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l. INTRODUCTION

Recent developmentsin drug and medica device litigation have had an impact on the
outcome of such product liability cases The most important issue concaning drug and medica
devicelitigation today isthe status of the “learned intermediary doctrine” Thisdoctrine, which
excuses manufacturers of drugs and medicd devices from their generd duty to warn the ultimate
user of their product of the risks associated with the product, has been chalenged in recent years
and such manufacturers may soon find themsdlves lidble to individud plaintiffs that hed
previoudy been unable to establish a cause of action againg them.

Theintroduction of the Restatemert (Third) of Torts has smilarly impacted drug and
medical devicelitigation. By pedificdly addressng manufacturers and sdlers post-sde duties
(induding the pogt-sale duty to warn and the post - sale duty to recall defective products), the
Resatement (Third) has formaly recognized that such parties may be exposed to potentia
liability far broader than previoudy thought. Further, the Restatement (Third) also has created
debate concerning the way that it trests design defectsin prescription drugs and medica devices.

. THE LEARNED INTERMEDIARY DOCTRINE

A. INTRODUCTION

One of the most debated and controversid aspects of drug and medicd device litigation
involves the use and scope of the learned intermediary doctrine. This doctrine esablishes an
exception (in the drug and medica device ared) to the generd rule that adrug or medica device
manufacturer owes a duty to warn users of the potentia risks of its product. Under the learned
intermediary doctrine, adrug or medica device manufacturer has no duty to warn the ultimete
user of therisks of itsproduct.! Instead, the manufacturer must warn only the prescribing

physcian, who acts as a“learned intermediary” standing between the patient and the



manufacturer? Even if the manufacturer failsto warn of arisk, therefore, it isnot ligble if the
prescribing physician was independently aware of the risk or if the warning would not have
changed the physician’s decision to prescribe the drug or device® Further, if the dangers posed
by aparticular product have been “generdly gppreciated” by the medica community, the
manufacturer has no duty to warn of those dangers®*

Courts commonly recognize four judtifications for the learned intermediary doctrine:

1 Warnings directly from the manufacturer to the patient can undermine the doctor-
patient relaionship.

2. The doctrine of informed consent requires doctors to warn patients about
trestment, S0 doctors have an obligation to advise patients about the risks of a
drug or device.

3. A prescribing doctor can persondly communicate warnings to patients, whilea
manufacturer can only provide awritten product insert.

4. Doctors can respond to the individual needs and abilities of the patient and
convey warnings that the patient understands®

Recently, there have been severd arguments advancing certain exceptions to the generd
rulein certain drcumstances. As expected, few of these issues have been conclusively
determined. However, severa courts around the country have commented on these proposed
new exceptions and have offered arguments both for and againgt their recognition.

B. EXISTING EXCEPTIONS

Prior to the Restatement (Third) of Torts: Products Ligbility, and to a certain extent
continuing today, there has been only one generdly acoepted exception to the learned
intermediary doctring, for messimmunizations® Where avaccine is designed to be distributed in
an “assembly ling” fashion and no physician evauates the drug for eech patient’ s needs and
medical history, the learned intermediary doctrine does not gpply.” This exception gpplies only

if the physdan-patient reaionship is nonexisgent. Thus, if apersond physician prescribes a



vaccine to a patient, the exception does not gpply, even if the doctor makes no individudized
judgment.”

While the mgority of courts have been ructant to recognize additional exceptionsto the
generd rule, a least three jurisdictions have established second exceptions. Massachusetts
recognized an exception for ord contraceptives on the grounds that the decison to take such a
medication is a persona choice and the doctor often playsalimited role® An Oklahoma court,
on the other hand, established an exception to the doctrine where the manufacturer of anicotine
patch provided FDA -mandated warnings directly to the patient!® Lastly, aWisconsin court held
that the learned intermediary doctrine did not bar adlam where amanufacturer failed to provide
federally mandated warnings with an ora contraceptive ™

Despite these notable digtinctions, the vast mgority of courts have been rductant to
recognize any of these exceptions. For example, the mgority of jurisdictions have held thet
brochures or package inserts provided directly to the patient, whether federally mandated or not,
do not create exceptions to the doctrine? Further, in another interesting M assachusetts decision,
acourt refused to create an exception to the doctrine for weight-loss drugs, despite the argument
that these drugs are “ persond choice” drugs Smilar to oral contraceptives™®

C. POTENTIAL FUTURE EXCEPTIONS

Although the jurisdictions that have recognized these additiond exceptions are few, the
fect that they entertained such arguments has set the stage for potential exceptionsin two digtinct
areas. drcumgtances involving direct-to-consumer advertisng (DTC) and Stuations where the
FDA exerted its authority to regulate advertisements for prescription drugs under the Federd

Food, Drug, and Cosmetic Act (FDCA).*



1. Direct-to- Consumer Advertiang

Direct-to-consumer (hereingfter “DTC”) advertisng largely concerns the Stuation where
aconsumer, due to commercids or other forms of advertisng, seeks out atreatment (generaly
lifestyle enhancing and not medicaly necessary) that he or she might not have otherwise
received.’® The argument concerns whether the manufacturers of the advertised products should
dill be afforded the protection of the learned intermediary doctrine despite the fact thet the
advertising itsdf has diminished the role of the intermediary physdian.

