/or potentially harmful. This
communication should be performed in such a manner that will assure the
proper use of the medication or device prescribed.
7 TENN. COMPo R. & REGS., 1140-3-.03(13) (1991). For a discussion of the Texas
regulation requiring patient counseling, see supra note 240 and accompanying text.
269. See Pittman, 890 S.W.2d at 435.
270. See id.
271. Id. (citation omitted); see Hooks SuperX, Inc. v. McLaughlin, 642 N.E.2d
514, 518 (Ind. 1994) (holding that while the Indiana Pharmacy Act does not by itself
create an obligation, "it does demonstrate that public policy concerns about proper
dispensing of prescription drugs and preventing drug addiction might be paramount to
policy concerns of interfering with the physician-patient relationship").
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of their capabilities and expertise, to warn patients of potential risks
associated with prescribed drug therapies.

V. Conclusion
Pharmacists are experts in pharmacology. Historically, however,
recognition of their skills and expertise has been eclipsed by the skills
and expertise of physicians. The traditional practice of pharmacy, as
shaped by the profession itself, therefore, has been rather narrowly
defined. Pharmacists have viewed themselves as dispensers of drugs,
with the result that to a significant degree their skills and capabilities
have gone unrecognized and untapped. In terms of patient care, this
insight is important, for it suggests that patient health care could be
improved by greater pharmacist involvement in the provision of
health care services.
To be sure, organized pharmacy in the last several decades has
undertaken to playa more involved role in helping patients who are
ill for this very reason. The advent of the contemporary practice
paradigm and its emphasis on pharmaceutical care-requiring drug
use review and patient counseling-has allowed pharmacists to assist
patients as they make medical decisions and undergo medical
treatments. Moreover, the Congress and state legislatures have
enacted legislation requiring pharmacists to provide pharmaceutical
care, thereby solidifying the development of the contemporary
practice paradigm and rendering it impossible for the profession to
return to the earlier era when its sole focus was simply to process
drug prescriptions without error.
However, the common law has been slow to recognize the
expertise of pharmacists. Traditionally, pharmacists are found to be
negligent only when they fail to process accurately a prescription that
is error-free on its face. A few courts have departed from this
traditional course, and have found that whether pharmacists must also
provide warnings when there are potential hazards associated with a
drug therapy is a question that must be answered by the jury. With
the enactment of OBRA and state statutory schemes, other courts
similarly have determined that pharmaceutical care is the standard of
the profession, and, therefore, that pharmacist duty to warn cases are
incapable of summary disposition.
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The Texas courts have not been asked to determine whether the
standard of care requires a pharmacist to warn the patient or to notify
the prescribing physician of potential adverse effects or other
problems associated with the chosen drug therapy. Clearly, the
common law in Texas requires error-free dispensing. As we
approach the end of the centurj and continue to grapple with healt...lJ.
care issues on the national and state levels, the question that has
emerged is whether the Texas courts will embrace the contemporary
practice paradigm and will determine that pharmacy's standard of care
requires that pharmacists provide warnings. In light of OBRA, the
Texas Pharmacy Act, and the regulations promulgated by the Texas
State Board of Pharmacy, it seems likely that the Texas courts, when
asked to do so, will determine that pharmacists have a duty to warn
when the provision of warnings is within the capability of the
pharmacist and when such information will assist the patient and
promote patient autonomy. To impose liability when the pharmacist
has failed to warn would be a new development in Texas, one making
the tort exposure and liability of pharmacists commensurate with their
expertise and actual pattern of practice.
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