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LETTER FROM THE EDITORS

Dear Health Law & Policy Reader:

On behalf of the editorial board and staff, we proudly present this issue of Health Law
& Policy (HLP). Now in our third year, we continue to strive to produce a publication
that will both inform our readers of new and pertinent developments in the ever-
changing field of health care, provide an opportunity for health law practitioners to
contribute to scholarly discourse, and raise awareness for health issues in the greater

legal community.

Our fifth issue opens with an article on ways to manage conflicts in health care innovation
by one of the founding members of HLP. Following this article is model testimony by
a Washington College of Law (WCL) pharmaceutical policy fellow that discusses data
mining in the health care context. This issue also includes three articles that address
the intersection of health and law and how to bring advancements to both. One of
these articles analyzes the way in which we can use innovations from Deaf Culture to
improve alternative dispute resolution. The student-written articles that follow explore
flaws in health insurance law, and discuss the regulation of prescription drugs. Finally,
our column section focuses heavily on the current economic climate and its impact on
the field of health law.

This semester we co-hosted our second symposium at WCL on women’s health care
research, genetics, and sexuality. Transcripts of these presentations are forthcoming in
the Fall 2009 issue of HLP. We are pleased to cover such a broad range of topics, and

invite new authors to submit works for publication.

We extend our sincere gratitude and thanks to our advisor, Professor Corrine Parver,
Esq., for her dedication and guidance. Further, we would like to thank our staff members
for their efforts during the production of this issue. As we prepare to graduate, we are
confident that HLP will continue its success under the leadership of the new executive

board and staff. We hope that you enjoy this issue as much as we enjoyed putting it

together.

Sincerely,

C) , W R H. \,GMT_J _%%

Chandana Kolavala Rebecca L. Wolf William N. Papain
Editor-in-Chief Editor-in-Chief Editor-in-Chief
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MANAGING CONFLICTS OF INTEREST IN HEALTH
CARE INNOVATION

. . . K
Georgiana Avramidis

I. Introduction: Information
Exchange Through
Industry-Provider Interactions

Close and ongoing collaboration between health care
professionals and the pharmaceutical drug, device,
and biotechnology industries is a fundamental and
necessary aspect of medical innovation. Companies
interact with health care providers in a variety of ways:
through product training sessions or conferences, sales
and promotional meetings, consulting or investment
arrangements, research and trial arrangements,
economic remuneration, grants, or charitable dona-
tions.! Industry-provider interactions aim to promote
public health through

information between health care professionals, who

sharing and exchanging

have clinical experience and expertise and the health
care industry, which has the resources to expend on
innovative and critical treatments and technologies.
These collaborations between industry and health care
professionals save and improve the lives of millions
of patients through medical breakthroughs and daily
patient treatment.

The vital role of informa-
tion exchange in advanc-
ing medical technology
cannot be downplayed.?
The clinical experience
and expertise of health
care professionals pro-
vides invaluable insight
into industry research
and development and
initiates progress and
innovation. In a recent
example of the essential
open flow of communication between clinicians and
manufacturers, physicians relayed information to med-
ical device companies about implanting metal plates
into children’s skulls.®> The feedback from physicians
prompted manufacturers to fashion smaller sized plates
customized for children, thereby improving the quality

of health care for a specific population.

Georgiana Avramidis is a 2008 graduate of American
University Washington College of Law, and was one
of the founding editors of Health Law & Policy. Ms.
Avramidis joined Vertex Pharmaceuticals Incorporated
in 2008.

Opponents of ongoing collaborations between indus-
try and health care professionals express the belief
that each health care player holds a conflicting and ini-
tially irreconcilable stake against the other’s interests.
Therefore, the mere appearance of such conflict draws
suspicion of untoward behaviors and raises legitimate
questions concerning the potential for prescriber bias.
A close relationship between industry and health care
professionals, however, does not necessarily indicate
inappropriate relations or a relationship that will have
a less beneficial effect on progress in health care. In
fact, studies show that “fears that disclosed conflicts of
interest are leading to tainted, unreliable recommenda-
tions are unfounded.”* This does not necessarily mean
that improper behavior does not arise out of interac-
tions in which there are conflicts of interest.” The
cases of Moore v. Regents of California® and Gelsinger
v. Trustees of Univ. of Pennsylvania’ drew a signifi-
cant amount of public attention for the harm associ-
ated with research experiments in which physicians
held a financial interest. In Moore, treating physicians
influenced a patient’s decision to undergo unnecessary
tests, leading to an outcome that advanced their own
gains rather than those of the patient.® The California
Supreme Court held that by failing to disclose their
personal interests in the treatment the physicians did
not satisfy the duty to give informed consent, thereby
denying the patient the opportunity to properly balance
the risks and the benefits of continued treatment.’

Also in the realm of clinical research, the Gelsinger
case associated the death of a teenage participant in
a University of Pennsylvania research study with the
principal investigator’s conflicting financial interest
in the outcome of the study, which prompted attempts
to regulate or otherwise monitor physicians with
an interest in research.!® Gelsinger also presents a
case where the industry-provider relationship was
automatically viewed as unseemly because something
went wrong.!!

The information exchange works both ways. Health
care professionals often rely on industry input
and training to properly and effectively dispense
pharmaceutical drugs and devices. While promoting
the free exchange of information between health care
players, this approach tends to be controversial when
it involves seemingly extravagant gifts or payments
for meals, travel, and consulting. Physicians con-
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tend, however, that “the best approach to optimize
cost effectiveness of product prescribing is to promote
more, not less, interaction among all stakeholders
involved in healthcare delivery.”!? Indeed, provided
that the industry presents information to a physician
without stipulation, the physician may decide freely
which course of treatment to recommend.

The main purpose of industry-provider interactions
is to promote an exchange of ideas and data
regarding a product, an innovative idea, or a medical
advancement.' In a conflict of interest analysis, where
the conflict of interest is reviewed for its anticipated
impact, the promotion of medical technology and
innovation is generally the primary interest. For the
information exchange to be worth the valuable time
of health care professionals, however, ties with the
industry often involve monetary or non-monetary
incentives. For instance, secondary interests in the
interaction may be the fee provided in exchange for
a physician’s consulting work. A secondary interest
might also be a provider’s interest in a company or
the gain in reputation from association with a ground-
breaking treatment or technology. Both primary and
secondary interests are desirable. Although one may
have “a claim to priority” that undermines the integrity
of the first interest, in order to make the interaction
beneficial for all parties involved the challenge is to
ensure that both interests are realized.'* Collaboration
between these entities often gives rise to inherent
conflicts of interest because incentives in industry-
provider interactions are simultaneous and potentially
incompatible.

I1. Current Efforts in Managing
Conflicts of Interest

In March and April of 2008, Congress responded to
the growing mindfulness, if not wariness, of industry
interaction with health care providers and its effects on
the provision of health care by introducing legislation
to regulate industry-provider interactions.!> Known as
the Physician Payments Sunshine Act, the legislation
aims to “shed light” on collaborations in health care by
mandating quarterly disclosure of interactions resulting
in monetary amounts over a certain threshold.!®
By disclosing the existence of industry-provider
interactions, the legislation empowers health care
consumers with information about the development,
the procurement, and the distribution of drugs and
devices.

Disclosure legislation, such as the Physician Pay-
ments Sunshine Act and other state regulation,
supplement efforts by industry trade associations to

create institutional codes of ethics. Media coverage
characterizes these efforts as aimed towards “reining
in doctors,” but the codes recognize the shared
responsibility of the health care industry and providers
in preserving public trust.'” These approaches are
voluntary and set the standard within each industry
for the management of interactions with health care
providers while promoting the best interests of the
health care consumer. For instance, the Pharmaceutical
Research and Manufacturers of America’s (PhRMA)
Code on Interactions with Health care Professionals
provides guidance for interactions ranging from
consulting arrangements to educational funding from
pharmaceutical companies.'® The Advanced Medical
Technology Association’s (AdvaMed) Code of Ethics
on Interactions with Health Care Professionals provides
guidance on the promotion of ethical industry-provider
interactions in the device space.!®

Legislative efforts, however, use disclosure as a means
of regulating industry-provider interactions. While
this is a reasonable and effective method of preventing
abuse and negating the questionable impression that
industry-provider ties often raise, it is important to
recognize that conflicts of interest necessarily arise in
all types of interactions where two or more intersecting
interests exist. Moreover, in some cases, the outcome
of an interaction that gives rise to an irresolvable
conflict of interest is so desirable that it should
nevertheless proceed. Where circumstances show that
an interaction provides information so compelling
and necessary, there is a rebuttable presumption that
the interaction should continue despite a conflict of
interest. This approach holds that industry influence
negatively affects a physician’s decision-making
process and makes the assumption that by virtue of this
potentiality, the dual interests cannot co-exist unless
they pass the high “compelling circumstances” bar.?°
This approach is problematic because interactions that
are useful in providing meaningful outcomes, but not
necessarily “compelling” ones, are unable to proceed.
Indeed, conflicts of interest are so ubiquitous that the
benefits that arise from industry-provider interactions
stallunder the high bar set by the rebuttable presumption
approach.

The interests of science and research are better served
when existing conflicts are managed, instead of disal-
lowed, because it is often the case that two intersect-
ing interests can co-exist in a manner that allows both
to be fulfilled. Under the management perspective, an
advisory board may require an individual to recuse
him or herself from involvement in a particular proj-
ect, place any equity interest in a trust for the dura-
tion of the project, or encourage disclosure of conflicts
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Through disclosure,
Industry has an
opportunity to cast its
pursuits as driven not
only by profit,

but by the

pioneering of new

and important

technolosgies in

medicine for
the betterment of

health care.

of interest to manage the conflict. The last require-
ment, disclosure, simultaneously satisfies the health
care professionals’ desire to continue with a project, the
regulating body’s interest in limiting untoward behav-
ior, and the health care consumer’s need for informa-
tion with which he or she can make knowledgeable
decisions about treatment
options. Disclosure that
includes details providing
context for each interest
is necessary to determine
whether the conflict of
interest is manageable
in a way that renders its
outcome desirable despite
any initial reservations.’!
This vital data aids health
care consumers in under-
standing conflicts of inter-
est in a way that does not
preemptively find them
unmanageable.

As the largest health care insurer in the nation and a
major purchaser of pharmaceutical drugs, devices, and
biotechnology, the U.S. government has a financial
interest in overseeing any conflict of interest that arises
between the health care industry and health care pro-
fessionals to ensure that health care choices are made
in the patients’ best interest.? The government’s atten-
tion to conflicts of interest in medicine is therefore
aimed at controlling industry influence on prescribers’

decision-making.

Interactions that promote innovation and information
sharing, however, are in the best interest of the pub-
lic. Any efforts to manage conflicts of interest through
disclosure better serve health care consumers when
tempered to encourage technological advancement.
A thoughtful analysis of the value of managing con-
flicts of interest through disclosure includes an inquiry
into the trade-offs of providing “light” on industry
interactions. This article will suggest that disclosed
information which is not properly managed through
government or institutional regulation may hinder
technological progress and information exchange
between industry and health care providers. To ensure
that the benefits of disclosure regulation outweigh its
burdens, it is important to assess the information dis-
closed for its meaningfulness and for any unintended
effects on the health care system. Finally, this article
will suggest that disclosure of a conflict of interest is
successful because it advances the fundamental value
in health care of autonomy.

