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I. Introduction
According to a recent report issued by the U.S. Department of
Health and Human Services (HHS) Task Force on Prescription
Drug Importation (HHS Task Force Report), nearly 5 million
shipments of unapproved prescription drugs entered the
U.S. in 2003 from Canada through Internet sales and from
travel to Canada by American consumers.1 Astonishingly,
these unapproved shipments comprised roughly 12 million
prescription drug products valued at nearly $700 million. And,
the HHS Task Force Report estimates that an equivalent
amount (or approximately another 12 million) of prescription
drugs have entered the U.S. from other countries, mostly
through the mail and courier services.2

To establish and sustain this obviously lucrative drug impor-
tation business requires the participation of various entities,
including foreign pharmacists and pharmacies, certain regu-
lators, patients, and the group health plans through which
many individuals obtain prescription drug coverage. Within
this framework, group health plans (particularly self-funded
group health plans) and their third-party administrators (TPAs)
are becoming significant players.3 Indeed, group health plans
inevitably have paid for some share of the estimated 24 mil-
lion unapproved prescription drug imports, leading many
group health plans and their TPAs to question the extent of
their liability if a member is injured as a result of taking an
unapproved drug.4

To be sure, there appears no likely end in sight to the desire
to locate a cheaper version of those often highly-priced pre-
scription drugs needed to maintain or regain health, given:
(1) the increasing age of the U.S. population; (2) the corre-
sponding increase in prescription drug utilization; and (3)
the growing need of group health plans to aggressively seek
ways to stem their ever increasing prescription drug costs.5 In

fact, without some external intervention, 2005 is likely to be
a banner year for what has become the open and notorious
convention of flouting the law to import prescription drugs
into the U.S.

Indeed, with the pursuit of cost savings at a fever pitch, it is
unlikely patients or their group health plans will discontinue
their quest for alternative product venues—at least not until
external pressure comes to bear. And from where might this
external pressure come? Certainly, Canada and those other
countries from which prescription drugs are routinely imported
(and which to date have provided their tacit approval of this
practice) could effectively shut down importation channels by
closing their borders. In fact, as of the time of this writing, the
Canadian Health Minister is expected to make recommen-
dations to the Prime Minister’s cabinet regarding legislation
that essentially would end the over $700 million a year
Canadian pharmaceutical export business by: (a) explicitly
prohibiting Canadian physicians from countersigning U.S.
prescriptions without first conducting an in-person patient
examination; (b) prohibiting prescriptions for foreigners
not present in Canada; or (c) creating a list of commonly
used drugs taken by Canadians that may not be exported.6

External pressure could also come from within our borders
through actions taken by drug manufacturers to limit the
supply of drugs sent to certain targeted foreign pharmacies,
thereby reducing the availability of drugs for importation.
Indeed, Pfizer, GlaxoSmithKline, and, more recently, Merck
have reportedly undertaken such actions. External pressure
also could come in the form of civil or criminal actions by
federal regulators and/or through patient lawsuits borne out
of the unwitting consumption of misbranded or adulterated
drugs. Indeed, given the conflicting forces of: (1) increasing
demand from large influential group health plans to sup-
port/facilitate prescription drug importation; and (2) the
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surprising unanimous chorus of rebuke such programs have
received from federal regulators, health plans—as third-party
administrators for self-funded group health plans, or as
insurers to such plans under fully insured contracts—have
begun to consider seriously their exposure for cooperation/
participation in the importation trade.

Although both the current legal framework and the appetite
of regulators to penalize participants taking part in these
legally unsupported—but intensely popular—programs leave
much of this “liability” inquiry to speculation, health plans
are asking in earnest, “If external pressure to stop the con-
tinued importation of drugs comes in the form of civil/crimi-
nal actions or lawsuits, might the focus of these actions be
directed at my Plan?” This article examines some potential
theories of health plan liability for participation in those var-
ious importation arrangements designed to furnish Americans
with access to, and reimbursement for, prescription drugs
imported from outside U.S. borders.

