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INTEREST OF AMICUS CURIAE AND SUMMARY OF ARGUMENT

IADC is an organization of corporate and insurance attorneys whose practice is
concentrated on the defense of civil lawsuits. Since 1920, the IADC has been dedicated
to the just and efficient administration of civil justice and continual improvement of the
civil justice system. The IADC regularly files briefs in pending cases throughout the
United States to support a wide variety of civil justice issues of broad application. The
IADC supports a justice system in which plaintiffs are fairly compensated for genuine
injuries and responsible defendants are held liable only for appropriate damages.
Because the decison below erroneously creates a direct-to-consumer advertising
exception to the learned intermediary doctrine—arule that is well-established and al most
uniformly applied throughout the United States—IADC has a strong interest in a prompt
review of the case and its reversal. The source of any fee paid for the preparation of this
brief isIADC.

STATEMENT OF FACTS

IADC adopts Petitioner’s Statement of Facts in its Brief on the Merits but also
provides a short rendition of the facts relevant to IADC’ s arguments.

Patricia Hamilton (“Hamilton”) has suffered from Crohn's disease for
approximately thirty years. Centocor, Inc. v. Hamilton, 310 SW.3d 476, 484 (Tex.
App.—Corpus Christi 2010, pet. granted). In December 2001, Dr. Ronald Hauptman
(“Dr. Hauptman”), Hamilton’s physician, offered Hamilton two treatment options after
she experienced a flare-up of the disease: steroids or Remicade®, the drug manufactured

and marketed by Centocor. Id. at 482, 485. At the time Dr. Hauptman determined



Hamilton’s treatment options, Dr. Hauptman knew of the risks associated with the use of
Remicade®, including the risk of lupus-like syndrome. |d. at 485. In fact, therisk of this
potential side-effect was expressly stated on the drug's package insert. 1d. at 482.
Knowing that Hamilton did not like steroids, Dr. Hauptman chose to prescribe
Remicade®. |d. at 485-86.

Dr. Hauptman referred Hamilton to an infusion clinic to receive the Remicade®
infusions. Id. at 486. While at this facility, Hamilton was shown a Centocor video about
Remicade®. Id. Although the video did not specifically warn of the potential side
effects of which Hamilton complains, it specifically informed Hamilton that the “video
should not be used as a substitute for talking with your doctor” and that she should “see
the accompanying Full Prescribing Information.” 1d. at 488-89.

Following a series of treatments under Dr. Hauptman's care, and later, after
additional Remicade® infusions prescribed by her rheumatologist, Dr. Adriana Pop-
Moody, Hamilton began to experience symptoms consistent with lupus-like syndrome—
specifically joint pain. Id. at 497. Hamilton thereafter filed suit against Centocor based
on an aleged failure to warn her of the risk of developing this specific complication. Id.
at 498 & n.11.

The jury returned a verdict in favor of Hamilton, and Centocor appealed, asserting
that Hamilton’'s claims were precluded by the learned intermediary doctrine because its
warnings to Hamilton’s physicians were adequate as a matter of law. Id. at 499. The
Corpus Christi Court of Appeals affirmed the trial court’s judgment, creating a novel

exception to Texas' long-standing learned intermediary doctrine. Id.



ARGUMENT

l. The Court of AppealsHas I mproperly Eradicated Yearsof Texas Precedent.

The fact that pharmaceutical companies engage in direct-to-consumer advertising
IS not a new concept; pharmaceutical companies have advertised directly to consumers
for well over 100 years. However, unlike advertising decades ago, modern
pharmaceutical advertisements are subject to stringent federal regulations restricting their
content. Furthermore, federal laws require prescription medications to be accompanied
by detailed warnings addressing any potential risks involved with their use. The treating
physician, as the individual who maintains the relationship with the patient, assumes the
responsibility of decision-maker and “gatekeeper” in prescribing medications and
weighing the relative risks and benefits to the patient; in essence, he becomes the learned
intermediary.

Because of this unique system, the learned intermediary doctrine has developed
under the law to protect manufacturers from liability and relieve them of their duty to
warn the consumer directly when the warning is provided to the physician. See Sewart
v. Janssen Pharmaceutica, Inc., 780 S.\W.2d 910, 911 (Tex. App.—EIl Paso 1989, writ
denied). The learned intermediary doctrine ensures harmonious operation of state
product liability law with the “unique system used to distribute prescription [products].”
Pittman v. Upjohn Co., 890 S.W.2d 425, 429 (Tenn. 1994). And yet, the Corpus Christi
Court of Appeals in this case has jettisoned decades of Texas precedent based on its
unsupported belief that changes in advertising techniques and “managed healthcare” have

atered the physician-patient relationship. See Centocor, 310 SW.3d at 508. The Court



of Appeas creation of an unnecessary and unfounded “advertising” exception to the
learned intermediary doctrine should be reversed by this Court. 1d. at 481, 508.