II1. Value and Effects of
Disclosures

Industry only gains when its products and technologies
are implemented correctly and prescribed free of
unseemly behavior. Technical procedures require
that industry interact within health care professionals
in operating rooms, private practices, and learning
and training seminars without raising the specter of
untoward influence.* Similarly, the financial support
thathealth care professionals, and the health care system
as a whole, acquire through industry is necessary to the
promotion of research and development. This circu-
lar relationship establishes a conflict of interest.

Atypical conflict of interest analysis calls for an inquiry
into whether secondary interests can exist without
jeopardizing the initial objectives of the industry-
provider interaction. If the primary interest in an
interaction between a pharmaceutical drug, device, or
biotechnology company and a health care professional
is collaboration towards an innovative medical
product that promotes a better and more efficient
health care system, then any secondary interests that
directly interfere with that goal create a conflict of
interest. A secondary interest may interfere either by
compromising the original goal with tangible negative
results (such as the Gelsinger case), or by affecting
the mere appearance of impropriety. Generally, part
of managing a conflict of interest includes acknowl-
edging its existence through disclosures made to the
public.?* Industry benefits from full disclosure of
its interactions with health care providers. Through
disclosure, industry has an opportunity to castits pursuits
as driven not only by profit, but by the pioneering of
new and important technologies in medicine for the
betterment of health care. Moreover, industry has the
opportunity to explain the important and justifiable
reasons for its presence in a health care professional’s
practice. Disclosures detailing the circumstances of
the industry-provider interactions help inform
interested parties about the goals pursued by industry
and the necessity for input from clinicians.

One of the benefits of disclosure legislation, which
figuratively “shines light” on industry interactions,
is the opportunity for industry to embrace disclosure
as a means by which to shed the public perception of
industry as a “dark force” and instead emerge as a vital
means toward medical innovation and development.
Industry’s “bottom line” can, and does, co-exist with
the promotion of public health.?> Similarly, those goals
can co-exist with the health care provider’s interest in
fees, investment, or other monetary or non-monetary
gains.
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Information exchanged through industry-provider interactions is so vital
and so meaningful to advances in health care that discouraging collaboration
based on the existence of a conflict of interest would ultimately cause more
harm than good to the greater health care system.?® Recently proposed
guidance from the Food and Drug Administration (FDA) provided
clarity on its prohibition of “unlawful promotion” of a product in the
dissemination of off-label information in the form of medical or scientific
reference publications and medical journal articles.?’ In its draft guidance,
the FDA recognized the “public health value to health care professionals of
receiving truthful and non-misleading scientific and medical information”
and that such uses may in cases “constitute a medically recognized standard
of care.””® The Journal of the American Medical Association (JAMA) also
recognizes the importance of impartiality and requires a neutral party to
review industry-funded studies prior to publication. These efforts reflect
recognition of the benefits arising from a health care professional in
possession of clinical data that can improve a pharmaceutical drug or device,
as well as assist a drug or device company by informing the company on
how to best implement or use a product. In other words, the value placed
on the exchange of information is often worth the risks that may arise from
a conflict of interest. Disclosure of industry ties does not automatically
negate the relationship. In more extreme instances, however, the specter
of the disclosure itself is so detrimental that it threatens to negate those ties
and the information attached to them.

IV. Unrestrained Disclosure May Harm,
Rather than Promote, the Primary Interest
of Improving Health Care by Obstructing
the Information Shared

Although public disclosure of a conflict of interest in an industry-provider
interaction is possible (or may be made possible through efforts of the
parties involved), it is not necessarily information that should or must
be shared if there are significant negative implications to its disclosure.
Much of the regulation aimed at diminishing conflicts of interest actually
regulates information exchange by setting standards for the types and
the timing of disclosures. The level of required disclosure implicates the
priorities that are placed on the information. To make informed value
judgments an inquiry into the value of disclosures must incorporate
questions around health care consumers’ need to know certain information,
how the information is made known, whether the need to know outweighs
the potential for unintended consequence of harming progress, and
ultimately, harming the health care consumer.

A. Disclosures that Unintentionally Tarnish the
Medical Profession

A primary consequence for acompany accused of maintaining untoward ties
with physicians is diminished reputation in the public eye.?® “Critics aver,
and politicians echo that the most grievous casualty of conflict of interest—
indeed of even the appearance of it—is the public “Trust.”3 Public trust in
industry is not easily regained, although industry’s indiscretions are more
forgivable than those of a health care practitioner who has a longer way
to fall based on a long-standing public perception as a trustworthy and
upstanding professional.’!
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Although it has been suggested that pressure related to a managed care
system has the effect of “un-aligning” the interests of the health care provider
and consumer, physicians abide by the Hippocratic Oath, which bestows the
responsibility to do no harm and act in the best interest of the patient.> This
is not to suggest that industry-provider interactions go unchecked based on
the assumed honesty of physicians, but rather highlights the sense of trust
that embodies the profession.>® As an illustration, physicians are held to a
high legal standard of care that incorporates a sense of dependency on and
regard for their knowledge and experience. Under the learned intermediary
doctrine, for instance, physicians are charged with acting as the liaison
between manufacturers and patients regarding the distribution and use
of pharmaceutical products.>* A recent case in Texas acknowledged that
“[i]f the doctor is properly warned of the possibility of a side effect and
is advised of the symptoms normally accompanying the side effect, it is
anticipated that injury to the patient will be avoided.” As a result of this
public trust in the profession, attempts to regulate conflicts of interest in
health care arose significantly later than efforts in other fields.>®

Asmedicine becomes entangled in its function as a business, many questions
that conflicts of interest raise relate directly to the seemingly contradictory
role of the physician as a businessperson as well as a caretaker.’” Indeed,
it may be logical to suggest that collaboration in industry is another way
that “doctors escaped becoming victims of capitalism and became small
capitalists instead.”® The role of a physician somehow entangled in
capitalistic pursuits tends not to sit well with the public. As a result, alarm
bells go off when we observe a physician motivated by the bottom-line or
an otherwise unseemly objective such as reputation of investment.

Disclosure allows affected parties to view industry-provider interactions
with “additional skepticism.”* The first message that disclosure sends is
that the health care provider holds an interest that conflicts with another
goal in an industry-provider interaction. Insofar as the interests are managed
or negated under the rebuttable presumption view, disclosure reveals that
the physician has nothing to hide and as a result garners public trust through
mere openness.*’ The second message that disclosure conveys, especially
if it lacks specificity, is that industry ties may influence a physician’s
decision-making in a way that makes the care received untrustworthy.*!
Because disclosures incite suspicion of untoward behavior, they often lead
to severe prophylactic measures to ensure that health care professionals
behave in acceptable ways.*> These extreme measures may unintentionally
quell the exchange of information and the innovation that stems from this
exchange.

The Massachusetts legislature recently passed a bill that seeks to ban
industry gifts to doctors under the reasoning that the mere appearance of
impropriety is enough to warrant a severe restriction of an industry-provider
interaction.¥ The curtailing of industry-provider interactions fails to take
into account the curbing of information sharing and exchange. As a result of
the distrust attached to their interactions with industry, health care providers
willingly reject fees and remuneration for their time spent consulting with
pharmaceutical drug or device companies in order to avoid suspicion that
may threaten their reputation.** For example, a recent New York Times
article presented the stories of physicians who, after “intense scrutiny” for
accepting compensation for consulting or speaking with pharmaceutical
drug or device companies, now decline to accept any remuneration from



industry. One physician continued to pro-
vide services free of charge to a company
based on his belief that the work performed
for the company was vital to progress in
medicine.* Another felt less incentive to
participate in these important interactions
without compensation for his time and
efforts.

B. Disclosures That Devalue the
Information Exchanged

Insofar as a moral imperative to provide
the best possible health care exists, it
includes the duty to use the best possible
information available. When a drug or
device company possesses or learns of
data with respect to its product, it bears
a responsibility to share that information
with health care consumers through

physician  intermediaries.*’  Likewise
from the provider’s perspective, possessing clinical
data creates a duty to share that information with
manufacturers who are in the best position to use it in
a way that benefits patients. Thus, the fact that physi-
cians must balance losing fees or losing trust is not the
The health care sole issue in sanctioning indusFry-prov.ider interactif)fls.
The health care system also risks losing opportunities

. to share valuable information that promotes safe and
system also risks

effective innovation in medicine and leads to more
informed prescribing and other decision-making.

losing opportunities
Mistrust regarding the veracity and value of information
to share valuable born out of interactions where a conflict of interest
exists is not exclusive to medicine, even though it has
information that a particularly detrjimentz?l effect in‘ the ﬁeld: Even the
specter of a conflict of interest raises questions about

f d the integrity of the information provided. Moreover,
promOtCS sare an information disclosed as part of an institutional policy
. . . . or under government regulation actually reveals
effCCtIVC Innovation In relatively little: it reveals only that the information
may be suspect.*® For these reasons, all disclosures
medicine and leads regarding conflicting interests should be accompanied
by a detailed summary of the circumstances of the
interaction.*’

to more informed

S Details in disclosure that qualify the physician’s
prescrlblng and Other expertise and time spent are ieceszary to Zane that
.. . the data describes the interests of each party in a
d@ClSlOﬂ-maklng. meaningful manner.® In this way, the circumstances
under which gifts are received, consulting or speaking
fees are paid, and other types of transfers are provided
in context and tell a more complete story about the
interests.’! The time frame during which the holder of
the interest invested in the company, the circumstances

and reasons surrounding this investment, and even a

pro-rated amount of the holding are all necessary to
provide a more meaningful set of data with which one
can make a more informed decision about the integrity
of the information. As another example, payments
made to health care providers for involvement in clinical
research are often based on the intricacy or duration of
the trial, providing a helpful context for payments that
may otherwise seem exceedingly large or inappropriate.
Further, the remuneration compensates for a physician’s
time spent away from his or her own practice, another
detail that puts payment schemes into perspective.
The key, therefore, is to ensure that the information
provided is meaningful in the sense that it reveals the
interest accurately. Providing context makes for a truly
full disclosure and provides a complete set of data with
which an affected party can more effectively analyze
and manage the competing interests.

Despite proper disclosure, the Brennan study suggests
an unconscious “impulse to reciprocate” for the donation
of items and services renders interactions between
industry and health care professionals by definition
unmanageable.>? Its basis in “soft sciences,” however,
has made the Brennan study vulnerable to skepticism,
especially amongst physicians. The theory can even
be viewed as insulting: few physicians are willing to
risk their professional reputation, let alone the health of
a patient, on the influence of a logo pad or pen.>> More
importantly, physicians generally rely on their training
and experience in their prescribing and decision-
making and are thus unlikely to be persuaded otherwise
in the absence of true scientific data. Unlike conflicts
of interest in other fields, a conflict of interest that arises
in health care is not merely an inquiry into whether
“reasonable onlookers would find it plausible that the
average person could be swayed by a temptation.”*
Physicians are held to a higher standard both legally
and ethically;>® demoting their clinical judgment to
that of the reasonable person seems in and of itself
unreasonable.>®

Information for the purposes of managing untoward
interactions and disclosing conflicts of interests also
has the unintended effect of revealing industry-provider
interactions that lose their value when disclosed before
a specific period of time. Device manufacturers in par-
ticular tend to be smaller start-up companies with little
capital, but conduct research and development for
intricate and sometimes unknown techniques or
equipment. This type of innovation requires expert
knowledge and clinical experience that at times
only few possess: either the company’s investors
or specialists in a field. In addition, consulting or
researching arrangements are sometimes made with

physicians where the physician is so well known in
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his or her community that disclosure of the interaction
will “tip off” competitors as to developing goals of a
company. Under the rebuttable presumption approach,
this situation makes the case for proceeding with an
industry-provider interaction despite a conflict of
interest. More importantly, it suggests that certain
disclosures may cause more harm than good when they
automatically de-value the purposes of an interaction
by negating a competitive edge.