Thoseinfavor of DTC advertisng date thet the DTC ads provide consumers with
information about new trestmentsfor illinesses, cdl consumers' atention to symptoms thet they
may suffer from, and encourage patients to seek medicd assistance.® On the other hand, by
placing the decision to seek out any of these advertised products directly on the consumer, the
argument follows that the manufacturer has itsdf diminated the learned intermediary from the
equation and should thus be lidble.

2. FDA Regulaion of Advertissment

FDA regulation of the advertisement of prescription drugs requiresthat: a“ brief
summary” of the package insart be induded in the advertisement; that dl Sde effects,
contraindications, and effectiveness of the product are disclosed; and that easy accessto the
package insert be provided.}” Manufacturers have found thet it is not practicd to provide dl of
thisinformation on television or radio ads and have instead been forced to rey on so-cdled
“reminder” ads and “help-seeking” ads thet are exempt from the “brief summary” requirement2
“Reminder” ads call the consumers attention to the name of the drug, but they do not describe the
conditions thet they treat, while “help-seeking” ads Smply advise consumers thet trestment may

be available for a certain condition.*®



In 1999, the FDA issued a guidance on consumer-directed broadcast advertisements
which provides dear, concise direction for drug advertisements viateevison, radio, or
telephone communication systems?® A ccording to these regulations, broadcast advertisements
must indude only a“mgjor satement” of the maor risks of a drug and offer “ adequate
provison” for dissemination of the approved package labdling.?! A manufacturer can meet its
“adequate provison” requirement by: providing atall free telephone number where consumers
can obtain package insert information, gpecifying the location of print advertisaments,
maintaining a\Web page showing package labding, and suggesting consumers contact
prescribing physicians for further information.??

As manufecturers attempt to advertise their products to the consuming public, either by
usng DTC advertisng or by following the guiddines promulgated by the FDA, they may be
unwittingly eroding the bads for the learned intermediary doctrine. Whereas patients once
vigted their physicians to seek advice from adoctor concerning a specific symptom, now
patients request the specific medication that they are seeking based on information they have
obtained through the manufadurers advertissments. Ingtead of relying on the physcians
recommendation after examination, these patients have become the primary decison maker
concerning the treetment thet they receive.

If the phydcian is now secondary to the patient when it comes to adecison regarding
trestment due to the manufacturers advertisements, then these manufecturers are potentialy
exposing themsdvesto lighility that they were previoudy shidded from by the learned
intermediary doctrine. Case law concerning the effect of DTC advertising to the learned

intermediary doctrine has been mixed.



D. CASE LAW CONCERNING DTC ADVERTISING AND EXCEPTIONS
TO THE LEARNED INTERMEDIARY DOCTRINE

Severd courts have consdered whether DTC advertising affects the learned intermediary
doctrine. Only one, however, has specificaly concluded that DTC advertisng does, in fact,
abrogete the learned intermediary doctrine such that the manufacturer of the drug or medica
devise directly advertised to consumers owes a duty to warn the ultimate user directly.

In 1999, the New Jersey Supreme Court determined specificaly that drugs marketed
directly to consumersfall outside the learned intermediiary doctrine®® Severd plaintiffs asserted
that DTC advertisng of Norplant (asurgicdly implanted contraceptive) precluded the defendant
from asserting the defense of the learmed intermediary doctrine?* Bath the trid court and an
intermediate gppelate court ruled that such advertising did not aorogate the learned intermediary
doctrine. The New Jersey Supreme Court reversed, however, recognizing an exception to the
learned intermediary doctrine where the drug or medica product in question is directly
advertised to consumers. 2

The court noted that there are four traditiond bases for the doctrine: (1) reluctanceto
undermine the doctor- petient relationship; (2) the absence in the era of “doctor knows best” of
need for the patient’ sinformed consent; (3) the ingbility of the drug manufacturer to
communicate with patients; and (4) the complexity of the subject.2® The court then determined
that these policy reasons are absent in the DTC advertisement situation.?” The court spedifically
dated that the DTC “dtersthe caculus’ of the doctrine and “belies.. . . the premises on which
the learned intermediary doctrine rests”?® The court went on to say, “[w]hen dl of its premises
are absent, as when direct warnings to consumers are mandatory, the learned intermediary

doctrine, ‘itsdf an exception to the manufacturer’ straditiona duty to warn consumersdirectly of



the risk associated with any product, Smply drops out of the cdculus, leaving the duty of the
manufacturer to be determined in accordance with genera principles of tort law. "%

Other courts had previoudy commented on the issue, but had not specifically adopted the
exception as the New Jersey Supreme Court recently did. 1n1991, afederd digtrict court in
M assachusetts recognized in a footnote that “[i]n an gppropriate case, the advertisng of a
prescription drug to the consuming public may condtitute . . . [an] exception to the learned
intermediary rule”3° The court noted that by “advertising directly to the consuming public, the
manufacturer bypassestraditiond patient-physcian rdationship, thus lessening the role of the
‘learned intermediary.””3! While the court did not gpply this exception in this case, the fact thet
it was mentioned as a possbility indicates that other courts may be willing to recognize
additiond exceptionsto the learned intermediary doctrine.