A. ThelLearned Intermediary Doctrine IsWell Established In Texas Law.

The “learned intermediary” doctrine iswell engrafted in Texas jurisprudence. Alm
V. Aluminum Co. of Am.,, 717 SW.2d 588, 591 (Tex. 1986) (“We agree that a
manufacturer or supplier may, in certain situations, depend on an intermediary to
communicate a warning to the ultimate user of the product.”); Bean v. Baxter Healthcare
Corp., 965 SW.2d 656, 661-62 (Tex. App.—Houston [14™ Dist] 1998, no pet.)
(applying doctrine in medical device case); Gravis v. Parke-Davis & Co., 502 S.wW.2d
863, 870 (Tex. Civ. App.—Corpus Christi 1973, writ ref’d n.r.e.)). Texas courts have
long recognized that drug manufacturers fulfill their duty to warn by providing warnings
about their products to prescribing physicians. See Stewart, 780 SW.2d at 911; Rolen v.
Burroughs Wellcome Co., 856 S.W.2d 607, 609 (Tex. App.—Waco 1993, writ denied).

Texas courts acknowledge that it is “unreasonable to suppose that a drug
manufacturer must go beyond the physician and give actual warnings to the patient.”
Gravis, 502 S.\W.2d at 870. Prescription drugs are “manufactured for administration only
by a physician or other authorized person.” Id. Asthe court in Gravis held,

The entire system of drug distribution in America is set up so as to place

the responsibility of distribution and use upon professional people. The

laws and regulations prevent prescription type drugs from being purchased

by individuals without the advice, guidance and consent of licensed

physicians and pharmacists. These professionals are in the best position to
evaluate the warnings put out by the drug industry.



Id. “[O]nce the physician is warned, the choice of which drugs to use and the duty to
explain the risks become that of the physician.” Sewart, 780 SW.2d at 911. Any other
result would undermine the very foundations of our system for dispensing prescription
medication.

B. Centocor Satisfied Any Duties |t Owed To Hamilton By Providing The
Necessary Warnings Concerning Remicade® To Her Physician.

It is undisputed that Hamilton was treated for her Crohn’s disease by a physician.
She recelved a prescription for Remicade® in the context of a physician-patient
relationship. It is also undisputed that the package insert for Remicade® specifically
warned of the dangers of lupus-like syndrome—the alleged injury about which Hamilton
complains.

In Texas, awarning provided to a physician is deemed adequate as a matter of law
if it “gpecifically mentions the circumstances’ of which a plaintiff complains. Rolen, 856
SW.2d at 609; see also Brumley v. Pfizer, Inc., 149 F. Supp. 2d 305, 312 (S.D. Tex.
2001) (granting summary judgment on failure-to-warn claim because the warning
“addressed the specific circumstances in which [plaintiff] suffered a fatal heart attack™).
Because Centocor provided adequate warnings to Hamilton’s prescribing physician,
regarding the possibility of lupus-like syndrome, there can be no liability here premised
on a failure to warn. See, e.g., Wyeth-Ayerst Labs. Co. v. Medrano, 28 SW.3d 87, 92
(Tex. App.—Texarkana 2000, no pet.); see also Dyer v. Danek Med., Inc., 115 F. Supp.

2d 732, 740 (N.D. Tex. 2000).



In fact, any other result would directly contravene well developed Texas
jurisprudence. Unlike the manufacturer, the physician isin the best position to assess the
patient, the patient’s health history, and weigh risks and benefits of any medication with
regard to that patient. The manufacturer, who has no direct contact with the patient,
cannot possibly conduct such an analysis. Further, the vast mgjority of patients are not in
a position to understand the complex scientific principles included in warnings about
prescription medications intended primarily for physicians. The trained health care
provider is in the best position to understand and explain to the patient the medical
implications of a laundry list of potential side effects associated with a particular
medication. Allowing the Court of Appeals decision to remain intact will irrevocably
harm the important relationship between the physician and patient.

[I. A Direct-To-Consumer Advertising Exception To The Learned Intermediary
Doctrine Should Be Rejected.

The Court of Appeals’ recognition of an advertising exception to the learned
intermediary doctrine is not only inconsistent with established Texas law, but also the law
of almost every other jurisdiction. Centocor, 310 S.W.3d at 499-502. In support of its
opinion, the Court of Appeals relies heavily on two cases from outside Texas. Perez v.
Wyeth Laboratories Inc., 161 N.J. 1, 734 A.2d 1245 (1999), and Sate ex rel. Johnson &
Johnson v. Karl, 220 W. Va. 463, 647 S.E.2d 899 (2007). However, these cases have

been rejected by other courts and certainly do not reflect the majority view.



A. TheCourt of Appeals Relianceon Perezand Karllsln Error.

The Court of Appeals heavy reliance on Perez and Karl in creating an advertising
exception to the learned intermediary doctrine is misdirected. In Perez, the New Jersey
Supreme Court considered whether a pharmaceutical manufacturer who engaged in direct
advertising to consumers had a duty to directly warn individual consumers of the alleged
dangers of Norplant. 734 A.2d at 1247. Ignoring New Jersey’s own legidation that, like
Texas, created a rebuttable presumption that the warnings were adequate, the Court
concluded that when a pharmaceutical manufacturer engages in “mass marketing” of
prescription drugs, the manufacturer is not relieved of the duty to provide proper
warnings to the consumer. Id. Asthe sole basis for its decision, the Perez court simply
decided, without empirical evidence, that “medical-legal jurisprudence is based on
Images of health care that no longer exist.” 1d. at 1246.