V. Autonomy:
The Overarching Interest

Arguably, “[i]nappropriate industry influence may
be dangerous because it threatens to compromise
physicians’ judgment and prescribing patterns based
on gifts or monetary incentives about which patients
are completely unaware,”” highlighting the value
of individual choice in the health care system.’
When individuals are able to consider personally the
implications that an interaction may have on treatment
received or other health care choices, the principle of
autonomy is maintained. Autonomy requires acquiring
permission to perform medical procedures, providing
ways to accommodate patient participation in treatment
choices, and otherwise diminishing the chances that
their person is abused.” These examples encompass
a right that seems fundamental: the “right to know”
as much information as is available. The value placed
on the patients’ “right to know” in the context of
conflicts of interest mirrors its significance in health care
issues that are similarly value-based, namely, informed
consent and confidentiality of health care information.

That the U.S. health care system is a communal system
with a strong emphasis on individual rights justifies a
recent court decision finding that the free flow of ideas
is fundamental to research and science.®® The holding
that the patients had given up ownership rights to tissue
used in university research studies by granting consent
demonstrates how respect for autonomy sufficiently
mitigates the taking of individual information in pursuit
of greater knowledge.®! Indeed, the premium placed on
providing informed consent is so high that any trade-
offs associated with it, such as the physician’s time
spent supplying the requisite information, are generally
viewed as “de minimus or not worth analyzing. >
Providing for autonomous choice in health care decision-
making protects research and choices in care that would
otherwise be viewed as unusable or compromised.
Likewise, without the disclosure of conflicts of interest,
a patient’s choice of treatment would not be truly
informed and industry-provider interactions would not
move forward in pursuit of improved health care.5

Disclosure of pertinent information enables health care

consumers to make more informed choices.** Thus,
disclosure adequately manages conflicts of interest
because it provides for patient autonomy in health care
decision-making.

There are few cases of documented harm as a result
of conflicts of interest arising out of industry-provider
interactions. Instances where an individual is physically
or financially harmed when confidentiality of health care
records is breached are similarly negligible.®> Even the
recent breaches in confidentiality of “celebrity” health
records at the University of Los Angeles, California
Medical Center, where it would be foreseeable that a
person in the public eye could indeed be injured by the
leaking of health care information, left only the snooping
employees harmed through loss of employment or other
retribution. The outcome indicates that the breach itself
was the offense, not the loss of privacy or release of
information.®® Nonetheless, we continue to “mark”
health care records as confidential and to have strong
negative reactions when that interest is breached.®’

Likewise, protection against even the idea of unseemly
behavior in industry-provider interactions is valuable
in making informed choices, whether or not tangible
“harm” is likely to occur. At the forefront of decisions
regarding the uses and the disclosures of health care
information is the sanctity of the individual’s ability
to make his or her own decisions about those uses and
disclosures. The balance is therefore based on needs:
the patient’s need not to have his or her information
disclosed takes priority over the need of an entity (other
than a covered entity authorized under Health Insurance
Portability and Accountability Act (HIPAA)) to use and
disclose the information.®® By protecting information
about an individual’s state of health, diagnosis, and
treatment, it seems that what we are actually protecting
is the long-regarded principle of autonomy.®

Health care records are confidential because they
contain information that we have determined is the
type of information that we must cover and conceal
to the greatest extent possible. Similarly, we must
balance whether the needs of industry or health care
professionals to keep information undisclosed to
prevent the unintended consequences described above
trump the needs of health care consumers to know
the information in those situations.”’ The trade-offs
that occur when empowering health care consumers
with information must be considered to the extent
that they may harm the patient. Disclosures that lead
to unintended consequences, such as physician recusal
from interactions or other compromises that hinder
innovation, should be better managed because the
patient is at the receiving end of the information. In the
end, the information that is disclosed contributes to the
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patient’s ability to make autonomous choices. As the
beneficiaries of new medical technology, especially
when providers are fully informed on its appropriate
dissemination, the welfare of patients seems to be one
objective that can trump the idea of fully informed
autonomy.

VI. Conclusion

Jerome P. Kassirer, former editor of the New England
Journal of Medicine (NEJM), acknowledges that “[a]t
present, the national mood favors individualism, profits,
and entrepreneurship.”’! The three major stakeholders
in industry-provider interactions, industry, health care
professionals, and health care consumers, all hold
basic interests: financial return, medical innovation,
and autonomy in health care. While seemingly
incompatible, these interests intersect in more ways
than they diverge when all stakeholders gain from the
promotion of these simultaneous objectives.”> When
conflicts of interest threaten to deter a health care player
from realizing its interest, disclosure of those interests
maintains the “status quo.””® The key to enabling each
player to assess the risks and the benefits associated
with moving forward is finding a balance between any
competing interests and the disclosure thereof.’* To
the extent that unintended consequences are mitigated,
disclosure simultaneously promotes patient autonomy
while allowing medical innovation to move forward
through designated interactions aimed at sharing and
exchanging information about health care products
and ideas.
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TESTIMONY: THE STATE ROLE IN THE REGULATION
OF PRESCRIPTION DATA-MINING

Meredith Jacob™

I. Overview

This model testimony is based off of specific testimony
Meredith Jacob has submitted to various state
legislatures advocating the passage of “Data-Mining”
legislation.

Dear Chairman and Members of the Committee:

I am pleased to submit these comments on the practice
of prescriber profiling and the sale of physician-
specific prescription data. My comments provide an
overview of the practice of prescription data-mining, a
review of legislation passed in other states to regulate
it, and an analysis of the recent decision of the United
State Court of Appeals for the First Circuit upholding
the New Hampshire data-mining restriction.

My name is Meredith Jacob and I am a pharmaceutical
policy fellow at the Program on Information Justice and
Intellectual Property (PIJIP) at American University
Washington College of Law. I am here on behalf of
the Prescription Project of Community Catalyst,
as well as the National Legislative Association on
Prescription Drug Prices. PIJIP’s associate director,
Sean Flynn, serves as counsel to the Prescription
Project of Community Catalyst and to the National
Legislative Association on Prescription Drug Prices.
These organizations strongly support the passage
of legislation to regulate “data-mining” by the
pharmaceutical industry.

II. The Use and Abuse of
Prescription Data-Mining

The practice of prescription data-mining dates back to
the early 1990s, when prescription records went digital
and pharmacy benefit managers (PBMs) became
widespread. These organizations sought to digitize
prescription records so claims could be expedited
through an online process, creating the possibility of
quickly transferring the records to others. Over the last
decade or so, a multi-billion dollar “health information”
industry has emerged to buy prescription records from

* Meredith Jacob is a pharmaceutical policy fellow at
the Program on Information Justice and Intellectual
Property (PIJIP) and a recent graduate of the
Washington College of Law. She would like to thank
Sean Flynn for his guidance and for the opportunities
that PIJIP has provided her.

pharmacies, PBMs and other intermediaries to compile
massive databases on the prescribing habits of nearly
every physician and other licensed prescriber in the

country.

The records are then used by pharmaceutical companies
to promote incredibly sophisticated marketing efforts
to doctors. Pharmaceutical companies use the records
to determine which doctors are more susceptible to
various kinds of sales messages, which doctors are
more prone to using new drugs, whether a doctor is
“brand loyal” to a certain manufacturer, and which
doctors should be rewarded for their prescribing
practices with high paying consultancies, advisory
board positions, and scholarships to “educational”
seminars. Data-mining has radically increased the
influence of marketers by allowing them to specifically
observe and reward the most profitable prescribing
practices while tailoring switching messages to those
not using desired products.!

Access to prescribing data stoked a massive increase
in spending and sales force size for individualized
marketing. According to the First Circuit’s examina-
tion of the record in the New Hampshire case, pharma-
ceutical companies spend at least $4 billion annually
on detailing to doctors.

In the decade after IMS Health Inc., a large Health
Information Organization, unveiled its flagship pre-
scriber tracking program in 1993,% spending on detail-
ing increased by nearly 300 percent,® doubling the
number of pharmaceutical sales representatives to
over 100,000.* There is now one pharmaceutical sales
representative for every four to five office-based phy-
sicians in the nation. Because low prescribers often do
not receive sales attention, it has been estimated that
the effective ratio of sales representatives to targeted
doctors is closer to one for every 2.5 doctors. The aver-
age primary care physician in 2004 interacted with a
staggering 28 sales representatives each week.

States are now acting to regulate this use of prescription
data for several core reasons:

[ First, prescriptions are part of medical records that
document private decisions made in the context
of the doctor patient relationship. Permitting
commercial use of these records improperly injects
marketing influence into the exam room.
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W Second, there is a large amount of data displaying
that drug marketers in the United States are exerting
undue influence over the prescribing practices,
which is contributing to irrational prescribing
practices that harm public health and unnecessarily
raise the cost of health care.

I Third, access to this data is corrupting the medical
profession by allowing companies to use advisory
board appointments, consultancies and gifts as
direct payment for observed prescribing practices.

M Finally, doctors themselves are pushing for
this legislation in many states because access
to individualized data is promoting the use of
harassing and vexatious sales practices in which
sales representatives attempt to hold doctors
“accountable” for gifts and promises as they race
toward the massive bonuses companies provide
to reps based on their ability to shift prescribing
practices.

All of these purposes provide ample justification for
state regulation in this area, regardless of any “free
speech” arguments raised by the industry.

I11. State Regulation of
Data-Mining: First Circuit
Upholds the New Hampshire
Prescription Privacy Act

New Hampshire, in passing its Prescription Con-
fidentiality Act,® was the first state in the nation to
ban the trade in prescriber-identified prescription data
for marketing purposes. Following the passage of the
New Hampshire Act, Vermont’ and Maine® passed
laws that give physicians the right to opt-in or opt-out
of sharing their prescription records.

The first-in-the-nation prescription confidentiality
law in New Hampshire was recently upheld under a
constitutional challenge by the First Circuit Court of
Appeals. All three judges on the First Circuit agreed
that the law’s core purpose of curbing irrational
prescribing of higher priced drugs due to undue
influence of marketers was sufficient in itself to justify
any encroachment on the companies’ “commercial
speech” rights. Two judges held that the law did not
actually regulate any speech because prescription
records sold as a commodity on commercial markets
are subject to traditional economic regulation free
of any First Amendment inquiry. The third judge
thought that the law did affect the commercial speech
of detailers, by prohibiting them from informing their
messages with the records, but held nevertheless that
the law was adequately justified.’