Alsoin 1991, the Alaska Supreme Court Smilarly indicated that DTC advertisng may be
abasisfor an exception to the learned intermediary doctrine? 1n afootnote the court discussed
certain drcumgtances that may obligate the manufacturer to warn the ultimate consumer directly:

With certain types of prescription drugs, the role of the doctor in
the decision to use a specific product is significantly reduced.
Examples of such atypicd prescription productsinclude . . . drugs
marketed under a srategy designed to gpped directly to the
consuming public. These are areas where courts have held thet
manufacturers have a duty to warn patients directly. >3

While the above quoted language was not the bass for the court’s holding in this case,
the fact thet the court mentioned this possibility indicates that drugs marketed under a strategy
designed to gpped directly to the consuming public may be abads for the impodtion of aduty
on the part of the manufacturer to warn the ultimate consumer directly.

In 1999, the Fifth Circuit confronted thisissue directly and determined that the presence

of DTC advertising does not provide the basis for another exception to the learned intermediary



doctrine®* Five plaintiffs each had suffered negative side effects from the contraceptive
Norplant. Thedidtrict court found that the learned intermediary doctrine gpplied to the Stuation
and entered summary judgment for the defendant. On gpped, the plaintiffs argued thet the
learned intermediary doctrine should not apply due to the physician’ sreduced role in the
selection of the proper contraceptive and the defendant’ s “ aggressve’ marketing of Norplant.
The 5" Circuit agreed with the district court and declined to recognize an exception to the

doctrine under these circumstances. 3> Concerning the limited role of the physician the court
Stated,

Although it may be true thet physicians may seek to provide

gredter freedomsto their patientsin selecting an gppropriate form

of contraception, Norplant is neverthdessa prescription drug. The

record makesit deer that physidans play asgnificant rolein

prescribing Norplant and in educating their patients about the

benefits and disadvantagesto using it.*°
Concerning the defendant’ s marketing, the court stated,

Thisargument is criticaly weskened by the aosence of any

evidence on the record that any of the five plantiffs actudly saw,

let donerdied, on any marketing materidsissued to them by [the

defendant]. Given this deficiency, even if such an exception to the

doctrine should gpply, summary judgment would sill be

gopropriateinthiscase. Two of our cases gpplying Texaslaw in

this area have conduded that, aslong as a physician patient

relationship exists, the learmed intermediary doctrine applies®’
Thus, based on the abowve, the court refused to recognize the exception to the learned
intermediary doctrine.

E. THE IMAPCT OF THE RESTATEMENT (THIRD) OF TORTSON THE
LEARNED INTERMEDIARY DOCTRINE

The American Law Indtitute (ALI) gpproved the Restatement (Third) of Tortsin 1997.

Since that time, this approva has been described as “the most important development in the past



three decades for those who must livein the ‘nuts and bolts world of product lighility law.”38 It
remains uncertain if the Restatement (Third) of Tortswill have animpact Smiler to its
predecessor, the Restatement (Second) of Torts. In most states products lighility law, including
drug and medical device litigation, iswell-settled. Thus, the mgority of courts no longer require
the assstance and guidance that the Restatement (Second) once provided. However, it is clear
thet the Restatement (Third) may influence drug and medica device products ligbility law in
severd contexts, including the learned intermediary doctrine.

Section 6 of the Restatemert (Third) embodies the new generd rules regarding the
liability of acommercid sdler or digtributor for harm caused by defective prescription drugs and
medical devices® Section 6 provides

(@ A manufacturer of a prescription drug or medicad device
who sdlIs or otherwise digtributes a defective drug or
medica deviceis subject to ligbility for harm to persons
caused by the defect. A prescription drug or medica
deviceisonethat may be legdly sold or otherwise
distributed only pursuant to a hedlthcare provider’s
prescription.

(b) For purposes of liability under Subsection (a), a
prescgption drug or medicd device is defectiveif a the
time of sde or other digribution the drug or medical
device:

(1) contains a manufacturing defect as defined in 2(a); or

(2) isnot reasonably safe due to defective design as defined
in Subsection (c); or

(3) isnot reasonably safe due to inadequate ingructions or
warnings as defined in Subsection (d).

(©) A prescription drug or medical device is not reasonably
safe due to defective design if the foreseegble risks of harm
posed by the drug or medica device are aufficiently greet
in relaion to its foreseegble thergpeutic benefits that
reasonable hedth-care providers, knowing of such
foreseegblerisks and thergpeutic benefits, would not
prescribe the drug or medica devicefor any class of
patients.



(d) A prescription drug or medical deviceis not reasonably
safe due to inedeguate ingructions or warnings if
reasonable ingructions or warnings regarding foreseeable
risks of harm are not provided to:

(1) prescribing and other heath-care providerswho arein a

position to reduce the risks of harm in accordance with
the indructions or warnings, or

(2) the patient when the manufacturer knows or has reason
to know that hedlth-care providerswill not beina
position to reduce the risks of harm in accordance with
the indructions or warnings.