Perez is incorrectly decided because it is based on a false premise—namely, that
that “managed care,” purchase of medication in “pharmacy departments of
supermarkets,” and increased spending on advertising that puts “pressure on consumers’
have upset the balance in the physician-patient relationship. 1d. at 1247, 1251. The
Perez court’s conclusion that the policies underlying the learned intermediary doctrine—
such as concern about interfering with the doctor-patient relationship—do not exist with
direct-to-consumer advertising is wrong. Id. at 1255. As the dissenting Justices noted,
“the majority has created a phantom record to support the creation of its exception to the

learned intermediary doctrine.” 1d. at 1268.



Following Perez's lead, the Karl court also found the “justifications for the
learned intermediary doctrine to be largely outdated and unpersuasive.” 647 S.E.2d at
906. Like Perez, the Karl court claimed that “direct-to-consumer prescription drug
advertising has been a fairly recent development.” 1d. at 908. However, the Karl court
even went a step further, rgjecting the learned intermediary doctrine outright and finding
that “manufacturers of prescription drugs are subject to the same duty to warn consumers
about the risks of their products as other manufacturers.” 1d. at 914. Relying heavily on
perceived “[s]ignificant changes in the drug industry” and “intense proliferation of direct-
to-consumer advertising,” the court concluded that it could “ascertain no benefit in
adopting a doctrine that would require the simultaneous adoption of numerous exceptions
in order to be justly utilized.”* 1d. at 907, 913.

As in Perez, the mgjority in Karl was also criticized by the dissenting justices in
failing to “analyze[] whether any of the rationales which underlie the doctrine remain
valid today.” 1d. at 914. “Notwithstanding the widespread use of marketing efforts by
pharmaceutical companies aimed at the consumer, the need for a physician’s involvement

in the decision to choose a specific drug remains.” 1d. at 916.

! Oddly, the Karl court declined to acknowledge the acceptance of the learned
intermediary doctrine in states where the doctrine had not been addressed by that state’s highest
court. Id. at 904. The court also found it insignificant that the doctrine had been adopted by
twenty-two state supreme courts, and that four state supreme courts had adopted the learned
intermediary doctrine after 1997 when the alleged “proliferation of drug advertising” began. Id.
at 908-09.



The main problem with Perez and Karl is that they have created overlapping
liability for the drug manufacturer and the physician. Under their scheme, both the drug
manufacturer and the physician would be charged with warning the patient of the
potential dangers of the drug, but only the physician would have the knowledge of the
individual patient and could determine the suitability of the medication. See Rolen, 856
SW.2d at 609. Furthermore, “only a physician would understand the propensities and
dangers involved” for a particular patient. Gravis, 502 SW.2d at 870. The patient,
however, receiving warnings about a drug not particularized to the patient’s situation,
would be forced to choose between the physician’s recommended treatment and
foregoing the treatment due to the patient’s fear of the manufacturer’s extensive list of
potential side effects. Such a result not only raises serious public health concerns, but
would irreparably interfere with the physician-patient relationship; the very relationship
the learned intermediary doctrine was designed to protect.

1. The Learned Intermediary Doctrine Has Been Adopted In Most
Jurisdictions.

The highest courts in over 30 states have adopted or recognized the learned
intermediary rule. See, e.g., Larkin v. Pfizer, Inc., 153 SW.3d 758, 761 (Ky. 2004);
McCombs v. Synthes (U.SA.), 587 S.E.2d 594, 595 (Ga. 2003); Vitanza v. Upjohn Co.,
778 A.2d 829, 836-38 (Conn. 2001); Coyle v. Richardson-Merrell, Inc., 584 A.2d 1383,
1385 (Pa. 1991). In fact, the doctrine has been applied or at least recognized in 48 states,
the District of Columbia and Puerto Rico. See In re Norplant Contraceptive Prods. Liab.

Litig., 215 F. Supp. 2d 795, 806-809 (E.D. Tex. 2002) (listing cases in each jurisdiction);



Diane Schmauder Kane, Annotation, Construction and Application of Learned-
Intermediary Doctrine, 57 A.L.R. 5" 1 (1998); also see Appendix Tab 1.

Several other states have even codified the learned intermediary rule. States such
as Ohio, North Carolina, and Mississippi have enacted such a statute. See OHIO REV.
CoDE ANN. 8 2307.76(C); N.C. GEN. STAT. ANN. § 99B-5(c); Miss. CODE ANN. § 11-1-
63(c)(ii). Like Texas, New Jersey aso has adopted a statutory scheme creating a
presumption of an adequate warning in the case of drugs that have been approved by the
FDA. See N.J. STAT. ANN. § 2A:58C-4.

The Court of Appeals’ decision certainly removes Texas from the mainstream of
the law on the issue. The recognition of a direct-to-consumer advertising exception by
this Court would be short—sighted, as well as contrary to decisions of other state supreme
courts.  Such an exception would undoubtedly undermine the physician-patient
relationship, and unduly burden drug manufacturers by requiring them to directly warn
patients of any inherent risk associated with their products, when doctors are in the best
position to understand these warnings and convey them to the patient in layman’s terms.