The first area of inquiry for the First Circuit was
whether the use of prescriber-identifiable data should
be classified as speech. Here, the court found that the
use of data prohibited by the New Hampshire Act
constituted conduct, not speech. The Court reviewed
other cases where language-related activities were
regulated as conduct, rather than speech, and found
that in the case at hand there was “scant societal value”
to any informational component of the marketing uses
of prescription data.

The Court noted that, in this situation, information had
become a commodity, and could be regulated as such.
The sale of prescription data did nothing to increase
the free flow of information to doctors or patients, or
to inform their decision-making in the marketplace.
Finally, the Court reviewed precedent establishing that
state actions that made speech unprofitable did not
restrict speech, and observed that no provision of the
New Hampshire Act foreclosed publication or open
discussion of prescriber data.

IV. Creating a Full Record

Although the only circuit court to address the issue
unanimously held that states have every right to ban
the sale of prescription records to serve public health
concerns, the litigation in these cases indicates that
legislatures must carefully justify their actions to
survive courtscrutiny. Ifanything, the risks of litigation
for the next state to act in this area have increased. The
pharmaceutical industry is now looking for a circuit
split so it can take this issue to the Supreme Court.

The most important thing this Committee can do—
other than carefully crafting legislation—is to create
a full and persuasive record displaying the reasons for
its action in this area. While data-mining legislation
should not be subject to First Amendment scrutiny,
the Committee should assume that a court may
differ on this opinion and that the law will have to
meet what courts term “intermediate scrutiny.” This
means that the law must directly serve a “substantial
government interest” and be reasonably tailored
to that interest. There is a wealth of documentary
evidence and expert testimony that can be brought to
bear on these issues.

Regulation of Data-Mining Prevents Undue
Influence in Pharmaceutical Marketing

States have a paramount interest in combating undue
influence of pharmaceutical marketers over prescribing
decisions. Nearly all direct-to-prescriber marketing
is one-sided because only the most expensive and
profitable medicines, that is branded blockbuster
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drugs, are marketed through in-person detailing.!?
Access to prescribing data aggravates the negative
impact of this one-sided information market by
permitting branded medicine marketers to observe
and reward favored prescribing behavior.!! The most
favored prescribers can receive hundreds of thousands
of dollars in payments from drug companies for
speaking engagements, research, and sitting on various
advisory boards.!?

Numerous studies and investigations have documented
a significant, measurable, and increasing influence of
direct-to-physician marketing by convincing doctors
to adopt prescribing practices that are contrary
to clinical guidelines and the weight of objective
scientific evidence.!> An exhaustive data synthesis
from over 500 published studies has found conclusive
evidence that pharmaceutical detailing guided by
access to prescribing data “impact[s] the prescribing
practices of residents and physicians in terms of
prescribing cost, non-rational prescribing, awareness,
preference and rapid prescribing of new drugs, and
decreased prescribing of generic drugs.” ' The same
study concluded that meetings with pharmaceutical
representatives had a direct relationship to physician
requests to add drugs to a formulary that had “little
or no therapeutic advantage over existing formulary
drugs.”’®

Data-Mining Fueled Marketing Increases
Cost Without Benefit to Patients

The aggregate financial costs to society of undue
influence by pharmaceutical marketers are enormous.
Many examples exist exhibiting the successes of the
super-charged pharmaceutical marketing system at
shifting massive amounts of prescriptions toward
newer, more expensive drugs that do not benefit
patients. In 2007, while generic medicines accounted
for 65% of prescriptions filled, generics were only
responsible for approximately 20% of prescription
costs.!® Reducing the non-medically appropriate
overuse of branded pharmaceuticals is essential to
controlling health care costs. Another study found
that approximately 40% of Pennsylvania Medicare
patients on antihypertensive therapy were being
prescribed medications at odds with clinical guide-
lines, at a cost of $11.6 million per year in that state
alone. Extrapolated to national levels, that same study
found that marketing-driven non-rational prescribing
costs the nation $1.2 billion for that class of drugs

alone. 17

Increased Prescription Costs Reduce
Access to Medicines or Force Patients to
Cut Spending on Other Necessities

Increased cost of medications has a direct effect on
patient health. In 2007, a review of medical literature
found that up to 32% of seniors took less medicine
than prescribed in an effort to reduce costs.!S When
data-mining drives the prescription of more expensive
alternatives, patients are needlessly forced to make
purchasing decisions that can endanger their health.

Data-Mining Accelerates
Unsupported, Overly-Broad Adoption
of the Newest Drugs

One of the clear effects of data-mining in marketing is
that it demonstrably shifts prescribing patterns toward
newer drugs. But now there is a growing awareness
that the rapid uptake of new drugs may threaten patient
health in many areas where older therapies should
remain the first line drugs of choice.!” Newer drugs
often have unknown side effects and less developed
safety profiles, in comparison to drugs that have been
on the market for significant periods of time.

This effect can be seen in the incredible marketing
push and resultant prescription surge for Vioxx,
Celebrex, and other COX 2 inhibitors, despite the lack
of any conclusive medical evidence that they were
more effective than older pain medications, or that
the reduction in gastric side effects were significant
for most patients. In the case of Vioxx, aggressive
marketing using prescriber data helped facilitate
the widespread adoption of a drug that was far more
dangerous to patient health than existing alternatives
or than the company’s marketing messages admitted.

Regulation of Data-Mining Maintains
Standards in the Medical Profession

Many physician organizations advocate an end to
prescriber-identified data trading for marketing
purposes because the practice threatens the ethical
standards of the profession and jeopardizes physicians’
relations with patients by permitting pharmaceutical
companies to give pecuniary rewards to medical
professionals based on their prescribing habits.

Gift bans and reporting are one good policy tool.
But it is difficult and perhaps impossible to ban all
payments to doctors by pharmaceutical companies,
because some legitimate roles exist for physicians in
clinical trials and other consulting roles. By banning
sale of prescriber data, we can eliminate payments to
physicians based on the drugs they prescribe, rather
than work they do.
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Regulation of
Data-Mining
Protects Doctors
Against Vexatious
Sales Practices

By banning sale of
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Doctors are pushing many
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work they do.

frequent marketing calls
on consumers by limiting
marketers’ access to iden-

tifying information. In the
case of medicines, it is the doctors who make the purchasing decisions
for the ultimate consumers of the product; therefore, they receive the large
majority of all marketing efforts.

In addition to being harassing by its sheer volume, access to prescriber
histories increases the prevalence of coercive marketing practices in
individual sales calls. Sales representatives use this data in increasingly
obnoxious ways to hold prescribers “accountable” for their marketing
messages and gifts, including by telling prescribers that they are being
monitored and that the free lunches and gifts will dwindle if they do not

meet the marketers’ expectations.?!

Regulation of Data-Mining Protects
Patient Privacy

Patients have the strongest possible interest in not having their treatment
histories subjected to surveillance and lobbying by pharmaceutical
companies. But this interest cannot be protected by the removal of patients’
names alone. Patient de-identification is not complete with the removal
of names and addresses. The data can still be used to track an individual
patient, identified with a unique numerical identifier that carries forward
through time.?> With access to prescriber identities and “anonymized”
patient data, a pharmaceutical company can observe a specific treatment
event for a particular patient, like the switching of a prescription, and
respond with an individualized marketing campaign at the prescriber to
change that treatment. This insertion of the pharmaceutical company into
the monitoring and influence of the patient’s treatment is an invasion of
privacy of the most odious kind: one that directly affects the treatment
course of the patient for the pecuniary interest of another through a breach
of confidentiality that is nearly impossible to detect.

Thank you for this opportunity to testify.
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TECHNOLOGY MEDIATED DISPUTE RESOLUTION
AND THE DEAF COMMUNITY"

David Allen Larson™ and Paula Gajewski Mickelson™"

The work of American Sign Language (ASL)/English
interpreters is filled with complex interpersonal,
linguistic, and cultural challenges. “Interpreting is
a discourse process in which interpreters are active
participants who need to . .. understand interactional
behavior as well as explicit ways in which languages
and cultures use language ... interpreters make
intentional, informed choices from a range of
possibilities.”! The decisions and ethical dilemmas
interpreters face on a daily basis are countless and the
potential for disagreement regarding those decisions
is great. Technology Mediated Dispute Resolution
(TMDR)? processes can be particularly helpful when
misunderstandings and conflicts arise. Conversely, the
communication skills that the Deaf Community and
interpreters employ routinely can provide valuable
insights for everyone who uses new technologies to
communicate and resolve disputes.

When a consumer or colleague believes a working
interpreter has violated the underlying principles and
guidelines set forth in the 2005 NAD-RID Code of
Professional Conduct (CPC),> he or she may file a
grievance at the Registry of Interpreters for the Deaf
(RID), a national professional organization for sign
language interpreters and transliterators. The RID,
established in 1964 and incorporated in 1972, has
experienced a short history of vigorous growth and
development. The formative first eight years included
publication of the first Code of Ethics for sign language
interpreters. The Code is not revised often; the most

* An earlier version of this article appeared in
10 Cardozo J. Conflict Resol. 1 (2008).

** Professor of Law, Senior Fellow and former Director,
Dispute Resolution Institute, Hamline University
School of Law. Professor Larson was a member
of the American Bar Association’s E-commerce
and ADR Task Force, was one of the founders of
the International Competition for Online Dispute
Resolution (“ICODR”), created the ADR and
Technology course for Hamline University, and was
a U.S. West Technology Fellow. He is an arbitrator
for the National Arbitration Forum, was the founder
and Editor-In-Chief of the Journal of Alternative
Dispute Resolution in Employment (“CCH Inc.”),
was a Hearing Examiner for the Nebraska Equal
Opportunity Commission, and served as an arbitrator
for the Omaha Tribe. He is a Qualified Neutral under
Minnesota Supreme Court Rule 114. His other articles
discussing Technology Mediated Dispute Resolution
are available at http://ssrn.com/author=709717 and he
can be contacted at dlarson@hamline.edu.

sk

recent revision was approved and released in July,
2005. The 2005 NAD-RID CPC is now the document
professional interpreters, transliterators, and students
of interpretation look to for guidance.

The RID maintains a triad of programming which
includes the Ethical Practices System (EPS), the
National Testing System, and the Certification Main-
tenance System. These complementary programs
support and enforce the quality of service and ethical
behavior expected from professional Sign Language
interpreters. They include both the CPC and a mediation
system to address grievances filed against interpreters.
If mediation fails to resolve the conflict in a manner
that satisfies both the complainant and the working
interpreter (the respondent), then the complaint is
referred to a formal adjudication process.* Mediation,
however, has become the core process of the EPS.

David Allen Larson previously addressed the
opportunities and dangers inherent in technology.