II. The Role of Health Plans in 
Importation Arrangements

There are various business models now employed by group
health plans to facilitate the importation of prescription
drugs. Among the more common designs are the following:
(a) credentialing certain foreign pharmacies (principally
those in Canada) to serve as participating pharmacies in the
group health plan’s participating retail pharmacy network;
(b) establishing a limited formulary of popularly prescribed
brand named medications that will be reimbursed if obtained
from foreign (e.g., Canadian) pharmacies (e.g., brand named
cholesterol lowering medications or COX-2 inhibitors); (c)
providing members access to the Web sites of certain foreign
pharmacies for which the group health plan has undertaken a
limited quality review (i.e., “group health plan-recommended”
pharmacies);7 (d) providing members access to the Web sites
of “group health plan-recommended” foreign pharmacies with
the elimination (or reduction) of the standard prescription
drug co-payments for those members who obtain their drugs
from these designated pharmacies; or (e) a combination of
the above.

These business models typically are advanced by large self-
funded group health plans and are linked to health plans
through the health plans’ role as their TPA. In fact, at this
point in the development of formal employer-sponsored
importation programs, it is largely the self-funded group
health plans of substantial size and influence that are driving
the expansion of these programs and the involvement of
health plans (as TPAs). However, it is not outside the realm of
possibility that these same health plans might implement some
of these models to stem the costs of pharmaceutical products
offered in connection with their insured products. Indeed,
any of these models also might be employed by insurers
through insurance contracts negotiated with group health

plans as a means of reducing the insurer’s healthcare costs,
and, correspondingly, the group health plan’s premiums.8

In either situation, health plans might feel compelled by group
health plans—either to respond to competitive pressure or,
when serving as TPAs, to implement the prescribed benefit
design—to participate in/implement importation programs.
And this participation might take shape in many ways, but
most often will be in the form of paying claims submitted by
foreign pharmacies, credentialing such pharmacies as partic-
ipating providers, or providing Web site access information to
certain pharmacies. Thus, in considering potential liability
implications for health plans, we evaluate health plans expo-
sure to legal and/or regulatory actions arising out of their
roles as TPAs and as insurers. 

III. Legal Framework

A. Existing Federal Prohibitions

Measuring a health plan’s exposure to liability for participat-
ing in importation arrangements must be undertaken against
the backdrop of federal law that: (1) requires certain regula-
tory approvals of prescription drugs before they can be dis-
tributed in the U.S.; and (2) prohibits virtually all prescrip-
tion drug importation by anyone other than the original
manufacturer of the drug. 

Under existing federal law, the Food and Drug Administration
(FDA) has regulatory jurisdiction over prescription drugs, and
all such drugs are subject to examination by the FDA when
being imported or offered for import into the U.S. The stan-
dards governing approval of both domestic and imported
products for distribution into the U.S. market are established
in the federal Food, Drug & Cosmetic Act (FDA Act).9 The
FDA Act includes several provisions that collectively operate
to bar most importation arrangements by prohibiting both
the importation of drugs that have never been approved for
use in the domestic market, as well as unapproved, foreign-
made versions of FDA-approved drugs. Furthermore, the
FDA Act prohibits introducing into interstate commerce an
unapproved new drug,10 a misbranded drug,11 or an adul-
terated drug.12 When considered together, these provisions
clearly prohibit virtually all importation arrangements.

The FDA has rightfully asserted in response to several states’
importation programs that “[a]ny state law that legalizes imports
in contravention of the [FDA Act] would be preempted by
federal law.”13 Despite numerous declarations denouncing
importation as a threat to health and safety, many states con-
tinue to largely disregard the FDA’s position by actively facili-
tating the importation of prescription drugs both for state
health plan members and for residents of the state.14 As noted
in Section II (The Role of Health Plans in Importation
Arrangements), these programs vary by jurisdiction, ranging
from hosting Web sites that link plan members to Canadian
pharmacies to conducting on-site inspections of the



Canadian pharmacies and licensing these pharmacies under
state law. Even though the FDA has uniformly denounced
state efforts to implement importation programs, it has
taken no decisive action to end them.