2. Perez and Karl Have Been Regjected in Other Jurisdictions.

Since the decisions in Perez and Karl, several states have declined to follow the
lead of New Jersey and West Virginia and create a direct-to-consumer advertising
exception. In fact, these courts have recognized that in the 12 years since Perez was
decided, several states have expressly rejected any direct-to-consumer advertising
exception. See Beale v. Biomet, Inc., 492 F. Supp. 2d 1360, 1376 (S.D. Fla. 2007)

(“Since Perez was decided, no court-including any Florida court—has recognized the
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DTC exception to the learned intermediary doctrine, and several courts have expressly
rejected the DTC exception.”); Colacicco v. Apotex, Inc., 432 F. Supp. 2d 514, 547 n.30
(E.D. Pa. 2006), aff'd, 521 F.3d 253 (3d Cir. 2008), vacated on other grounds, 129 S. Ct.
1578 (2009); Cowley v. Abbott Labs., Inc., 476 F. Supp. 2d 1053, 1060 n.4 (W.D. Wis.
2007); In re Meridia Prods. Liab. Litig., 328 F. Supp. 2d 791, 812 n.19 (N.D. Ohio
2004). Before Karl was decided, one Texas federal court noted that New Jersey’'s
advertising exception “is in direct conflict with the law of every other jurisdiction in the
United States.” In re Norplant Contraceptive Prods. Liab. Litig., 215 F. Supp. 2d at 812,
see also Larkin, 153 SW.3d at 767 (listing the states that have specifically adopted the
learned intermediary rule by common law decision).

The Fifth Circuit, applying Texas law, has flatly rejected an advertising exception
to the learned intermediary doctrine. See In re Norplant Contraceptive Prod. Liab. Litig.,
165 F.3d 374, 379 (5th Cir. 1999) (applying Texas law). In that case, the Court
considered whether the Texas learned intermediary doctrine applied to bar plaintiffs
failure to warn claims, where a manufacturer had allegedly “aggressively” marketed its
products. Id. at 379. The Fifth Circuit held that “as long as a physician-patient
relationship exists, the learned intermediary doctrine applies.” 1d. The Court also
rejected the argument that exposure to video promotions and other material created by the
manufacturer to explain the product expanded any duty. Id. at 379 n.4. The court found
that those materials were “entirely within the control of the physician.” Id.

As in these cases, this Court should also decline to create such an exception. Any

other result would suggest that physicians are powerless in their decisions of what and
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when to prescribe and that consumers can buy prescription products at their own
discretion as if they are over-the-counter products. With good reason, that simply is not
the case.

B. Exceptions To The Learned Intermediary Doctrine Have Previously
Been Reected or Restricted in Texas.

Texas courts have been reluctant to recognize exceptions that would erode or
undermine the learned intermediary doctrine. Exceptions to the learned intermediary
doctrine have been recognized in only limited situations. And, when a Texas court has
been called upon to address whether any exception to the doctrine is appropriate, it has
been rejected or qualified.

For example, courts in other jurisdictions have recognized a limited exception in
the case of contraceptives based on the argument that a physician usually has a limited
role in a patient’s choice of contraception. See, e.g., MacDonald v. Ortho Pharm. Corp.,
475 N.E.2d 65, 68 (Mass. 1985). However, Texas has declined to recognize an exception
to the learned intermediary doctrine for contraceptives. Medrano, 28 SW.3d at 92
(“ Since prescription contraceptives, such as Norplant, can reach a patient only by way of
a learned intermediary, we see no reason why the doctrine should not apply to
contraceptives.”); In re Norplant Contraceptives Prod. Liab. Litig., 955 F. Supp. 700, 708
(E.D. Tex. 1997) (addressing exception to doctrine for contraceptives (Norplant) and
declining to find exception), aff' d, 165 F.3d 374 (5" Cir. 1999).

Texas courts have also limited the exception recognized in other jurisdictions in

the context of mass immunizations. The learned intermediary doctrine has been found to
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be inapplicable “where no individualized medical judgment intervenes between the
manufacturer of a prescription drug and the ultimate consumer,” such as in the case of
mass immunizations. See Reyes v. Wyeth Labs., 498 F.2d 1264, 1276 (5" Cir. 1974);
Davis v. Wyeth Labs, Inc., 399 F.2d 121, 131 (9" Cir. 1968) (holding learned
intermediary doctrine did not apply in context of polio vaccine provided at immunization
clinics with no physician present). However, the Fifth Circuit has subsequently limited
the scope of that exception finding that the learned intermediary doctrine continues to
apply to situations involving immunizations if a physician isinvolved in the process. See
Hurley v. Lederle Labs., 863 F.2d 1173, 1179 (5" Cir. 1988); Svayze v. McNeil Labs.,
Inc., 807 F.2d 464, 471-72 (5" Cir. 1987).

Not only have Texas courts previously sought to avoid erosion of the learned
intermediary doctrine, but those courts have taken an expansive view of the doctrine, and
even extended it to nurses who are certified to prescribe drugs, Medrano, 28 SW.3d at
93, and to pharmacists. See Morgan v. Wal-Mart Sores, Inc., 30 S.\W.3d 455, 469 (Tex.
App—Austin 2000, pet. denied) (applying the learned intermediary doctrine to
pharmacist). Courts applying Texas law have aso extended the doctrine to include not
only prescription medications, but also medical devices. See Porterfield v. Ethicon, Inc.,
183 F.3d 464, 468 (5" Cir. 1999); Dyer, 115 F. Supp. 2d at 740 (applying the learned
intermediary doctrine to spinal fixation devices). The Court of Appeals opinion hereis

simply at odds with long standing Texas precedent and should be rejected.
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C. The Court of Appeals Decision Is Contrary To This Court’'s
Recognition And Application of Restatement Provisions.