Department Chair of the ASL & Interpreting
Department at the College of St. Catherine (CSC),
MA, CI, CT, NIC: Advanced. She has been in the
interpreting profession for over twenty-four years
and holds degrees in Educational Interpreting,
Human Service Administration/Human Resource
Development and Organizational Leadership with

a concentration in Alternative Dispute Resolution.
She currently serves on the Code of Professional
Conduct Review Committee for the National
Registry of Interpreters of the Deaf (RID) and was a
partner and co-founder of SLICES—an organization
that specialized in Sign Language Interpretation,
Consultation & Education Services. She has given
over 50 presentations, seminars and workshops

for interpreter practitioners on a variety of topics,
including conflict management and dispute resolution,
interpreter role and ethical decision making and can
be contacted at plgajewski-mickelson@stkate.edu.
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Larson believes that Alternative Dispute Resolution
(ADR) practitioners and theorists must study the way
in which individuals increasingly use technology
to communicate. Those practitioners and theorists
then must determine how those technologies can be
integrated into dispute resolution processes most
productively. He offers three distinct reasons why
we need to approach technology in this manner: (1)
teens and preteens rely heavily on technology to
communicate and we need to become competent in
those technologies; (2) fuel prices continue to rise
and technology allows us to communicate effectively
without incurring travel expenses; and (3) security
concerns have made physical travel less convenient
and perhaps less safe.’

This article examines the mediation process within
the RID EPS and suggests when and how technology
may be utilized to enhance that process. Background
information regarding the interpreting profession,
the Deaf Community, and the process for filing and
reviewing grievances will provide a context for this
discussion. An overview of the technologies already
being used within the Deaf Community and the
interpreting field will help to determine where new
technologies can be introduced most effectively.
Each of the three steps in the EPS will be analyzed to
assess how additional technologies can be integrated
productively. Finally, peripheral activities surrounding
the EPS and mediation process will be identified,
highlighting elements in which technology may be used.

I. The Interpreting Profession

At its most basic level, interpreting is the process of
facilitating communication between two or more
parties who do not share a common language. The
work of ASL/English interpreters incorporates spoken
English and ASL or, in recognition of the linguistic
diversity within the American Deaf Community, a
variety of signed English and ASL. Researchers in
the field further define interpreting by addressing the
complex relational, linguistic, and cultural elements
inherent in an interpreter’s work and decision making
processes.® For instance, Dennis Cokely defined
interpretation as:

The competent and coherent use of one naturally
evolved language to express the meanings
and intentions conveyed in another naturally
evolved language for the purpose of negotiating
an opportunity for a successful communicative
interaction in real time within a triad involving
two principal individuals or groups who are
incapable of using, or who prefer not to use, the
language of the other individual or group.”

In Cokely’s article, “interpreter” is defined as a pro-
fessional possessing cultural competence and linguis-
tic fluency who facilitates communication between
Deaf and non-Deaf individuals in a variety of set-
tings. Inherent in this definition are the complexities
illustrated in Cokely’s previously noted definition.
The generic term Deaf is used to represent consum-
ers of interpreting services in the United States who
use Sign Language to communicate. The term includes
not only members of the American Deaf Community
who use ASL, but also individuals who use a variation
of signed English.

Many people mistakenly assume that ASL is simply
English on the hands. Nothing could be further from
the truth, as is pointed out by Baker-Shenk & Cokely
(1980) in their timeless text for teachers of ASL and
Deaf Culture entitled American Sign Language: A

Teacher s Resource Text on Grammar and Culture:

The vocabulary and syntax of English have
developed within a community of users who
can speak and hear. ASL, however, is a visual-
gestural language with its own vocabulary and
syntax. The vocabulary and syntax of ASL have
developed within a community of users who
rely upon their bodies and eyes. The differences
between these two languages in the areas of
vocabulary and syntax are significant.®

Interpreters work in a variety of settings including,
but not limited to, legal, medical, employment, social
service, and educational. The decisions interpreters
make in each of these environments can make an
indelible impression on the lives of those involved. The
depth of this impact is keenly assessed by Cokely:

As individuals, and certainly as interpreters/
transliterators, we face choices that can have
profound effects on other people and their
lives—choices of how we will act in certain
situations. The choices we make, and the
actions that follow from those choices, can
uphold or deny the dignity of other people, can
advocate or violate the rights of other people,
and can affirm or disavow the humanity of other
people.’

To say the work of interpreters is complex and
therefore ripe for conflict could be described as a gross
understatement. Nonetheless, interpreted exchanges
occur successfully a great majority of the time. There
are times, however, when consumers or interpreting
colleagues believe a working interpreter has made an
unethical decision warranting attention by the Ethical
Practices System (EPS) of the RID. When that situation
occurs, the objecting party can file a formal grievance.
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The RID, the national professional organization of interpreters in the United
States, understands that conflicts can escalate into an experience that is
both unfortunate and harmful for all parties involved. The EPS Policy and
Procedures Manual points out that the RID encourages parties to make
every effort to resolve the conflict on their own. The parties should attempt
to clarify the dispute with one another and refer to the CPC and RID staff
for further assistance.'” RID also acknowledges that for a variety of reasons
some disputes may not be independently resolved and that individuals may
choose to file a formal grievance.!! The Manual is written in a first-person
narrative directly to the complainant and thoroughly describes the process
for filing a grievance.

A complaint, as defined in the Manual, must: (1) be based on the possible
violation of the official NAD-RID CPC; (2) be filed due to an incident
related to the provision of interpreting services; (3) describe an incident that
occurred after the interpreter’s services were contracted through a verbal or
written agreement, either on a paid or volunteer basis; and (4) be filed as
a result of the contracted interpreter’s conduct prior to, during, or after an
interpreting assignment.'?

The complaint may be submitted in written English, or videotaped and
submitted in ASL, and must be received by the RID within 90 days of the
alleged violation."* Once the complaint has been received, intake begins
(the first of the grievance procedure’s three processes: intake, mediation,
and adjudication). During the intake process, the complaint is reviewed
by RID national office staff and is either accepted because it meets all of
the conditions required of a complaint as defined above, or it is rejected

because it does not satisfy one or more of the same criteria.

Mediation is relatively new to RID. Mediation is a problem-solving
process in which a neutral third party engages the disputing parties in a
conversation, helps them define the problem, identify their interests and
work towards resolution. Mediators, unlike arbitrators and judges, do not
issue an award or render a judgment. Mediation became an integral part
of the grievance process in 1999 as a result of motions that were passed
by the membership and Board of Directors.!* The minutes from the 1999
convention reveal two reasons why the membership included mediation
in the grievance process: (1) the desire that grievances be processed in a
timely manner; and (2) the belief that ADR was the most cost-effective
approach.!> Although these reasons typically are relevant whenever one
considers any ADR process, TMDR processes are particularly well suited

to address these concerns.!®

Since 1999, nearly 160 complaints have been filed against interpreter
practioners, with over 30 ending with mediated agreements.'” The
mediators are members of the National Association of the Deaf (NAD) and/
or the RID and are “interpreters and Deaf individuals who have completed
professional mediation training through RID. All of the mediators are fluent
in ASL and knowledgeable in Deafness and the interpreting process.”'®
RID generally sends a team of mediators (frequently a Deaf person and an
interpreter) to each session and chooses the team based on their availability
and their geographic location.!® In an effort to increase the comfort levels
and respect the privacy of the complainant and respondent, RID tries to
send mediators from outside of the geographic region where the mediation
will take place.?”
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If a resolution is reached, then a mediation agreement is written by the
mediator, signed by both parties and filed with RID.?2! The RID EPS
coordinator or designee monitors the terms of the agreement.”> Once the
terms are satisfied, the case is closed.?® If an agreement is not reached, then
a non-agreement form is signed by both parties and the original complaint
is referred to the next step in the grievance process, adjudication.?*

A panel of three peer adjudicators evaluates the evidence of the alleged
violation and determines whether the action was in violation of the NAD-
RID Code of Professional Conduct.?> If a violation is found, then the panel
determines the necessary sanctions (in contrast to a mediator).2°

Relying upon the preceding description of the interpreting profession, the
Deaf Community, and the grievance filing process this article will now
explore how technology can be further integrated into the RID Ethical
Practices System. Section II will analyze how technology is being used in
TMDR systems and then suggest how those technologies can be combined
with the technological advances already adopted in the Deaf Community
and interpreting profession.

I1. Technology

Technology has not been embraced by alternative dispute resolution
practitioners. Regardless of whether dispute resolvers are intimidated by
technology, are creatures of habit, or simply are convinced that traditional
face-to-face approaches are more productive, neutrals are not recognizing
technology’s potential. There are certain populations and circumstances,
however, which are uniquely prepared for TMDR. The Deaf Community,
for example, has demonstrated that technology facilitated communication
can be very effective. Deaf people are well-positioned both to increase
reliance on technology in their own dispute resolution systems and to
teach other communities how technology can improve communication and

dispute resolution.

A. Technology and ADR

TMDR includes and expands upon the potential for problem solving offered
by online dispute resolution (ODR). Parties communicating online can send
e-mail, meet in secure online virtual spaces, chat using instant messaging,
exchange messages on listserves, stream video, or videoconference. ODR
systems can facilitate negotiation or mediation or they can offer virtual juries
and different arbitral processes.”’” Some commentators still use the term
ODR even when online communication is used in combination with more
traditional offline forms of technology based communication such as fax,
telephone, and standard mail.>® Other terms have been used in the literature
to represent technology facilitated communication, such as computer
mediated communication (CMC) and information and communication
technologies (ICT).?? Technology Mediated communication (TMC) is a
term describing communication facilitated by technology. If one relies
on TMC to resolve a dispute, then he or she is engaged in Technology
Mediated Dispute Resolution (TMDR), a term that embraces the full range
of technology-based communication options as opposed to focusing solely
on online communications.>® For purposes of this paper, the focus on a
holistic view of the technology reflected in TMC and TMDR will be used
when considering the application of technology to the RID EPS.
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The fact that
technology allows
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communications,
review them on
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perhaps correct or
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are communicating In
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Technology can improve dispute resolution processes.
It does not take much imagination to recognize
that technology can save parties both money and
Additionally,
more comfortable relying on technology mediated

time. certain individuals may be
communications rather than face-to-face exchanges.
The fact that technology allows parties to preserve
communications, review them on demand, and perhaps
correct or further explain those communications can
be invaluable where two parties are communicating
in different languages. When an interpreter, a Deaf
person, and a mediator (or a team of mediators) are
working together the parties are likely to communicate
in ASL. It is likely that ASL is not the native or natural
language of one or more of the parties. As a result, it
might prove very helpful if their communication can be

reviewed repeatedly or supplemented.’!

There are, of course, challenges. When parties do not
have equivalent experience, access, or skills concerning
technology every effort must be made to minimize or
eliminate those disparities. When dispute resolution
system designers begin relying on video all parties
will need an infrastructure sufficient to support that
technology. The specific technologies employed must
be accessible to each individual.

When the Deaf Community does not participate in the
design of a technology based communication system,
that system may not be accessible. The accessibility
concern is shared by individuals with a wide variety
of disabilities. The danger is so real that on December
21,2007, the U.S. House of Representatives responded
by releasing a draft of the “Twenty First Century
Communications and Video Accessibility Act.”?
This draft addresses, among other issues, hearing aid
compatibility, relay services, internet-based services and
equipment, universal service support, closed captioning
decoding (expanding requirements from televisions
with screens thirteen inches or larger to all video devices
that can receive or display simultaneously transmitted
video and sound), video description capabilities, digital
television technology compatibility, and conspicuous
first level on-screen menu access for closed captioning
and video description user interfaces.>?