B. Potential Congressional Action

Importation and reimportation have been political flash
points on Capitol Hill for many years, simultaneously gener-
ating both bipartisan support and highly partisan opposition.
For example, in 2000, Congress enacted the “Medicine Equity
and Drug Safety Act” (or “MEDS Act”),15 which, among other
things, would have allowed U.S. pharmacists and wholesalers
to reimport FDA-approved prescription drugs manufactured
in the U.S. that were exported to certain countries designated
by the FDA.

In order for the MEDS Act to become effective, the Secretary
of HHS was required to certify the safety and cost savings of
the reimported drugs. In a letter to President Clinton, then-
Secretary of HHS Donna Shalala stated that she could not
provide this requisite certification. Similarly, following the
change in administrations in 2001, then-Secretary of HHS
Tommy Thompson also declined to certify the MEDS Act
reimportation program due to safety concerns.

The passage of the Medicare Modernization Act of 2003
(MMA)16 rekindled the importation debate by including a
provision that would amend § 804 of the FDA Act to require
the Secretary of HHS to promulgate regulations permitting
pharmacists and wholesalers to import prescription drugs from
Canada into the U.S., and to establish waiver criteria to enable
certain individuals to import Canadian pharmaceuticals.17 As
with past legislative efforts to legalize importation, the MMA
conditioned implementation of the importation provision on
the Secretary’s certification to Congress that its implementa-
tion would pose no additional risk to the public’s health and
safety and result in a significant reduction in the cost of cov-
ered products to the American consumer.18 To date no certi-
fication has been made, and in light of the conclusions of
the HHS Task Force Report (see below), it appears highly
unlikely that any certification will be forthcoming.

The HHS Task Force Report is a product of the MMA require-
ment that the Secretary of HHS, in connection with appro-
priate government agencies, conduct a study on the impor-
tation of prescription drugs into the U.S. That study, which
resulted in the creation of the HHS Task Force Report, pro-
vides significant insight as to the current administration’s
stance against legalizing importation. Key findings of the
Report are as follows:

• The current system of drug regulation in the U.S. has
been very effective in protecting public safety, but is facing
new threats. It should be modified only with great care to
ensure continued high standards of safety and effective-
ness of the U.S. drug supply; 

• There are significant risks associated with the way individuals
are currently importing drugs;

• It would be extraordinarily difficult and costly for “personal”
importation to be implemented in a way that ensures the
safety and effectiveness of the imported drugs;

• Overall national savings from legalized commercial importa-
tion will likely be a small percentage of total drug spending,
and developing and implementing such a program would
incur significant costs and require significant additional
authorities;

• The public expectation that most imported drugs are less
expensive than American drugs is not generally true;

• Legalized importation will likely adversely affect the future
development of new drugs for American consumers; 

• The effects of legalized importation on intellectual property
rights are uncertain but likely to be significant; and

• Legalized importation raises liability concerns for consumers,
manufacturers, distributors, pharmacies, and other entities.

Although the HHS Task Force Report attempts to identify
(and admonish) various key players fueling the importation
trade, notably missing from the HHS Task Force Report is any
significant discussion specifically related to a group health
plan’s/health plan’s liability for financing prescription drugs
imported by its members. The HHS Task Force Report, which
includes an entire chapter entitled “Liability Issues Related
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to Importation,” limits the liability analysis to entities within
the pharmaceutical distribution system (e.g., manufacturers,
distributors, doctors, and pharmacists). The HHS Task Force
Report does note, however, that a new cause of action could
arise against state and other governmental entities for their
roles in endorsing the importation of drugs that cause injury.19

Furthermore, the HHS Task Force Report notes that “[p]erhaps
the largest source of additional liability and/or litigation risk
under a drug importation system would be an increase in the
number of injuries and poor disease outcomes if imported
drugs are, as a class, less safe and effective.”20 Based on these
findings, it appears fairly certain that, like his predecessors,
current HHS Secretary Mike Leavitt will refuse to certify that
establishing a national importation system would pose no
additional risk to the public’s health and safety and result in
a significant reduction in the cost of covered products to the
American consumer.