(e A retal SHler or other digributor of a prescription drug

or medicd deviceis subject to ligbility for harm caused by

the drug or deviceif:

(1) at thetime of sde or other didtribution the drug or
medica device contains amanufacturing defect as
defined in 8 2(a); or

(2) & or before the time of sale or other digtribution of the
drug or medica device the retail sdler or other

digtributor fails to exercise reasonable care and such
failure causes harm to persons. *°

Asawhole, the Restatement (Third) was designed to reflect recent developmentsin
products ligbility law since the Restatement (Second). Section6(d) pecifically dedls with the
learned intermediary doctrine. Two of the Comments following § 6 discuss this doctrine and its
modern interpretation.

1 Comment b, “Rationde’

Comment b to § 6 discusses the modern rationde behind the learned intermediary
doctrine.

The rationd supporting this“learned intermediary” ruleis that

only hedthcare professonds arein a position to understand the
ggnificance of the risks involved and to assessthe rdlative

10



advantages and disadvantages of a given formof prescription
based thergpy. The duty then devolves on the hedth-care provider
to supply the patient such informetion that the patient can make an
informed choice asto therapy. Subsection (d)(1) retains the

“learned intermediary” rule. However, in cartan limited
thergpeutic relationships the physcian or other hedth-care
provider has a much-diminished role as an evauator or
decisonmaker. Intheseingancesit may be appropriate to impose
on the manufacturer the duty to warn the patient directly.**

Thefind sentence of the quoted language of this comment specificaly recognizes thet
there may be crcumstances in which the manufacturer does have a duty to warn the ultimate user
directly. However, asthe language does not specify the exact “limited thergpeutic reaionships’
where this duty istriggered, it remains up to the courts to define exactly what those Stuations
ae. Atthevery leadt, however, this comment provides support for arguments promoting
additiona exceptionsto the learned intermediary rule. So long asa plaintiff can establish thet
the prescribing physician had little to do with the ultimate decison concerning trestment, that
plantiff may be able to convince a court thet the duty to warn of the risks of the prescribed drug
or device rested with the manufacturer rather than the prescribing physcdan. Smply put, this
comment opens the door for multiple Stuations to be considered exceptions to the learned
intermediary doctrine.

2. Comment g, “Direct Warnings to Patients’

Comment e recognizes that the learned intermediary doctrine continuesto require a
manufacturer of adrug or medica device to warn hedth-care providers rather than the ultimete
recipient of the prescribed trestment. “Warnings and ingtructions with regard to drugs or
medical devicesthat can be sold legdly only pursuant to a prescription are, under the “learned

intermediary” rule, directed to hedlth-care providers.”*?
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However, the comment spedifically mentions three areas in which “ courts should
condder imposing tort ligbility on drug manufacturersthet fail to provide direct warningsto
consumers.”*® Initialy, the court noted the long recognized exception stated in Subsection
(d)(2), concerning Stuations where drugs are dispensed or administered to patients without the
persond intervention or evauation of a hedth-care provider (the mass immunization exception).
The second ingance noted in the comment is where a governmentd regulaory agency has
mandated that patients be informed of risks attendant to the use of adrug.** Thelagt involvesthe
gtuation where amanufacturer has advertised a prescription drug and itsindicated use in the
mass media®®

While the comment suggests thet these Stuations be carefully congdered, the comment
does not dfinitively sate that manufacturers should warn the consumers directly in these
gtuations. Infact, the comment darifiesits pogtion by sating that “[t]he Indtitute leavesto
deve oping case law whether exceptions to the learned intermediary rule in these or other
Stuations should be recognized.”*® Courts themsalves, therefore, are going to have to make the
policy determination of whether new exceptions to the learned intermediary doctrine should be
established.

It is not surprising thet the Restatement (Third) recognizes potential exceptions for these
Stuaions. Infact, as discussed above, courts of various jurisdictions have dreedy discussed
these potentid exceptions. However, by specificdly noting that courts “should’ consder
imposing tort liability on drug manufacturersin these circumatances, the drafters of the
Restatement (Third) have legitimized those courts concerns. It ssemsthat this recognition can

only serveto bolgter any effort to creste new exceptions to the learned intermediary doctrine.
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F. OTHER RECENT LEARNED INTERMEDIARY DOCTRINE CASE LAW

1. Warnings on Physcian Samples

One court has recently upheld the learned intermediary doctrine in adam that drug
manufacturers must place warnings on physicians samples*’ The manufadturer had sent a box
of samplesto aphysdan. The box contained a warning concerning the enclosed blister cards,
yet the warning was not repeated on the blister cards themsdlves. Plantiff was given severd
cards by her phydcian. Yearslater, plantiff’s husband took some of the samples and died.
Fantiff’ s husband had been told that he was dlergic to nongteroidd anti-inflammeatory drugs
and apparently had atempted to determine whether the samples would be harmful to him by
checking two medica reference books. When he could not find any reference to the drug sample
he ingested some and died due to a severe angphylactic reaction.