Technology can protect parties from uncomfortable
or threatening face-to-face confrontations and offer
vulnerable individuals a place where their communi-
cations can appear as forceful as the statements of
someone who is physically much larger and louder.
That said, technology is not a panacea and parties still

can be victimized.

Cyberbullying is a fact of life in Cyberspace. For
example, approximately one-third (32%) of the 935

teenagers surveyed by the Pew Internet and American
Life project report that they have been the targets
of behaviors ranging from annoying to potentially
menacing.>* The unwelcome conduct includes sending
threatening messages, forwarding e-mail and text
messages without consent, posting pictures without
permission, and spreading rumors online.>> Yet there
is evidence that virtual spaces provide more protection
from bullying than one finds in the physical world.
Two-thirds (67%) of the surveyed teens agree that
bullying and harassment occur more often offline than
online and less than one-third (29%) report that this
unwelcome conduct occurs more frequently online.3¢
Despite the relative safety that virtual environments
offer, cyberbullying is a very real concern and a danger
about which individuals must remain vigilant.

Parties sometimes believe that when they engage in
technology-based communications, as opposed to face-
to-face communications, they cannot create the trust
that may be required to resolve a dispute. While the
specific strategies and techniques employed by neutrals
to establish trust may have to be adjusted when working
in a virtual environment, principles and concepts basic to
any dispute resolution process still provide guidance.

Katsh and Rifkin assert that there are three fundamental
features that must be considered when developing
an ODR or TMDR system: convenience, trust, and
expertise.’” A convenient process must be accessible
both financially and physically and the process must
be user-friendly. Katsh and Rifkin recommend that,
“the convenience level must be set at the lowest

common denominator.”38

The parties must at some minimal level trust each
other, the technology, and the third-party neutral(s).
The importance of trust in this environment cannot
be overstated: “while a lack of convenience creates a
feeling of frustration, lack of trust results in a feeling of

risk.”3?

Finally, a TMDR/ODR system must offer expertise. A
system that provides expertise does not simply produce
useful information. That system also will provide
a valuable process; a process that keeps the parties
engaged and moving towards a resolution.*? Collecting
and sharing information will not be sufficient. The
parties must believe that the technology adds value
beyond what they could accomplish on their own.

Katsh and Rifkin provide a graphic illustration of
this concept in the form of a convenience, trust, and
expertise triangle.*! The emphasis placed on each of
these three features, and thus the shape of the triangle,
will vary depending upon the parties involved and the
circumstances. If a problem is particularly troubling,
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for example, then the parties may be willing to participate even though
the process is not particularly convenient. In this situation, the shape of
the triangle changes and becomes elongated. The convenience feature is
represented by the short side of the triangle and the trust and expertise
features appear as longer sides.*> The respective weights that are assigned
each feature require careful consideration.

B. Technology and the Deaf Community

Technology is not new to the Deaf Community. Deaf people have a long
history of creatively adapting technology to help them live in a non-Deaf
world. For instance, they use various visual signaling devices to alert
them to crying babies, doorbells, and phones ringing. They used caption
decoders before laws mandated that texting technology be included
in televisions. Deaf persons have long used various technologies to
communicate when face-to-face meetings were not possible.*?

The first Teletypewriters (TTYs), also known as Telecommunication
Devices for the Deaf (TDDs), were Western Union tele-
typewriters with a phone coupler attached.** These
devices allowed Deaf people to use the telephone
and call others with similar machines, typing
messages to one another.** TTYs provided
significant independence for Deaf and
hard of hearing individuals who no
longer needed to rely on others to make
telephone calls on their behalf. Despite

the benefits of TTYs, there also were
drawbacks. Typed conversations took
much longer to complete than spoken
communications. As a result, Deaf
people incurred higher phone bills,
particularly when they made numerous or
lengthy long-distance calls.*® This situation
eventually was remedied by legislation that
provided discounts on phone service to Deaf and
hard of hearing people.*’

When cell phone and instant messaging users send cryptic

text messages to each other it might appear that nuance, tonal cues, and
emotional cues are sacrificed in exchange for speed and efficiency.*® Yet
if we look to the Deaf Community, we can see that cues are communi-
cated and that emotions, even subtleties, are not an inevitable casualty of
a text-based communication system. Long before a colon, a dash, and a
half parentheses conveyed a positive mood with a smiley face :-), the Deaf
Community was communicating emotion—ha ha (laughter), ILY (I love
you), OXOX (hugs and kisses) and SMILE (conveys you are smiling)—
and using “cryptic messages” as a strategy for making the TTY conversa-
tion more efficient—CUL (see you later), msg (message), mtg (meeting)
and NP (no problem).*

As a result of widespread adoption of e-mail, instant messaging, and text-
messaging (short message service known as SMS*?), technology users
throughout society are learning how to communicate emotion in a text-
based environment. Individuals can use text-markers that underscore
or emphasize important ideas.’! Additionally, sensory words can create

images and a feeling of physical presence, for instance, when one states “I
feel,” “I sense,” or “you’ve got me scratching my head.”?> One should not
use sensory words indiscriminately and must be careful regarding
assumptions whencommunicating inatext-based environment. Braeutigan’s
examples include “I see” and “so, what I am hearing.” Message recipients
who are not able to see or persons who do not hear may not appreciate
references to senses they do not possess. If one makes sensory allusions
within a question rather than a statement, for example, and asks repeatedly
“Do you hear me?,” then that characterization may interfere with the effort
to build trust and rapport.

When the Americans with Disabilities Act (ADA) was enacted in 1990,
the Telecommunications section required that telecommunications relay
services be provided for people who are Deaf or hard ofhearing.>3 Telephone
relay services (TRS) employed hundreds of operators across the country,
connecting Deaf and hearing callers by reading what the Deaf caller typed
on their TTY and typing back to the Deaf caller what the hearing person

said. Over the last decade, however, TTYs have been moved
to storage closets as a back-up communication device
and have been replaced by pagers, Sidekicks,
and most recently, videophones.

In the mid-1990s,
advances offered a new twist on the

technological

traditional relay service-video relay.
Deaf people used videophones and
the internet via high-speed services
to connect with a communication
assistant (a qualified interpreter)
who dialed the non-Deaf caller on
a traditional phone and interpreted
the call.** The initial technology was
grainy and did not offer a very clear
picture, but that has since changed and
now many Deaf people are communicating
with each other via videophones and using
video relay services (VRS) on a daily basis.

The impact of this technology on the Deaf Community
cannot be understated. In the spring of 2007, the National Association of
the Deaf (NAD) and others hosted a demonstration of Video Relay Service
in the U.S. Senate and House of Representatives.”> The NAD President,
Bobbie Beth Scoggins, declared “[b]eing able to communicate in American
Sign Language when making telephone calls levels the playing field for
Deaf consumers. Interested persons attending the event will see how
VRS works firsthand and gain a greater understanding and appreciation
of its far-reaching value to the American Deaf community.”® Scoggins’
comments are noteworthy in that they underscore an inherent advantage
realized in VRS services and videophones: Deaf people can communicate
in their natural language, American Sign Language. Although TTYs,
Sidekicks and other text-based technologies were appreciated and utilized,
those English language based devices required Deaf users to communicate
in literally a second language. Consequently, users confronted the same
challenges faced by other second language speakers and the risk of
misunderstandings and misinterpretations increased.
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In fact, in light of the
oppeortunities that
technology offers,
Deaf children may

be even more

engaged with

technology than their

peers who are

not Deaf.

The exponential increase in the use of videophones
and VRS®7 is only one example of how technology
has impacted the Deaf Community. The Community
also is finding an ASL-friendly medium in YouTube’®
and V-logs.®® While YouTube contains postings from
both Deaf and non-Deaf people about a wide range of
topics, V-logs increasingly are being used to conduct
rich discussions about significant ASL and Deaf
Culture issues in ASL. V-logs are a form of blogs.*
Although V-logs, or video logs, can be used for a
multitude of purposes, Deaf individuals use V-logs to
post ASL messages they have recorded.

Although there is much talk in the Community about
the affordability of, and access to, high-speed internet
options for Deaf and hard of hearing people, the
equipment is readily available. Many VRS providers
offer Deaf consumers free videophones and education
on how to use the technology and VRS services.%!
The services are free of charge to the end users
because the Federal Communications Commission
(FCC) administers the program that supports VRS and
reimburses providers on a per-minute basis for calls
processed.®?

Larson describes Millennials as “digital natives ina land
of digital immigrants.”®?
no different. In fact, in light of the opportunities that

technology offers, Deaf children may be even more

Deaf children are certainly

engaged with technology than their peers who are not
Deaf. Deaf children who are growing up in homes
with videophones and Sidekicks and posting V-logs
on the Internet may not worry whether there are TTYs
stored safely in the hall closet, “just in case.”

C. Technology and the Interpreting
Profession

The profound impact that technology and VRS have had
on the Deaf Community also is felt by the interpreting
profession. Many interpreters, particularly those who
interpret in their own private practice on a freelance
basis, have utilized various technologies both to stay
connected with their clients and to run their businesses
more efficiently. Technology’s impact on the
interpreting profession can be observed, for example,
in the June 2007 issue of the VIEWS, the monthly
newsletter published by the Registry of Interpreters
for the Deaf. The entire issue is devoted to technology,
distance communications, and video interpreting.
RID President Angela Jones’ article outlines the
different ways RID has embraced technology, which
includes forming Yahoo! groups® for activities of
various committees and task forces, videophone usage
by all RID board members, the unveiling of a new
and improved RID website,% and the implementation

of a policy regarding the use of traditional e-mail as
well as the use of video e-mail.® Jones embraces
the message of John S. Parke, President and CEO
of Leadership Synergies, LLC, who declares: “As
technology continues to dominate our society, it is
vital for organizations—particularly nonprofits—to
stay ahead of the game. Board members of nonprofits
should recognize how some of the latest technology

could spur their organizations to new heights.”¢’

In the same issue, Weisenberg and Garcia offer
words of caution with regard to VRS and its impact.
They suggest that a history similar to that seen in the
industrial revolution may be repeating itself with the
advent of VRS, routinizing and depersonalizing the
work of interpreters.®® Recognizing that one must be
attentive to the short- and long-term implications of
VRS for the Deaf Community and interpreting, the
RID leadership nonetheless is modeling ways in which
technology can be used productively.

II1. Technology and the RID
Ethical Practices System

As illustrated above, Deaf Community members
consciously, creatively, and routinely have adopted
various technologies in order to live in a non-Deaf
world. Many interpreters and neutrals, however, have
not been as proactive. Although some interpreters
and neutrals have embraced technology with a passion,
it is not difficult to sympathize with those who have not
adopted the most recent technologies. In light of the
pace at which technology is advancing, it sometimes
seems impossible to stay informed. Nonetheless, it is
important to consider the ways in which technology
can improve dispute resolution processes for everyone
involved—parties, neutrals, and interpreters. When
considering which forms of TMC could be used most
effectively in the RID EPS, one must focus on both the
people and the context.®

The parties most likely to be involved with disputes
processed by the EPS are Deaf people, non-Deaf
consumers, and interpreters. Deaf people, interpreters,
and neutrals involved in EPS mediations typically have
used some form of technology-assisted communication
in the past. Regardless of one’s initial comfort level
with technology, the RID is encouraging the use of
technology. Accordingly, it makes sense to explore
how technology mediated communications can be
integrated into the current EPS system.