Even if certification from the Secretary of HHS is not forth-
coming, by no means is the HHS Task Force Report the final
chapter of the importation saga. In fact, currently underway
on Capitol Hill are two legislative efforts that, if signed into
law, would permit limited importation of prescription drugs.21

At the political forefront of U.S. importation reform is Con-
gressman Gil Gutknecht, whose bill entitled the “Pharmaceutical
Market Access Act of 2005” would allow individuals, pharma-
cists, and wholesalers access to FDA-approved prescription
drugs from FDA-approved facilities in twenty-five industrialized
countries.22 According to Congressman Gutknecht, “[t]his is
a new day in the debate over affordable pharmaceuticals. We
have joined forces with members of the Senate to say that this
is an idea whose time has come.”23 Several senators agree, and
are working on bipartisan legislation that, if passed, would
legalize certain types of importation and significantly change
the way prescription drugs are distributed in the U.S.24

Demonstrating their bipartisan solidarity, Senators Byron
Dorgan and Olympia Snowe issued a joint statement indicating
that “[w]e are determined to pass drug importation legislation
in the Senate this year in order to put downward pressure on
prescription drug prices.”25 Furthering this commitment, the
two senators secured a pledge from Senate Majority Leader
Bill Frist and the new Chairman of the Health, Education,
Labor and Pensions Committee, Senator Mike Enzi, to hold a
hearing on their importation legislation within ninety days.26

Thus, despite the current administration’s opposition to
legalize importation, bipartisan support exists in both houses
of Congress that could change U.S. importation policy.

IV. Theories of Health Plan Liability
As the discussion under Section III (Legal Framework) clearly
suggests, while current federal law regarding the impermissi-
bility of prescription drug importation is clear, the willingness
of regulators to initiate enforcement actions beyond stern
written denunciations of this practice is not. In addition, given
the attention this issue has garnered in Congress, the jury is

still out concerning whether federal law ultimately might be
amended to expressly permit certain types of importation
activities and, correspondingly, limit parties’ exposure to some
enforcement actions. In view of the shifting legal landscape, it
is difficult to predict an entity’s exposure to civil or criminal
liability. Efforts to comprehend liability issues become even
more challenging and speculative when one attempts to iso-
late the risk of a support player—such as that of the group
health plan’s TPA—for its role in a prescription drug impor-
tation program.

What does seem fairly certain, however, is that potential legal
consequences—however doubtful now—only will become
more acute over time as the likelihood that prescription drugs
entering the U.S. through formal (albeit legally proscribed)
importation programs might produce adverse health conse-
quences for members. Moreover, because TPAs will be one
of the few players in the importation trade located within
the borders of the U.S. (and, therefore, subject to the juris-
diction of U.S. courts and U.S. regulators), TPAs—despite
what some might deem their nominal role—will fall squarely
within the line of fire. Thus, in this admittedly uncertain world
of liability, the following discussion attempts to begin to
identify some of the legal challenges that might be advanced
by a regulator or an aggrieved party against a health plan for
its role (principally as a TPA) in facilitating prescription drug
importation. This discussion, however, is certainly not exhaus-
tive, and we are hopeful that with an understanding of the
types of importation programs currently in play, the legal
framework now underlying these programs, and the prospect
of legislative changes, health plans will have adequate infor-
mation to begin to evaluate their own potential legal risks
should they choose to initiate or participate in such programs.

A. FDA Enforcement

Despite numerous declarations voicing safety concerns, the
FDA, because of inadequate funding and staffing, is unable
to effectively enforce the provisions of the FDA Act that make
importation illegal.27 Some have argued that this lax enforce-
ment has indirectly encouraged both the escalation of per-
sonal importation and an increase in those group health
plans willing to promote importation arrangements. 

Under the FDA’s regulatory procedures manual relating to
personal importation, the FDA generally will not seize a non-
compliant FDA product at the U.S. border when the purpose
and quantity demonstrate that the product is clearly for per-
sonal use.28 For prescription drugs, this generally means that
the quantity may not exceed what one person might take in
approximately three months. However, the FDA does not take
this same lenient view with respect to commercial shipments.
In fact, the FDA’s regulatory procedures manual clearly states
that “[c]ommercial and promotional shipments are not sub-
ject to this guidance” and that the guidance (relating to per-
sonal importation) is “not intended to create or modify any
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rights, privileges, or benefits on or for any private person.”29

Notwithstanding this stricter standard, commercial shipments
sent via courier have nonetheless grown exponentially.30

The skyrocketing demand for less expensive pharmaceuticals,
increasingly from Internet-based foreign pharmacies, prompted
a request to the FDA for guidance regarding the potential
liability of various parties to an importation arrangement,
including sponsors and/or administrators of employer-spon-
sored group health plans in the following factual scenario:31

• A health plan’s sponsor amends a health plan to include
coverage for prescription drugs purchased outside of the U.S. 