On acertified question from the Second Circuit, the Supreme Court of Connecticut
recognized the learned intermediary doctrine and held that it gpplied to plaintiff’ s daim despite
the argument that, as with the sophidticated user defense, the adequacy and proper receipt of the
warning were questions of fact. The court determined that the sophisticated user defenseis not
andogous to the learned intermediary doctrine because drugs can only be obtained from a doctor
“whoisin the best position to convey adequate warnings based upon the highly persond doctor-
patient relationship.” *® The court further declined to establisha new exception to the learned
intermediary doctrine and reaffirmed that the that exceptions apply only wherethereisalack of
communication between patients and doctors or where patients “ essentidly control” the sdection

of the treatment.
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2. I ndependent Intermediary

The Fourth Circuit recently determined thet in order for aspecid relationship (i.e a
consultant for the manufacturing company) between the prescribing doctor and the drug
manufacturer to abrogate the learned intermediary doctrine, the physician must be “so closeto
the [manufacturer] that he could not exercise independent professiond judgment.”*® Otherwise,
the mere existence of a consulting relationship between a manufacturer and a doctor does not
create aduty on the part of the marufacturer to warn the ultimate consumer.>°

3. Over-the- Counter Drugs

One New York Court recently determined thet the learned intermediary doctrine does not
aoply to over-the-counter drugs.>! Plaintiff was prescribed Motrin but was also advised by his
physician that he could take over-the-counter strength Matrin when the prescription ran out. The
defendant, Upjohn, argued that because the prescribing physician indructed the plaintiff on what
medication to take, the doctor acted as alearned intermediary. The court declined to agree,
dating that Upjohn “opted to forgo the shdlter of the learned intermediary doctrine when it
sought, and obtained, the right to market its product in over-the-counter strength directly to the
n 52

consumer without the protective filter of the prescription process.

4, Extengon of the Doctrine to NonPhysdans

Severd recent cases have discussed whether the learned intermediary doctrine gppliesto
non physicians. One Texas court has held that an advanced practice nurse who can prescribe
medication and treat patients without physician supervision is conddered alearned
intermediiary.>® Severa other courts have concluded that the learned intermediiary protects a

pharmacist who dispenses prescriptions as ordered by the prescribing physician.®*
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However, some courts have rediricted the protection afforded to the pharmecist. One
court held thet if the pharmacist gives awarning, heis responsible for the warnings > and
another has held that where the pharmacist knows thet the prescribed drug is apossible * deadly
poison” for the patient and the pharmacigt isthe “last chance to avoid seriousinjury or death,”
the pharmacist must warn the patient.>®

G. CONCLUSON

Despite recent atemptsto diminish the viahility of the learned intermediary doctrine it
remains dive and well. However, how long it remains subgtantialy intact remainsundear. Itis
possible that many courts, when given the opportunity, will reed the language in the Restatement
(Third) and the comments thereto as providing the necessary support to gnificantly diminish
the protection afforded to manufacturers of drugs and medica devices. 1t isequadly possble that
the comments will remain just that, and the courts will Smply continue to evdluate the
circumstances of each case and gpply the doctrine as broadly as it was prior to the publishing of
the Restatement (Third). Regardiess, each jurisdiction will decide for itsdf whether the
Restatement (Third) and the principles contained therein warrant changing the face of drug and
medicd devicelitigation by sgnificantly diminishing the learned intermediary doctrine,

1. OTHER IMAPCTSOF THE RESTATEMENT (THIRD) OF TORTS: PRODUCTS
LIABILITY

The Restatement (Third) of Torts Products Liahility will aso affect drug and medicd
device litigation in matters other than the learned intermediary doctrine. Unlike the Restatement
(Second) of Torts Products Liability, the Restatement (Third) specificaly addresses liability
dandards for prescription drugs and medicd devices. The products that are specificaly within
the scope of the Section 6 of the Restatement (Third) are those “legaly sold or otherwise

distributed only pursuant to a hedlth care provider’s prescription.”>’
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A. PRESCRIPTION DRUG AND MEDICAL DEVICE DESIGN DEFECT
CASES

The Restatement (Third) of Torts Products Liability 8 6 (C) representsthe ALI’sviews
concerning prescription drug design defect cases. Section 6 (€) “does not restate existing case
law.”®® Rather, the ALI “opted for afresh look at the question of design lighility for prescription
products and utilized the case law to illuminate the underlying issues in this difficult area”>®

Specificdly, the “black-letter” standard of Section 6 (C) provides:

A prescription drug or medica deviceis not reasonably
safe due to defective design if the foreseegble risks of harm
posed by the drug or medica device are sufficiently greet
in relaion to its foreseegble thergpeutic benefits that
reasonable hedth- care providers, knowing of such
foreseeable risks and thergpeutic benefits, would not
prescribe the drug or medica devicefor any class of
patients®°

According to comment b to Section 6 (c), the courts' traditiond refusal to impose design
defect liability in prescription drug and medicd device casesisdueto the fact that such products
offer a“unique set of risks and benefits”®* Thus, whereas a product may be harmful to one
individud, it may be life-saving to another. Section 6 (C) recognizesthis principle by providing
that adrug is not defectively desgned if it provides anet benefit to any dassof patients. A
prescribing physician is required to weigh the risks and benefits of the drug (even those

determined to be “high-risk”) and determine whether it is gppropriate for a particular patient.

The new Restatement has not been received without criticism. A chief complaint mede
by some courts and commentators is thet the new Restatement is unfair because it virtualy

Immunizes prescription drug manufacturers from ligbility for defective desgn. The new
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Restatement’ s reporters, James A. Henderson and Aaron D. Twerski have responded to such
criticdam, daing:

Our critics have misreed the prescription drug design

provison of the new Restatement. It does not immunize

prescription drug manufacturersfor defective design.