This Court has long recognized and applied the American Law Institute’s Second
and Third Restatements of the Law of Torts. See, e.g., Bostrom Seating, Inc. v. Crane
Carrier Co., 140 SW.3d 681, 683 (Tex. 2004); Gen. Motors Corp. v. Sanchez, 997
SW.2d 584, 592, 594 (Tex. 1999). In particular, section 402A, adopted by this Court,
reflects the inherent understanding that pharmaceutical products are “unavoidably
unsafe.” See RESTATEMENT (SECOND) OF TORTS: PRODUCTS LIABILITY 8402A, cmt. k
(1965). The Restatement acknowledges that “[m]any products cannot possibly be made
entirely safe for all consumption, and any . . . drug necessarily involves some risk of
harm....” Id.cmt.i.

Several federal courts applying Texas law have expressly adopted comment k of
Section 402A in relation to pharmaceutical products. Comment k provides:

There are some products which, in the present state of human knowledge,
are quite incapable of being made safe for their intended and ordinary use.

These are especially common in the field of drug. . . . Such a product,
properly prepared and accompanied by proper directions and warning, is
not defective, nor is it unreasonably dangerous. . . . The seller of such

products, again with the qualification that they are properly prepared and
marketed, and proper warning is given, where the situation calls for it, is
not to be held strictly liable for unfortunate consequences attending their
use, merely because he has undertaken to supply the public with an
apparently useful and desirable product, attended with a known but
apparently reasonabl e risk.

See id. cmt. k. Comment k provides an exception to the rule that manufacturers must
warn ultimate users because al prescription drugs pose risks; however, it is left to the

individual physician to decide whether the benefits to the patient outweigh those risks.
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Id.; see Gerber v. Hoffman-La Roche Inc., 392 F. Supp. 2d 907, 922 (S.D. Tex. 2005)
(recognizing application of comment k); Hackett v. G.D. Searle & Co., 246 F. Supp. 2d
591, 595 (W.D. Tex. 2002) (noting that Texas courts apply comment k in the context of
prescription drugs and that it precludes liability when a product is properly prepared and
accompanied by proper directions and warnings).

Although the Second Restatement has no specific prescription drug provision, 8§ 6
of the RESTATEMENT (THIRD) was especialy drafted with prescription drugs in mind.
Sce 8§ 6 cmt. b (noting “special nature of prescription drugs’ and unsuitability of
analyzing claims involving same under genera products liability provision). The Third
Restatement specifically adopts the learned intermediary doctrine. Section 6(d) of the
Third Restatement provides:

A prescription drug or medical device is not reasonably safe due to

inadequate instructions or warnings if reasonable instructions or warnings
regarding foreseeable risks of harm are not provided to:

(1) prescribing or other health-care providers who are in a position to
reduce the risks of harm in accordance with the instructions or warnings; or

(2) the patient when the manufacturer knows or has reason to know that
health-care providers will not be in a position to reduce the risks of harmin
accordance with the instructions or warnings.

RESTATEMENT (THIRD) OF TORTS. PRODUCTS LIABILITY 8 6(d) (1998). Comment e to
this provision recognizes that “a drug manufacturer fulfillsits legal obligation to warn by
providing adequate warnings to the health-care provider.” Id. cmt. e. Moreover, § 6 of
the RESTATEMENT (THIRD) largely conforms to Texas's preexisting law of products

liability relating to medical products. These restatement provisions reflect the majority
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view that all prescription drugs may cause some side effects in patients—however, it is
the physician’s role to assess the potential risks and benefits of the patient. Any other
result would remove the doctor from this key role of advising a patient as to whether risks
outweigh benefits.

D. Advertising Techniques Have Not Changed The Physician’s Role.

The Court of Appeals’ opinion is founded on the faulty premise that when the
“doctrine was first developed, drug manufacturers did not advertise to the general
public.” Centocor, 310 SW.3d at 506. The court concludes that an exception is
warranted because of manufacturers’ engagement in direct marketing through which they
can directly communicate with consumers. Id. at 507-08. The court also blames its
creation of an exception to the general rule on “managed care” that has reduced time
patients spend with their doctors. Id. The fundamental policies underlying the doctrine
and redlities of the physician-patient relationship demonstrate the deficiencies in the
Court of Appeals analysis.

First, physicians are, and still remain, in the best position to warn patients. The
doctor stands in the best position to evaluate a patient’s needs and assess risks and
benefits of a particular medication. The physician then chooses the “type and quantity of
drug to be prescribed,” using “his comprehensive training and experience in conjunction
with knowledge of the individual patient in determining the suitability of a medication.”
Rolen, 856 SW.2d at 609. Through the physician-patient relationship, variations in

needs and characteristics of patients can be accurately assessed. See Reyes, 498 F.2d at
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1276 (applying Texas law). Warnings directly to patients will most certainly interfere
with this important physician-patient relationship.

Second, an accurate description of the risks and benefits of prescription medical
products requires precise medical terminology not easily understood by patients. See
Gravis, 502 SW.2d at 870. Most medications are complex, making it difficult for the
average consumer to understand the warnings. Brumley, 149 F. Supp. 2d at 312 (health
care providers “understand[] the propensities and dangers involved in the use of a given
drug”). Warning labels on prescription medication are designed to be read by health care
practitioners, not lay persons—the inherent and important distinction between
prescription products and over-the-counter products. A physician with specialized
training is in the best position to convey warnings in light of technical information in the
warnings. Imposing a duty on the physician to counsel patients on the benefits and risks
of medication ensures scientific precision.