• The health plan’s administrator publicizes this change to
plan members. 

• A health plan member in the U.S. obtains a valid prescrip-
tion from a licensed U.S. physician and forwards the pre-
scription to Expedite-Rx, a company that performs techno-
logical services for SPC Global Technologies, Ltd. (SPC), a
claims processing company. 

• Expedite-Rx receives the prescription, performs certain data
entry services and forwards the prescription, along with
ancillary patient-protective information, to a licensed phar-
macy in Canada. 

• In Canada, a Canadian doctor rewrites the prescription. 
• A Canadian pharmacy then fills the prescription and ships

the drugs directly to the patient in the U.S. 
• Neither the employer, SPC, nor Expedite-Rx handles the drugs. 
• Expedite-Rx consolidates the plan and patient co-pays and

forwards the payment to the Canadian pharmacy. 
• The plan will not cover Cipro, “quack” drugs, or controlled

substances from a source outside of the U.S.

Declining this request for an advisory opinion, in part because
“potential liability is a very fact-specific inquiry,” the FDA
cautioned, “any party participating in this kind of import plan
does so at its own legal risk.”32 Perhaps more informative is
the FDA’s position that if it “were to take enforcement action
in this scenario, our highest enforcement priority would not
be actions against consumers.”33

The FDA’s not so implicit warning was that its highest enforce-
ment priority would be against the commercial parties to the
importation arrangement, as opposed to individual con-
sumers. This position was underscored in March 2003 when
the FDA sent the store manager of Rx Depot, an Oklahoma-
based storefront operation that facilitated prescription drug
importations, a warning letter stating that it: (a) violated the
FDA Act; (b) posed a significant risk to public health; and
(c) misled the public about the safety of the drugs obtained
through Rx Depot.34 An injunction order against Rx Depot
and its affiliates became permanent with the entering of a
consent decree on August 20, 2004.35

Following the FDA’s August victory, the FDA on November 29,
2004, through the U.S. Attorney’s Office for the Southern
District of New York, filed a civil complaint against Canada

Care Drugs, Inc. (Canada Care), a former affiliate of Rx Depot,
for illegally importing prescription drugs into the U.S.36 On
December 16, 2004, the U.S. District Court for the Southern
District of New York issued a preliminary injunction enjoin-
ing Canada Care and certain other named defendants from
causing the importation of drugs, receiving commissions from
the importation of drugs, and advertising or promoting any
importation service.37

From a health plan’s perspective, these cases provide ample
notice that the FDA’s highest enforcement priority is on
commercial parties involved in importation arrangements.
Unlike typical health plans, Rx Depot and Canada Care
derived revenue principally by facilitating the illegal impor-
tation of prescription drugs. But, given the FDA’s strain on
resources, it is not surprising that FDA focused its enforce-
ment efforts on these “maverick” commercial entities that
openly and notoriously flouted existing federal prohibitions.
Having established the viability of using the judicial process
to uphold existing federal proscriptions on importation, the
FDA may begin to focus its enforcement authority on more
mainstream entities in order to send a clear message that
illegal importation arrangements will not be tolerated.

B. State Law Enforcement

Although several states actively are facilitating importation
programs, none are likely to directly regulate importation in
large part because federal law generally pre-empts state laws
that either conflict or interfere with the FDA’s comprehen-
sive regulatory scheme. For those states that are reluctant to
implement, or affirmatively disfavor, importation, they are
unlikely to be sympathetic to any entity offering such programs
to its citizens. As such, they might use the array of existing
state laws to stem such programs.