Paintiffs may establish defectiveness by showing thet safer

dterndive drugs were avalable on the market that

reasonable hedth care providers would have prescribed in

place of adefendant’s drug for &l classes of patients.®?

In other words, drug manufacturers cannot escape design defect ligbility smply by
proving that a prescription drug provides anet benefit to acdlass of users. Insteed, aplantiff can
preval on adesgn defect dam if he or she can prove that when the dlegedly defective drug was
prescribed a safer dternative was avallable (i.e., FDA approved during the rlevant time period)
and that physcians would have prescribed that drug ingteed of the defendant’ s drug for dll

petients.

A few courts have discussed thenew Restatement’ s effect on design defect cases. In Sita

v. Danek Medicd, Inc., 43 F. Supp. 2d 245 (E.D.N.Y. 1999), plaintiffs dleged that a screw

implanted in the plaintiff’ s spine was defectively designed after it fractured during spind fixation
aurgery. Danek moved for summary judgment on dl counts, incduding plaintiff’ s desgn defect
clam. The court recognized thet the plaintiff bears the burden of presenting evidence that the
“product, as designed, presented a substantiad likelihood of harm and feasibly could have been

designed more safely.”®®

In response to plaintiff’ s dlegations, Danek presented the opinions of 270 orthopedic
spine and neurologicd surgeons, dl of whom maintained thet the use of internd fixation devices,
such asthat used in plaintiff’s surgery, is the accepted sandard of carein the medica

17



community. While plaintiffs argued thet the surgeons were biased due to therr financid
relationship with the spine fixation device indudtry, the court was not persuaded and held thet
plantiffs falled to show that the screws at issue were defectively designed. Ingtead, the court
concluded thet the device was “reasonably sefe for use in exactly the same manner in which thet
system was used.”®* Interestingly, in afootnote to the court’ s opinion, the court noted thet the
plantiff’ s had requested thet the court examine their daim under the design defect dandard as
written in the Restatement (Third). The court rejected plaintiff’ s daim under this Sandard as
wal, writing, “[i]t seems gpparent thet in adopting the use of spind screw sysems asthe
industry standard of care, ‘ reasonable hedth-care providers have determined that the
‘foreseeable risks of harm’ posed by the use of spinal screw systems do not outweigh their
“foreseeable thergpeutic benefits’"®°

At least one court has severdy criticized the sandard found in 8 6(c) and declined to

adopt it®® Freeaman v. Hoffman-LaRoche, 618 N.W.2d 827 (Neb. 2000) is the most thorough

andydsof Section 6(c). Plantiff damed that she devedoped multiple hedth problems after
trestment of chronic acne with Accutane, which she dleged was defective, misbranded, and

midabded. Thedidrict court dismissed plaintiff’ s action with prgudice.

On gpped, the Nebraska Supreme Court was asked to decide whether the plaintiff had
dated a cognizable design defect clam. After noting that Nebraska courts generdly gpply the
consumer expectations test for grict liability, the court discussed whether Section 6 () of the
Restatement (Third) should be adopted. In concluding that it should not, the court listed four
criticiams of 8 6(c). Firg, the court wrote that by applying the * reasonable physician” sandard,
the Restatement (Third) does not restate the law, as “there is no support in the caselaw for the

application of areasonable physdan sandard in which grict ligbility for adesign defect will
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aoply only when aproduct is not useful for any dass of persons”®’ Rather, “the mgority of
courts gpply some form of risk- utility balanaing thet focuses on avariety of factors, induding the

existence of a ressonable design.”®®

Second, the court stated that the reasonable physician test has been criticized asbeing
atificid and difficult to gpply. Thistest requiresthe fact finder to assume thet the prescribing
physician knows as much about the drug product as the manufacturer, and ignores other concerns
of commentators that physcianstend to prescribe drugs that they are familiar with even when

sudiesindicate that there are better dternatives available®®

Third, the court notes thet the rule lacks flexibility and treets drugs of unequd Utility
equaly. Sincetherule only requires thet the drug be useful to adass of patients, adrug used for
cosmetic purposes but which causes serious sde effects would be treated the same as a drug that
trests a deadly disease but aso has serious Side effects”® Asaresult, this rule has been described

as adandard that in effect will never dlow lighbility.

Fndly, the court noted that the test dlows a consumer’s dam to be defeated Smply by a
gatement from the defensg' s expert witness thet the drug a issue had some benfit for any single
class of people.”! Based on these observations the court declined to adopt § 6(c) of the
Resatement (Third) of Torts. Few other courts have visted the issue of whether or not to adopt
8§ 6(c), but the virtud impossibility of proving a design defect case under the reasoneble
physician sandard indicates that the megjority of courtswill follow the lead of the Nebraska
Supreme Court.

B. MANUFACTURING DEFECTS

The Restatement (Third) provides that a product contains a manufacturing defect when,

a thetime of sdle or didribution, it “ departs from its intended design even though al possble
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care was exercised in the preparation and marketing of the product.””? With regard to
prescription drugs and medica devices, courts have generdly imposed “true’ drict liability, i.e,
lighility without regard to fault, in evaluating amanufacturing defect dam. Thus, manufacturers
of prescription drugs and medica devices are not tregted any differently than commercid sdlers
of other products with respect to manufacturing defects.”® Subsection 6 (C) therefore, embraces
the traditiond rule and does not effectuate a change in the law.