Third, imposing a duty to warn the patient on the physician rather than the
manufacturer is also reflective of how the medication is distributed. Prescription
medication is only available after a doctor has decided on the appropriate treatment and
allowed the patient to obtain the medication. |f a manufacturer was required to assume a
duty to warn consumers individually, “[t]he physician’s professional knowledge and
judgment in prescribing a medication would cease to be relevant.” Rolen, 856 S.\W.2d at
609-10. “Thisis plainly against clear logic, the public’s interest, and holdings of Texas

courts for decades.” 1d. at 610.
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Fourth, given the nature of the physician-patient relationship, patients give greater
deference to physicians. Patients typically rely on doctors in deciding whether to take a
particular medicine—not package inserts. The Court of Appeas simply concludes that
“[plhysicians no longer make the final decision as to whether a patient will take a drug.”
Centocor, 310 SW.3d at 507. To the contrary, it has always been the patient who makes
the decision whether to take a particular medication. Even if a patient “may have a voice
in the choice” of the medication, “even if it is in fact the deciding voice,” this is not
enough “to exempt [the] prescription drug from the learned intermediary doctrine.”
Medrano, 28 S.W.3d at 92. In fact, it would be dangerous to require a drug manufacturer
to change its product information and direct it to lay persons. This would most certainly
disrupt the physician patient relationship by almost requiring the patient to second-guess
the physician’ s recommendation.

Finally, having the duty to warn the patient remain with the physician also makes
sense to the extent that manufacturers cannot reach all consumers in any meaningful way.
Manufacturers will not be able to reach al consumers through one medium. Some
consumers will view television ads and others print ads; whereas others will only hear
about a particular drug from their physicians. Moreover, not al consumers will
understand the same language. Any warning would have to be trandated into severa
languages. Notwithstanding, even if manufacturers included a warning about the
potential side effects of a particular drug, there is no way of ensuring that such warning
would be listened to during the television ad, read in the print ad, or even understood by

the average consumer. See Gravis, 502 SW.2d at 870 (“Generally speaking, only a

18



physician would understand the propensities and dangers involved.”). Because these
drugs are “manufactured for administration only by a physician or other authorized
person” and it is the physician’s “choice of which drugs to use,” the duty to warn should
remain solely on the learned intermediary. Seeid.

E. The Court of Appeals Decision IsInconsistent With State and Federal
Directives and L egisative I ntent.

Federal and state statutory schemes have also been enacted and specifically
designed to address patient safety concerns. These statutory schemes limit the
distribution of prescription drugs based on their inherent safety risks. If the drug were
safe for general use, no prescription would be needed. Rolen, 856 S.W.2d at 610. These
schemes also regulate product marketing and warnings. The fact that both federal and
state laws address these issues further weighs against the Court of Appeals decision.

1. The Phar maceutical Industry Remain Highly Regulated.
The pharmaceutical industry is highly regulated by both state and federal laws.

For example, Texas statutes prevent a pharmacist or pharmacy from dispensing
medication without a valid prescription. See TEx. Occ. CODE ANN. 88 562.056(a),
562.111; TEX. HEALTH & SAFETY CODE ANN. 8 481.074(a)(3). Dispensing a controlled
substance without a prescription is a violation of both state and federal laws. See TEX.
HEALTH & SAFETY CODE ANN. 8481.074(a)(1) (“Texas Controlled Substances Act”)
(“[a] pharmacist may not: dispense or deliver a controlled substance or cause a controlled
substance to be dispensed or delivered under the pharmacist’s direction or supervision

except under a valid prescription and in the course of professional practice”); see also 21
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U.S.C. §8 829(a) (“Federal Comprehensive Drug Abuse Prevention and Control Act”)
(“Except when dispensed directly by a practitioner, other than a pharmacist, to an
ultimate user, no controlled substance . . . which is a prescription drug as determined
under the Federal Food, Drug & Cosmetic Act, may be dispensed without the written
prescription of a practitioner . . . .”). These statutory safeguards serve to ensure that
prescription medication is prescribed by alicensed health care provider who can properly
advise patients of any inherent risks associated with use of the medication.

Federal law aso provides strong incentives for drug manufacturers to ensure that
they have the requisite clinical data, and that their products are properly tested and
approved by the FDA before marketing those products. Drug manufacturers that fail to
comply with federal laws regulating their products can face potential liability if they
perform incomplete product testing, or even provide incomplete or inaccurate clinical
data to the FDA. See, e.g., TEX. CIV. PRAC. & REM. CODE ANN. § 82.007(b) (addressing
liability for misrepresentations to or withholding of information from the FDA). The
Food, Drug and Cosmetic Act (FDCA) contains a broad detailed provision on sanctions,
including criminal fines and imprisonment as well as civil penalties, for any company
violating its provisions. 21 U.S.C. § 333, 335h.