Individuals participating in the EPS may have
dramatically different levels of experience and comfort
when it comes to technology. Consequently, a variety
of technologies must be available that lend themselves
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to different combinations. EPS coordinators and/or the mediators first must
assess a party’s abilities concerning technology. Although the simplest
solution is to employ the technologies that represent the lowest common
denominator, one should not assume that the parties will be unable or
unwilling to be educated regarding more sophisticated technologies.

The Deaf Community is not populated by technophobes. The challenge,
in fact, may be to educate the interpreters, neutrals, and the non-Deaf
participants. Because Deaf people will be involved in nearly every dispute
resolution process, either as complainants, respondents and/or mediators,
videoconferencing and video-based technology appear to be most
compatible with the visual-gestural nature of ASL. Additionally, given the
popularity of video-based technology in the Deaf Community in V-logs,
videophones and VRS, it is likely that many Deaf people will have some

level of familiarity and experience with this technology.

Most video-based technology supports a synchronous process, allowing
disputing parties to communicate in real-time with each other and the
mediators. Asynchronous TMDR does have certain advantages, however,
which the RID EPS and participants should not ignore. An asynchronous
communication system provides opportunities for careful review before
a participant transmits a hurried message, lets heated and unproductive
emotions cool, allows for research and consultation before each
communication, and creates flexibility and convenience when it comes to

scheduling and participation.

There are disadvantages to an asynchronous system. For example, anyone
who has sent an e-mail message and, while waiting for a reply, felt his
or her emotions drift from eager to puzzled to anxious to irked to angry
can appreciate one of the difficulties associated with asynchronous
communication. When one party does not reply promptly and does not
provide an explanation for the delay, a conversation that was developing
productively can instead deteriorate rapidly.

A dispute resolution process designer should invest the time necessary
to identify specifically the advantages and disadvantages of each TMC
option. The process available for each dispute does not need to be
identical. Nonetheless, in light of the Deaf Community’s familiarity with
technology, disputing parties usually should be given synchronous, video-
based communication options as well as the opportunity for asynchronous
communication. Videophones, for example, can be incorporated into the
Ethical Practices System.

Videophones have specific system requirements that must be satisfied in
order for the technology to function properly. Each VRS service provider
makes recommendations regarding the specific requirements needed to
support their service. All the service providers are governed by the FCC.”°
The FCC requires videophones to be compatible across systems.

According to CSDVRS,”! computers must have: Pentium I11-800 MHz or
higher processor, 8MB video card (16 MB video card is recommended),
16K color (minimum), 256 MB RAM, 20 MB free disk space, USB based
web cam, cable, DSL, or other broadband Internet connection.”? The
minimum Digital Subscriber Line (DSL) or cable speed needed to support
VRS are 256 Kbps upload and download speed; 256kbps upload and
download speeds or higher are recommended for optimal use and clarity.”?
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The web cameras CSD VRS recommends include the Logitech Quickcam
for Notebook Pro or the Logitech Quickcam Pro 4000 or 5000.7* The
camera must have a CCD sensor—CMOS sensors are not recommended
because they may slow down the videoconference capabilities.”> Sorenson
VRS manufactures the Sorenson VP 100, Sorenson VP 200, and the i2eye
D-link videophones that they exclusively distribute.”® The Active X and
Net Meeting software also are required to support VRS calls and may be
downloaded via a link available on the CSD VRS website.”’

Other videoconferencing technology may be an option when considering
TMDR and RID. For example, the College of St. Catherine in St. Paul,
Minnesota uses a Tandberg 3000 MXP Video Conferencing System, which
provides excellent quality video transmission for ASL users to communicate
from distant locations.”® The connection is made via Internet2, which
provides greater capacity and much faster connectivity than the regular
Internet.”® The system supports direct point-to-point connections; bridging
technology is available that will allow multiple sites to connect.®’ This
Internet2 system functions at about 1500 MHz and is available at most
Level 1 educational institutions and some businesses.?! Although one
could construct a similar technology infrastructure, one also could simply
create partnerships or negotiate a license for limited access at colleges and
businesses.®? Additionally, videophones could be used immediately to
support mediations within RID’s Ethical Practices System without having
to develop an independent infrastructure.

Finally, Communication Service for the Deaf (CSD) is a non-profit
agency serving Deaf and hard of hearing people in offices located across
the country. They currently use videoconferencing systems for point-to-
point connections. These systems also can be used in the EPS. The CSD
videoconferencing systems use Polycom systems or [P-based systems using
h.323-based technology.®? The Polycom PVX system is a personal video
conferencing solution that extends the quality of h.323 videoconferencing

to the user’s PC and webcam.®*

A. Recommendations for the RID Ethical Practices System

Certain communities and populations are well positioned to integrate more
technology into their dispute resolution processes. The Deaf Community
is one of those communities. While it is important to identify communities
that are prepared to increase their reliance on technology, that identification
should not end the inquiry. It also is important to take the next step and
provide specific examples of how technology can improve a community’s
dispute resolution process. This section describes the RID Ethical Practices
System and then makes recommendations as to how technology can
improve those practices concerning intake, mediation and adjudication

i. Intake

There are several ways in which technology could improve the intake
process. First, the initial stage of intake would be improved if greater
information about the EPS, including the EPS manual, was provided in
ASL and in a video format. Second, notice that is currently sent via post to
inform parties about whether a complaint is accepted into the system for
further processing or is rejected could be more efficient if it is also sent by

e-mail.
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Medliations will be
mast successful
when the parties’
substantive and
procedural interests
are addressed

as effectively as
possible. When

the parties have
expressed a strong
preference for using a
particular technology,
then a mediator

who cannot use that

technology is not the

appropfiate person to

assist those parties.

a. Recommendation One

Complainants typically access the EPS Policy and
Procedures manual online via the RID website.®’
Forms can be printed off the website, completed, and
sent to the RID National Office, or complainants can
videotape responses to the introductory questions and
submit their complaint via videotape.3¢

This initial stage would be improved if greater
information about the EPS, including the EPS manual,
was provided in ASL and in a video format. Video
clips of a Deaf person explaining the intake process,
the mediation process, and other parts of the manual
in ASL would make the information more accessible
to a critical target audience. Furthermore, this format
also would help alert more potential users that the EPS
exists. Video and digitally-based technology would
increase consumer awareness and lead to greater
utilization of the process.

b. Recommendation Two

When a complaint is received, it is reviewed based
upon explicit criteria. The complaint must be based on
the possible violation(s) of the official NAD-RID CPC
and must be related to the provision of interpreting
services.’” Additionally, it must describe an incident
that occurred after the interpreter’s services were
contracted through a verbal or written agreement and
can involve paid or volunteer interpreter service.$® The
complaint may be filed as a result of the contracted
interpreter’s conduct prior to, during, or after an
interpreting assignment.”®® The complaint will either
be accepted into the system for further processing
(which could include a mediation referral) or rejected.*
The complainant always is notified by letter as to the
disposition and, if the complaint is accepted, then both
the complainant and the respondent receive letters

explaining the subsequent steps in the process.’!

Although this approach may be adequate, it could be
improved. Because there still are legitimate concerns
regarding whether everyone has convenient and
affordable access to technology, it may be prudent to
continue providing written notice. Sending the notice
as a hard copy letter underscores the importance of
that information. Additionally, sending a printed letter
creates documentary evidence should a question later
arise as to whether appropriate notice was provided.
Nonetheless, it would be helpful to also send the notice
via e-mail or even text message because, assuming that
many individuals are like the authors of this article,
the mail that receives our attention first every day is
our e-mail and text messages, not our postal service
delivered paper mail.”?> In addition to initial notice,
both the complainant and the respondent should be sent

case status updates via e-mail. The updates can be sent
as simple textual e-mail messages or can be provided
in video form.”> Furthermore, if an important deadline
or significant issue arises, then a person-to-person
videophone call may be the most effective medium.

ii. Mediation

The process of mediation could also be vastly
improved by technology. First, using the RID website,
which includes calendars and other logistical services,
can be helpful in coordinating the schedules of the two
parties, a mediator, and anyone else who is involved in
the process. Second, the EPS manual, which parties are
encouraged to review thoroughly before a mediation,
could be available on a website along with internet
links to various sites offering tools to help parties
prepare for negotiations. Third, necessary logistics for
mediators who travel from out-of-state could be vastly
improved through the use of technology. Finally, if the
parties and the mediator are not in the same location,
then final arrangements for settlement will proceed
more expeditiously if the Mediation Agreement form
is circulated among the parties via e-mail attachment

or fax.

a. Recommendation One

Logistics for scheduling mediation sessions currently
are coordinated by national office staff or the EPS
coordinator.”* Information is shared via numerous
e-mail and phone communications, including both
telephone and videophone. Although it is com-
mendable that videophones are used for scheduling,
this use is expected. Schedules can be arranged more
efficiently if one adds additional tools. Calendars and
scheduling demands for each session can be placed in
a secure area of the RID website. Passwords then can
be sent to each party so that he or she can access the
information on demand.

Furthermore, a video introduction in ASL can be added
for each case. This introduction could be presented
by the mediators themselves. The introduction might
simply take the form of a greeting and a personal
introduction from the mediators or could serve a much
more substantial function. In a typical mediation,
after the parties and the mediators are introduced to
one another mediators provide an orientation; an
explanation as to how the mediation will proceed.®
Mediators take this opportunity to provide information
that usually includes a procedural outline for the session
contractual, statutory, and common law confidentiality
requirements; and an explanation of the mediators’
role and responsibilities.

If the video introduction features the mediator in
person, then the video will inform the parties as to
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the mediator’s appearance and demeanor. The parties will have a clearer
image of the person with whom they will be dealing. This introduction
may help the parties begin to feel more comfortable and secure about the
upcoming mediation session.

A mediator, however, may be uncomfortable personally appearing in a
video. If that is the case, then the mediator should consider presenting his
or her introduction as an avatar, a three-dimensional person or creature
created to “live” in cyberspace.”® Video and animation technology has
advanced to the point that attractive, surprisingly lifelike avatars can be
created easily. For an excellent example of an avatar using ASL, albeit
in a different context, one should view a video created by Vcom3D and
Gallaudet University.”” Companies such as Inperson allow users to create
videos that can be used by anyone with an internet connection.”® VIDITalk
lets users create videos that can be e-mailed or streamed to websites and

“virtually any mobile device.”*’

There are several advantages to presenting a video introduction. The
introductory video, which will be available on demand, can be reviewed
repeatedly by each party to ensure that he or she understands the mediator
and is prepared for the upcoming mediation. Although introductions
must be tailored to each dispute and the specific parties, much of the
information conveyed in an introduction is rather generic. For example,
unless there has been a change in the law or ethical requirements regarding
confidentiality or the parties have unusual confidentiality requirements
articulated in their mediation agreement, that part of the introduction will
be fairly standard. Once a video introduction is prepared, the introduction
can be saved and edited for future mediations.