C. THE POST-SALE DUTY TO WARN

The Restatement (Second) of Torts 8 402A covered products that were defective when
sold but did not impose any sort of pogt-sde duties on manufacturers, sdlersor digributors. The
Restatement (Third), however, fallows the holdings of many courts and dearly broadensthe
potentid liability of acommercid product seler or digributor for the harm caused by its possible
failure to warn of product defects.”* Section 10 of the Restatement (Third) embodies the new
generd rule regarding the post-sale duty to warmn.” Section 10, entitled “Liability of Commercid
Product Sdler or Digributor for Harm Caused by Post-Sde Falureto Warn” provides

one engaged in the business of sdling or otherwise
((j?)stributing productsis subject to Iiabilirt;?for harm to
persons or property caused by the sdller’ sfailure to provide
awarning after the time of sale or distribution or a product
if areasonable person in the seler’ s podition would provide
such awarning.

(b) areasonable person in the sdler’ s position would
provide awarning after thetime of deif:

(1) the sdler knows or reasonably should know thet the
product poses a subgtantia risk of harm to persons or

property; and

(2) thoseto whom awarning might be provided can be
identified and can be reasonably assumed to be unaware
of therisk of the harm; and

(3) awarning can be effectivey communicated to and
acted upon by those to whom awarning might be
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provided; and

(4) therisk of harm is sufficiently greet to judtify the burden of providing a
waning.

Severa agpects of the new post-sale duties section warrant discusson. Initidly it should
be noted thet the duty is not limited to manufacturers. The plain language of 8 10 makesit clear
that the post- sdle duties are equdly applicable to digtributors. Second, § 10 does not require an
antecedent defect in order to impose liability for failure to warn. In other words, a manufacturer
or digributor of aproduct may beliable for faling to warn of adefect that did not exigt at the
time of the sdle or distribution. ”® The use of the “reasonable person” standard in § 10 shows that
any potentia post-sale liability will be evaluated according to traditional concepts of negligence.

The evadudtion of whether apost-sde duty to warn exids consds of severd
determinaions. Initidly, in order for a pos-sde duty to warn to arise, the pos-sde risk must
“become known.””" Such arisk becomes known “when new information is brought to the
attention of the sdller, after the time of sde, concerning risks (from latent defects) accompanying
the product’s use or consumption.”® Second, in order for such aduty to arise the product must
pose asubgantia risk of harm. If the product related accident &t issueis one that would occur
infrequently or is unlikely to cause substantia harm there can be no post-sde duty to warn.”
Third, according to 8 10(b)(2), the manufacturer or distributor must be able to identify the
product users who require the warning before any duty can arise. While sometimes difficult, in
certain arcumgtances the manufacturer or digtributor will have aduty to warn despite the
inability to directly identify dl of the product’ susars. Section 10 ligsthe following factorsto
determine whether aproduct’ s users are identifigble: the type of product; the number of units

sold; the number of potentia users, and the availability of records identifying the customers.
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Findly, the manufacturer or digtributor must be able to effectively communicate awarning to the
identified users®

Debate continues as to whether the impodition of post-sde duties are beneficid.
Proponents of the Restatement (Third) stress the specid ability of manufacturers and sdllersto
obtain post-sde information regarding latent product defects®!

Opponents, however, argue that the practicd difficulties of identifying consumers and the
cods of digtributing a post-sae warning outweigh the consderations of imposing a pos-sde
duty.®2 While the costs of traditiond point of sdewarmnings arelow and can beinduded in the
price of the product, the provison of post-sde warningsis much more expensve and must be
borne entirdy by the sler. Further, the identification of current users of the product is labor
intengve, especidly in Stuations where the product has changed hands. Ancther critical aspect
isthat post-sde duties apparently last for the life of the product (absent a statute of repose).
Therefore, the longer a product’ s life span, the more responghility the manufacturer or
digributor will face. Thisin turn could prevent manufacturers from aggressively seeking out
technologica or safety improvements for fear of the expengve pos-sde dutiesthat such
advancements would cregte.

One court hesimposed a post- sale obligeation on the manufacturer/dler, finding a
continuing duty to test a product’s sefety to be part of the overdl duty to warn. The court
required a continuing duty to test the safety of an intrauterine contraceptive device is subsumed
in the duty to wan 23

In cases involving prescription drugs the courts have imposed a continuous duty to keep
abreadt of scientific devel opments touching upon the manufacturer’ s product and to notify the

medical profession of additional Sde effects discovered fromitsuse. The drug manufecturer’s
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duty to warn is, therefore, commensurate not only with its actual knowledge gained from
research and adverse reaction reports, but aso with its congructive knowledge as measured by

sdientific literature and other available means of communication.®*

D. THE DUTY TO RECALL

Section 11 of the Restatement (Third) concerns a manufacturers duty to recal. Whilethe
Restatement (Third) dedlinesto extend a common law duty to recdl, asdler may (1) assumea
duty to recal or (2) one may beimposad by governmentd or adminidrative bodies. Section 11

provides

One engaged in the business of sdling or otherwise
digributing products is subject to lighilities for ham to
persons or properties caused by the sdler’ sfalureto recall
aproduct efter thetime of sdle or didribution if:

(&(2) agovernmentd directive issued pursuant to a datute
for adminigtrative regulation specificaly requires the sdler
or digributor to recdl the product; or the sdller or
digtributor, in the absence of arecdl required under
subsection (8)(1), undertakes to recdll the product; and

(b) the sHler or digtributor falsto act as areasonable
person in recdling the product.