The FDCA also grants the FDA the authority to regulate prescription drug
advertisements. See 21 U.S.C. § 352(n); 21 C.F.R. § 202.1. The FDA regulates
advertisements and promotional materials, including materials placed in circulation by
product sponsors directed to consumers. 21 C.F.R. § 202.1(e). Advertisements stating a

drug’'s benefits must contain a “fair balance” of the drug's risks and limitations of
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efficacy. Id. at § 202.1(e)(3)(i), (iii).? Itisnot only illogical—but also violative of public
policy—to impute liability upon a drug manufacturer for advertisements already
approved by the FDA. Federal law is aready in place for the purpose of ensuring that
patients receive proper warnings through their health care providers. Any finding of
liability against Centocor here would simply undermine federal objectives in enacting
thislegidation.

2. Texas's Statutory Presumption That A Pharmaceutical

Product’s Warnings Are Adequate Militates Against An
Exception To The Learned Intermediary Doctrine.

Under Texas law, an FDA approved warning on a pharmaceutical product is
presumed to be adequate unless the plaintiff can satisfy certain very narrow exceptions.
Section 82.007(a) of the Texas Civil Practice & Remedies Code establishes a “rebuttable
presumption” that a defendant is “not liable” for failure to provide adequate warnings or
information in connection with a pharmaceutical product if the product was accompanied
by warnings or information that were approved by the FDA. See TEX. CIV. PRAC. &
REM. CODE ANN. § 82.007(a).

Section 82.007 of the Texas Civil Practice & Remedies Code provides:

(@ Inaproducts liability action alleging that an injury was caused by a

failure to provide adequate warnings or information with regard to a

pharmaceutical product, there is a rebuttable presumption that the
defendant or defendants, including a health care provider,

2 See also Corey Schaecher, Comment: “ Ask Your Doctor If This Product Is Right for
You” : Perez v. Wyeth Laboratories, Inc., Direct-To-Consumer Advertising And The Future Of
The Learned Intermediary Doctrine In The Face Of The Flood Of Vioxx(R) Claims, 26 St. Louis
U. PuB. L. Rev. 421 (2007).
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manufacturer, distributor, and prescriber, are not liable with respect
to the alegations involving failure to provide adequate warnings or
information if:

@ the warnings or information that accompanied the product
in its distribution were those approved by the United States
Food and Drug Administration for a product approved
under the Federal Food, Drug and Cosmetic Act (21 U.S.C.
Section 301, et seq.), as amended, or Section 351, Public
Health Service Act (42 U.S.C. Section 262), as amended|.]

Ild. The Texas Legislature enacted this provision as part of House Bill 4 to ensure that
state courts do not second guess the extensive FDA review process.
As the Legidature recognized, sound public policy supports application of these
principlesin pharmaceutical cases:
a manufacturer of a pharmaceutical actually is. . . on trial twice. They're
on trial with—as they go through the process and try to prove or determine
if they have a safe product and then once that's determined, there's a
determination made as to exactly what type of warnings should be given . .
.. Once they go through that very, very rigorous, --very, very rigorous
process, which isfar more rigorous than a jury would . . . then we're ssimply
saying that it is poor public policy for them to have to go through and each

and every time in litigation prove up again that those warnings were the
proper warnings given the—the nature of the product.

See Debate on House Bill 4 on the Floor of the Texas House of Representatives (Second
Reading) 78" Leg., R.S. 76 (March 27, 2003). Section 82.007 clearly evidences the
Texas Legidature's intent that “if a pharmaceutical product has gone through the
rigorous—as the Supreme Court has held—the rigorous review and approval process, and
that approval process establishes a certain set of warnings that need be given with that

product, and if the manufacturer or a retailer uses that exact warning that was approved
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through that rigorous process, then they cannot be held liable for the — for a marketing
defect for failure to give the proper warning.” Id. at 74-75.

Here, al of the warnings accompanying Remicade® were approved by the FDA
following the FDA'’s rigorous approval process. Although section 82.007(b) provides
several narrow exceptions to the presumption of an adequate warning, none of those
apply here. TEX. CIv. PRAC. & REM. CODE § 82.007(b); T. Sales and S. Mitby, The New
Presumption of Adequate Warnings in Texas Pharmaceutical Litigation, 69 TEX. B.J.
612, 614 (2006) (noting that “the exception found in 8 82.007(b)(1) will likely have little
practical effect. The exception islikely to apply only in cases where the FDA withdraws
approval for a product or changes the required warnings after a finding that the
manufacturer misrepresented information to the agency.”).®* Given the Texas
Legidature s intent to shield pharmaceutical manufacturers from liability when warnings
are provided to health care providers, this Court should not create common law liability
when those warnings are not also given to consumers.

[11.  Information Distributed Through A Physician Does Not Constitute “ Dir ect-
to-Consumer” Advertising.

The Court of Appeals further compounded its error in concluding that the video

shown to Hamilton before her infusion of Remicade® constituted “direct-to-consumer”

3 Additionally, in Buckman Co. v. Plaintiffs Legal Comm., 531 U.S. 341, 343 (2001), the United
States Supreme Court held that federal law preempts fraud-on-FDA claims. See Ackermann v. Wyeth
Pharm., No. 4:05CV 84, 2006 U.S. Dist. Lexis 64499, at *19 (E.D. Tex. 2006) (“absent some evidence
that a drug manufacturer has misled the FDA or failed to disclose critical information, preemption should
apply in afailure to warn case”), opinion adopted, 2006 Lexis 88456 (E.D. Tex. 2006).
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advertising. At the time Hamilton viewed the video, the medication had already been
prescribed by her treating physician and she had agreed to this course of treatment.
Therefore, the video was not a causal factor in her decision to ingest the drug.