States are vested with inherent authority to regulate issues
involving the health, safety, and welfare of their citizens, and
it is not unlikely that certain activities relating to importation
(including the act of importing itself) may run afoul of these
state laws, which would likely withstand pre-emption under
the existing federal statutory/regulatory regime. For exam-
ple, many state consumer protection laws generally prohibit
“deceptive trade practices.” In Illinois, for example, deceptive
trade practices are defined to include (among other things)
an act that:

• causes likelihood of confusion or of misunderstanding as to
the source, sponsorship, approval, or certification of goods
or services; and

• causes likelihood of confusion or of misunderstanding as to
affiliation, connection, or association with or certification by
another.38

Under these definitions, a health plan conceivably could be
held liable if its efforts to encourage the importation of pre-
scriptions drugs lead members to believe that the prescrip-



tions obtained were FDA-approved, or certified as safe and
effective. Furthermore, the mere representation that: (1) a
Web site link takes a member to a legitimate off-shore phar-
macy (e.g., a Canadian pharmacy); or (2) that drugs are
coming from a particular country (e.g., Canada) might be
materially false misrepresentations, given that the FDA has
repeatedly warned that a pharmacy’s representation that it is
a Canadian pharmacy oftentimes is not true, and that drugs,
while purporting to be from Canada, might have been trans-
shipped from a distributor of unknown or dubious origins.

The extent of a health plan’s efforts to steer members to for-
eign pharmacies also may give rise to potential liability for
violating a state’s pharmacy practice act. For example, in
Illinois, the “practice of pharmacy” is broadly defined to
include (among other things) “participation in drug selec-
tion, drug monitoring, drug utilization review, evaluation,
administration, interpretation, application of pharmacoki-
netic and laboratory data to design safe and effective drug
regimens.” Based on this broad definition, a state might
attempt to establish that a health plan is engaged in the
practice of pharmacy if it actively participates in drug selection
by establishing a limited formulary of popularly prescribed
brand named medications that will be reimbursed if obtained
from foreign (e.g., Canadian) pharmacies (e.g., brand
named cholesterol lowering medications; brand named
COX-2 inhibitors).

C. Member Claims

Depending on the nature of the importation program and
the role of the TPA, a cause of action might lie against a
TPA/health plan for breach of contract, fraud/misrepresen-
tation, and negligence, among other possible theories.39

Included within the scope of obligations a TPA typically is
required to undertake on behalf of its self-funded group
health plan is to provide a network of “credentialed” providers.
This obligation is often set forth both in the Administrative
Services Only contract with the group health plan, and in
general statements made to plan members in enrollment,
marketing, and other documents they might receive. In its
most basic sense, parties generally understand “credentialing”
as the process by which the health plan obtains, verifies, and
assesses a provider’s—here a pharmacy’s/pharmacist’s—
qualifications to provide prescription drug dispensing and
management services. In the prescription drug world, mem-
bers generally understand a pharmacist’s credentials to be
indicators that he/she holds the qualifications needed to
practice the profession of pharmacy and is therefore worthy
of the trust of patients, of other healthcare professionals,
and of society as a whole.

Included among a health plan’s traditional credentialing cri-
teria is a requirement that the pharmacy/pharmacist: holds
current and unrestricted licenses and registrations in the

respective state(s) of practice; holds a valid and unrestricted
Drug Enforcement Agency certificate; maintains appropriate
amounts of professional liability insurance; and agrees to
submit to a variety of prospective and retrospective auditing
processes. To further this effort, a health plan’s typical cre-
dentialing process might include evaluating the pharmacy’s
application for network participation, undertaking primary
source verification of its representations, and conducting an
on-site and/or file review to ensure the pharmacy maintains
processes and safeguards that help maintain the integrity of
the products dispensed or shipped to members.

For those importation programs that have come to the atten-
tion of the FDA, the FDA has issued written communications
to these programs that: (a) repeatedly affirm the FDA’s con-
cern about Americans purchasing drugs from foreign coun-
tries, and warn that purchasers cannot assume pharmaceuti-
cal products from other countries meet the quality, efficacy,
and safety standards of FDA-authorized products; (b) put the
importation program on notice that the FDA does not assure
the quality, safety, and efficacy of products purchased out-
side the U.S.; and (c) federal law prohibits virtually all pre-
scription drug importation by anyone other than the origi-
nal manufacturer of the drug.