In rgiecting acommon law duty to recal, tre Restatement (Third) recognizes the burden
that such a duty would place on manufacturers and acknowledges that governmental agencies are

best quited for examining the issues that surround a decison to recdl a product.

Duties to recdl products necessaily impose sgnificant burdens on manufectures. Many
product lines are periodically redesigned so that they become safer over time. If every
improvement in product safety wereto trigger acommon law duty to recal, manufacturers

would face incdculable codts every time they sought to make their product lines better and sefer.
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This expense may force manufacturers to abandon research and devel opment to improve the

product or its safety.

Moreover, even when aproduct is defective, any involuntary duty to recal should be
imposed on asHler only by a governmenta directive issued pursuant to statute or regulation.
According to comment aof 8§ 11, issues relating to product recalls are best evauated by
governmenta agencies capable of gathering adequate data regarding the ramifications of such
undertakings. Absent aspecific recdl directive by agovernmentd regulatory authority, no duty
to act can beimposed. However, if arecdl isrequired by such abody, noncompliance by a

ler will subject it to liability 85

Ancther factor that should be noted is thet the timing of agovernmentd recall directive
can impact the potentid liability asdler may face. In order to find the Sler ligble, the
governmenta directive must require the defendant sdller to recdl the product during the time

period in which the plaintiff aleges the duty was breached.

Absent a governmenta recdl directive, the only other recdl Stuation where 8 11 would
impose liahility iswhere the sdller “undertakes to recdl a[defective] product” and “failsto act as
areasonable person in recalling the product.”®® Therationd for this rule derives from the
generd rule that one who assumes a duty, and thus, induces others to forebear from acting, must

act reasonably in carrying out the assumed duty.

Critics of § 11 argue that the lack of aduty to recdl fosters poor public policy. Sincea
manufacturer or digributor has no duty to recall unless it assumes such an undertaking,
manufacturers are less likely to assume such aduty. Thus, indirectly 8§ 11 discourages voluntary

recals.
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Gengdly, damsdleging amanufecturer or seler’s post-sde duty to recdl or retrofit are
asserted under negligence or drict lighility theories. Rather than focusing on the condition of the
product, the plaintiffs assertions generaly focus on the manufacturer’ s conduct. Plaintiffs have
dleged that the manufacturer negligently failed to act following the sde to remedy a defective
product and/or is rictly liable for faling to do so, or that the manufacturer breached a
continuing duty to fix its product. Successful plaintiffs have proffered evidence or testimony
that the manufacturer had knowledge of the product’ s defect and had somehow retained
ggnificant control over it (i.e, by assuming respongihility for ongoing maintenance) and/or thet
the product absent certain safety devices was inherently dangerous. Infact, alinchpin of a
successful dam could be the use of ajury indruction that recognizes that such aduty to recdl

does exig.

Defendants, however, are most successful when the manufacturer argues that no legd
basis exigs for the impogtion of such aduty absent arecdl ordered by a government agency or
evidence that the product was defective when sold. Defense counsdl could dso argue thet the
plantiff’s dam is barred by hisor her own assumption of the risk or contributory negligence,
goplicable gatute of limitations, or the fact that the manufacturer did not retain control over the
product®’ As standard practice, however, defendantsin such actionswill start out by moving the
court for apre-trid ruling that a post-sde duty to recdl or retrofit does not exist under the law of
that juridiction.

E. CONCLUSON

The Restatement (Third)’' s sandard concerning design defects for prescription drugs and
medical devices has not been well received, and may be considered the most controversia aspect

of the Restatement (Third). Legd scholars have said that Section 6(C) is not atrue “ restatement”
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of the law as the court opiniors on the subject were, in many cases, “unintdligible’ making a
true “restatement” impossible to draft. The departure from arisk-utility andyssin favor of a

reasonable physidian test has st a high standard for a plaintiff to prevail in such an action
While the Nebraska Supreme Court rgjected Section 6 (C) outright, it is not clear whether other

juridictions will follow uit.

Unlike its treetment of drug and medica device design defect theories, the Restatement
(Third) does nat effectuate a change in the law with respect to ligbility based on amanufacturing

defect theory. Indeed, manufacturing defects are treeted the same as dl other products.

At firgt glance, it would gppear thet the Restatement (Third) has Sgnificantly broadened
the ligbility of manufacturers and sdlers by holding them liable for pogt-sale duties to warn and,
in limited circumstances, recall. However, these duties imposed by the Restatement (Third)
redly reflect nothing more than what some courts have dready recognized, goplied and judged

reasonable.

Rules concerning manufacturers and selers pos-sde dutiesto warn and recdl will
continue to develop on ajurisdiction-by-jurisdiction and a case-by-case basis. Although the
Regtatement (Third) hasinfluenced certain cases involving the pogt-sadle duty to warn, it is
perhaps most valuable to courts presented with cdlams related to product recalls, asthet has

traditiondly been the most poorly defined and leest understood of dl the post-sde duties.
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