At least one federal district court applying Texas law has previously recognized
that a pharmaceutical manufacturer’s “direct to consumer advertising could not have
somehow vitiated the role of the learned intermediary.” See In re Norplant
Contraceptives Liab. Litig., 955 F. Supp. at 708 (promotional materials including
informational brochures and videotapes are not intended to supplant advice of physician).
The court found that informational supplements do not supplant the advice of the
physician, but merely facilitate counseling. Instead, these materials are merely an
“informational supplement to the physician-patient relationship.” 1d. Likewise, in
Medrano, the court of appeals found that a patient’s review of a booklet and videotape
about Norplant provided by a nurse and “gear[ed] directly at the patient” did not create a
separate duty to the patient since the information only reached the patient because of a
physician-patient relationship. 28 SW.3d at 90, 93.

Other jurisdictions have also declined to find that pamphlets and other information
provided to physicians for their patients create additional obligations for the
manufacturer. See Spychala v. G.D. Searle & Co., 705 F. Supp. 1024, 1033 (D.N.J.
1988) (patient brochures do not establish a voluntary undertaking by the drug
manufacturer of a voluntary duty to warn the patient directly); Seley v. G.D. Searle &
Co., 423 N.E.2d 831, 840 (Ohio 1981) (informational pamphlets did not expand drug

manufacturers duty to warn). In fact, one New Jersey Court has cautioned that Perez
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should not be read so broadly as to encompass information provided through a physician
such as office brochures. See Banner v. Hoffman-LaRoche Inc., 891 A.2d 1229, 1236
(N.J. Super. Ct. App. Div. 2006).

In short, not only should a direct-to-consumer advertising exception to the learned
intermediary doctrine be rejected, but the facts here do not warrant such an exception.
The uncontested evidence in this case demonstrates that the video shown to the
Hamiltons was not direct-to-consumer advertising. Instead, the video was shown to the
Hamiltons at an infusion clinic by a nurse after the treatment had already been prescribed.
This is not a situation where Hamilton saw an advertissment and sought out a
prescription by her physician. Any “advertisement” viewed by Hamilton was in the
context of the physician-patient relationship. The Court of Appeals decision creating a
direct-to-consumer advertisement exception should be reversed. Such an exception, even
iIf justified, cannot be predicated on these facts.

PRAYER

Amicus Curiae International Association of Defense Counsel respectfully requests

that the Court reect any direct-to-consumer advertising exception to the learned

intermediary doctrinein Texas.
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APPENDIX 1

COURTSREJECTING EXCEPTION TO LEARNED INTERMEDIARY

DOCTRINE

STATES

CASES

Florida

Beale v. Biomet, Inc., 492 F. Supp. 2d 1360, 1376 (S.D. Fla. 2007)
(“ Since Perez was decided, no court-including any Florida court—has
recognized the DTC exception to the learned intermediary doctrine,
and several courts have expressly rejected the DTC exception.”).

Ohio

In re Meridia Prods. Liab. Litig., 328 F. Supp. 2d 791, 812 n.19
(N.D. Ohio 2004).

Pennsylvania

Colacicco v. Apotex, Inc., 432 F. Supp. 2d 514, 547 n.30 (E.D. Pa
2006), aff'd, 521 F.3d 253 (3d Cir. 2008), vacated on other grounds,
129 S. Ct. 1578 (2009); also see Heindel v. Pfizer, Inc., 381 F. Supp.
2d 364, 384 (D.N.J. 2004) (applying Pennsylvania law) (concluding
that Plaintiffs' direct-to-consumer advertising clams were barred by
the learned intermediary doctrine).

Wisconsin

Cowley v. Abbott Labs,, Inc., 476 F. Supp. 2d 1053, 1060 n.4 (W.D.
Wis. 2007).

COURTSADOPTING LEARNED INTERMEDIARY DOCTRINE:

STATESAND CASES
OTHER U.S.
TERRITORIES
Alabama Walls v. Alpharma USPD, 887 So. 2d 881, 883 (Ala. 2004); Stone v.
Snith, Kline & French Labs., 447 So. 2d 1301, 1304-05 (Ala. 1984).
Alaska Shanks v. Upjohn Co., 835 P.2d 1189, 1200 (Alaska 1992).
Arizona Gaston v. Hunter, 121 Ariz. 33, 588 P.2d 326, 340 (1978).
Arkansas West v. Searle & Co., 305 Ark. 33, 806 SW.2d 608, 613-15 (1991);
Rush v. Wyeth (In re Prempro Prods. Liab. Litig.), 514 F.3d 825, 830
(8" Cir. 2008) (applying Arkansas law).
Cdifornia Carlin v. Superior Court, 13 Cal. 4" 1104, 920 P.2d 1347, 1354
(1996); Brown v. Superior Court, 44 Cal. 3d 1049, 751 P.2d 470, 477-
78 (1988); see also, Motus v. Pfizer, Inc., 358 F.3d 659, 661 (9" Cir.
2004) (applying Californialaw).
Connecticut Vitanza v. Upjohn Co., 257 Conn. 365, 778 A.2d 829, 836-39 (2001);
Montagnon v. Pfizer, Inc., 584 F. Supp. 2d 459, 462-63 (D. Conn.
2008).
Delaware Lacy v. G.D. Searle & Co., 567 A.2d 398, 399 (Del. 1989) (“The
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