Despite being armed with information from the FDA con-
cerning the risks associated with, and the illegality of, import-
ing prescription drugs from other countries, and despite
knowledge that foreign pharmacies generally have not under-
gone the same rigorous credentialing process as domestic
pharmacies, health plans and others that promote importation
programs do not typically choose to affirmatively disclose these
pertinent facts to their members. On the contrary, some pro-
grams actually appear to vouch for the safety and reliability of
the imported drugs from certain designated foreign pharmacies.

Moreover, even where there is no explicit “representation of
efficacy” by the health plan, one might argue that where the
health plan is providing links to the Web sites of off shore
pharmacies that can be used to the same degree as those
pharmacies in the health plan’s U.S. network, members are
reasonable in concluding: (1) that the pharmacies will dis-
pense drugs that are safe and effective; and/or (2) that the
health plan has undertaken the same laborious process of
verifying the qualifications and processes of the off shore
pharmacy. In the case where a health plan establishes a limit-
ed formulary of popularly prescribed brand named medica-
tions that will be reimbursed if obtained from foreign phar-
macies, members also might quite logically conclude that
the health plan has undertaken reasonable due diligence to
ensure that minimal quality standards for dispensing and
shipment are being employed. If any of these factors prove
untrue, a host of legal actions might result, not the least of
which might be actions for breach of contract, fraud/mis-
representation, and negligence, among others.

HEALTH LAWYERS NEWS10



While health plans, like certain Canadian pharmacies and
state players with importation programs, might seek to limit
their liability by having members execute a disclaimer of liabil-
ity for injuries the member might sustain from using imported
drugs, the success of such efforts to foreclose member lawsuits
is highly questionable. In its letter to Boston Mayor Thomas M.
Menino regarding the city’s plan to encourage its employees to
seek pharmaceuticals from abroad, the FDA noted that under
the Boston plan, the city would accept “no legal liability, with
respect to any product offered, or pharmaceutical care pro-
vided, by [the contracted Canadian pharmacy].”40 Moreover,
the FDA noted that the contracted Canadian pharmacy
would require patients to sign an acknowledgement that the
pharmacy is “not responsible for any…damage whatsoever
and howsoever caused, arising out of or in connection with
the use of the site…including personal injury.”41

The HHS Task Force specifically called into question whether
disclaimers of personal injury would be enforced. Although
the analysis was rooted in a discussion of sovereign immunity,
the HHS Task Force noted that the Uniform Commercial
Code permits courts to disregard these disclaimers under
fairly discretionary standards with respect to private parties.42

Interestingly, the Report noted that even if courts were to
enforce these clauses, “the result would most likely not be a
reduction in tort liability, but simply a shift in liability from
the state to private parties involved in the transaction.”43

However, under compelling public policy considerations,
courts might be unwilling to give legitimacy to such disclaimers
obtained in connection with programs established in clear
contravention of federal law, particularly if the individual has
not been fully apprised of the illegality of the program and 

the health and safety risks potentially attendant to drugs
imported in connection with the program. 

V. Conclusion
As the search for affordable prescription drugs continues to
be a major healthcare issue, the prescription drug importa-
tion business appears to offer an alluring solution. So, one
can certainly understand why those who pick up a major
portion of the tab for prescription drugs—individuals and
group health plans—are struggling mightily to find a way to
reconcile the current legal proscriptions with what appears to
be a viable answer. Health plans—as TPAs and insurers—are
thrust in the middle of this quagmire as they try to respond to
competitive and business pressures to meet the needs of their
customer base. However, under the current legal framework,
importation programs are not without risks, and health plans
should carefully consider the potential legal consequences
should they choose to initiate or participate in such programs.

Dorthula Powell-Woodson and Steven Morgan are, respectively, a
partner and an associate in the Washington, DC law firm of Wiley
Rein & Fielding LLP.  They represent health plans on general statu-
tory and regulatory contracting and compliance issues, including
benefit design and attendant liability issues and the implications of
Medicare Part D on prescription drug benefits. The views expressed
in this article represent those of the authors and not of Wiley Rein 
& Fielding LLP or of any of its clients.
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