One of the dangers of presenting the same information repeatedly in real
time is that a mediator might lose track of what he or she has said “this time”
and forget that he or she has not provided information that is ordinarily
provided. A thorough repeatedly vetted video introduction that is reviewed
and adjusted to fit each case would avoid this problem.

Recognizing that the emphasis must be on the parties and the dispute itself
does not mean that one should ignore the fact that a reusable editable video
introduction could prove to be efficient for the mediator. The temptation
and concern is that a mediator will not take the necessary time to review and
edit the video to make certain it is not only appropriate, but is as helpful and
productive as possible for each unique dispute. This concern is not a reason
to abandon the tool—it merely is a caution and a call to be responsible.

The fact that the parties can review the introduction repeatedly will
help them become more comfortable with video technology. Additional
technologies can be explained and illustrated on the video. A video
introduction can remind the parties that mediation is not a punitive process,
a perception which could lead to frustration and hinder the process. The
notion of using a video introduction for a mediation session may make some
mediators aghast. But mediators should not allow their own unfamiliarity
or discomfort with technology to deprive parties of the technological tools

that serve the parties most effectively and productively.

The authors believe that mediators work hard to listen actively, to
identify parties’ desires and concerns, and respond to parties’ needs. As
uncomfortable as a mediator may be when it comes to technology, that
mediator should not avoid using tools that may facilitate resolution. If a
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mediator does not feel competent using a particular technology, but the
parties themselves would like to use that technology, then the mediator
should seek technical assistance. Such assistance should not compromise
the mediation process because the individual who is skilled at using
technology need not participate in the mediation or have access to confiden-
tial information in order to assist the mediator. The difficult question is
what should happen if the mediator cannot find adequate assistance or
is unable to master the technology. Mediations will be most successful
when the parties’ substantive and procedural interests are addressed as
effectively as possible. When the parties have expressed a strong preference
for using a particular technology, then a mediator who cannot use that
technology is not the appropriate person to assist those parties.

Each case must be assessed initially and then continually throughout the
process. There will be cases where the parties themselves will want to avoid
technology because they are uncomfortable with, inexperienced regarding,
or distrustful of technology-mediated communications. The parties should
not be forced into TMDR. Mediators must recognize that many members
of the Deaf Community are very experienced using technology and often
will be receptive to the idea of using technology such as video introductions.
If a mediator has reservations, then that mediator should keep in mind that a
video introduction does not preclude subsequent real time communications
regarding the introduction.

In fact, if a video introduction is used, then it is incumbent upon the
mediator to follow up and ensure that his or her message was understood.
In this respect, the video introduction offers a wonderful opportunity to
identify questions and issues, explore those concerns, and answer questions
as completely as possible in advance of the formal mediation session. This
is preferable to quickly pushing through those concerns on the day of the
formal session in a rush to get the “real” mediation session started.

b. Recommendation Two

The EPS manual instructs parties not to prepare evidentiary artifacts or other
items that normally would be seen in a courtroom.!% Parties are encouraged
to review the entire manual in preparation for the session.!! In addition
to merely reading the EPS manual, parties also should be encouraged
to prepare for the mediation by reviewing their case, clarifying their
concerns (their interests), considering their priorities, identifying possible
solutions, and noting issues about which they are willing to be flexible and/
or compromise. These additional suggestions can be communicated by a
brief ASL description on the website, for instance, with internet links to

various sites offering tools to help parties prepare for negotiations.'??

c. Recommendation Three

Participants in EPS mediation sessions include the complainant,
respondent and most often two RID mediators. The mediation usually
is held in a location convenient for the complainant and respondent. The
Deaf Community is relatively small compared to the general population
and the EPS system attempts to protect parties’ privacy interests and ensure
the parties are comfortable with the process. In an effort to achieve these
goals, typically mediators from outside the region are retained and all
travel expenses are paid by the RID.! A mediation session generally is
scheduled for an entire day, and occasionally even for two days if the issues
appear complex or particularly difficult.
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A variety of technologies can be employed to make the process more
effective and efficient. As mentioned earlier, the mediator’s introduction in
ASL can be recorded in video and posted in a secured location on the RID
website. The video presentation also can be e-mailed directly to each party.
This asynchronous form of communication offers the mediator more time to
plan how he or she can communicate concepts clearly and concisely in ASL
and provides the mediator with the luxury of erasing and re-recording. If
a mediator’s introduction is confusing or misleading, then it may establish
an unproductive tone for the entire session.

Synchronous tools, such as videoconferencing and bridging technology,
can be used to connect the parties and mediators in different locations and
allow them to conduct the mediation in ASL. The places where the parties
and mediators will be located at the time of the mediation must be deter-
mined in advance to ensure that everyone has access to the necessary tech-
nologies. Both synchronous activities, such as caucuses, and asynchronous
communications can be accomplished using videophones, video e-mail,

traditional e-mail, instant messaging, or other appropriate technologies.

Because mediators located outside the region typically are retained in
order to protect the parties’ privacy interests and to make the parties more
comfortable with the process, travel expenses can be significant. Greater

reliance on technology can result in significant cost savings.

d. Recommendation Four

When EPS mediation results in a settlement, a Mediation Agreement form
is completed by the mediator and signed by both parties.'® The RID
EPS coordinator or designee monitors the terms of the agreement and,
when he or she is satisfied, officially closes the case.!%> If an agreement
is not reached, then the case is referred to the next step in the EPS, the

adjudication process.!%

If the parties and the mediator are not in the same location, then final
arrangements for settlement will proceed more expeditiously if the
Mediation Agreement form is circulated among the parties via e-mail
attachment or fax. Signatures may be added and faxed back to the RID
office or the parties can agree that electronic signatures are sufficiently
binding and exchange copies via e-mail. Although not necessary, hard
copy originals subsequently can be circulated using the US Postal Service.
If an agreement is not reached, then the parties can receive updates via the
designated website space for their particular case through videophone or
video e-mail. They also can assess whether they would like to continue
to mediate the case.

iii. Adjudication
The EPS provides that if a mediation effort is unsuccessful, then a panel
of three peer adjudicators will review the original complaint and response

and render a final decision.'?’

If the panel determines an ethical violation
occurred, then it decides what sanctions should be imposed.'®® Generally
the adjudicators do not meet with the parties.!® There are times, however,
when additional clarification or information is needed and the adjudicators

will schedule a hearing with the parties prior to rendering their decision.!!?

Again, videoconferencing technology, videophones, video e-mail and text-
based technology also can be used throughout the adjudication stage. Text-
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based technology, such as instant messaging, can be used to connect the
parties and the adjudicators.

iv. Mediator Support

All of the mediators in the RID Ethical Practices System possess specialized
skill and knowledge in ASL, Deaf Culture, and the interpreting process
in addition to the skills they possess in mediation and ADR practices.'!!
Yet even for these highly skilled individuals, ongoing educational
opportunities (and requirements) can improve performance. Although
continuing education activities have been offered, these opportunities
have been infrequent (probably because of time and cost). Workshops and
seminars offered on-line or utilizing distance learning technologies could

increase the offerings made available in a cost effective manner.

a. Recommendation One

The RID should use technology to provide more educational opportunities
and better support for its mediators. The RID could offer a class to mediators
and adjudicators in remote locations by using teleconferencing equipment
to support live interaction or they could host a class in a virtual world,

112 or There.com.'? In these venues the neutrals could

such as Second Life
join the class as avatars and interact with instructors and each other. This
medium would allow neutrals to attend an interactive class from anywhere
in the world with internet access. The neutrals would not have to worry
about travel costs and the RID would not have to worry about how many
individuals will invest travel time and costs. Just as importantly, presenting
aclass in a virtual world would provide a risk-free opportunity for mediators
and adjudicators to experiment and familiarize themselves with virtual
world interactions. This experience would help prepare mediators and

adjudicators to provide dispute resolution services in a virtual world.'*

A self-paced online course also could be offered.!' It could be made
more interactive by inviting participants to post messages on a listserv or
join a chat room. The RID website can host a secured V-log for mediators
and adjudicators where the neutrals can articulate their questions, concerns,
or dilemmas and solicit peer support or consultation. Mediators and
adjudicators who will be serving on panels can use this technology to
meet and prepare for upcoming sessions, exchange information during
the proceedings, and debrief afterwards. This technology can be used to
provide peer mentoring and support for new mediators and adjudicators
who are brought into the system. Video also can be used to provide general
information to the public. Videos can be uploaded and shared easily on

websites such as Vimeo.!!¢

b. Recommendation Two

The RID should consider how it can use technology to improve its support
for and delivery of consumer education. Practicing interpreters, students
of interpreting, and both non-Deaf and Deaf consumers alike could benefit
from information on the website (or accessible on demand in another
medium) that addresses specific questions about conflict, conflict resolution
and the grievance process. The RID could maintain a Frequently Asked
Questions (FAQ) link, for example, similar to the links provided by most
commercial retailers operating online. The RID can use technology to

distribute and communicate information about conflict management and
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resolution and thus empower individuals and entities to resolve conflicts
before they escalate into a dispute requiring mediation.

IV. Conclusion

The Deaf Community and the interpreting profession have been affected by
technology in immeasurable ways. Deaf people today are communicating
in unprecedented manner and frequency. Video-based technologies, for
example, allow individuals to communicate across the globe using a
natural, visual language.

When interpreters serve as the communication link between Deaf people
using ASL and non-ASL users, conflicts can arise and there is a very real
need for dispute resolution options. The Ethical Practices System of the
RIDisanexcellent option for resolving disputes that escalate into grievances.
Greater reliance on technology, however, can improve the EPS.

Technology allows parties and neutrals to communicate in a variety of
mediums quickly and inexpensively. An individual at a remote location
can communicate by sending real time video images of him or herself. The
videos can be saved and made available on demand. Parties and neutrals
can agree to meet in virtual worlds such as Second Life and There.com
and present themselves as three dimensional avatars. V-logs, e-mail,
instant messaging, and chat rooms can facilitate information exchange and
relationship building. The RID can dramatically expand its educational
efforts by presenting online continuing education courses for mediators
and adjudicators, including support and mentoring services for both new
and experienced neutrals. The RID also can create a Frequently Asked
Questions (FAQ) link for both consumers and neutrals.

This article addresses a variety of topics ranging from interpreting to
ASL and the Deaf Community to ADR and technology, and makes
specific recommendations for the RID Ethical Practices System. The
recommendations list is not exhaustive. The authors hope that this article
will inspire further discussion regarding additional technologies that can
be integrated into the EPS and also further conversation regarding the role
of technology in other RID programs such as the National Testing System,
the Certification Maintenance and Continuing Education programs, and
legislative activities.
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Profiling may offer
promise as a way

to rid the health
care system of
inefficiency—
believed by many
experts to constitute

up to 30% of

expenditures.®

Adoption of these
techniques by
Medicare, however,
will likely provoke
conflicts and

difficult choices.

PHysiciAN PROFILING: PoLicy OPTIONS TO
IMPROVE EFFICIENCY IN MEDICARE

Jackson Williams*

I. Introduction

Each year, America’s rapidly rising health care
costs become the focus of congressional attention as
physicians seek relief from Medicare reimbursement
cuts. Such cuts are typically mandated by the
Sustainable Growth Rate (SGR) formula, intended
to hold physician expenditures to a target amount
tied to Gross Domestic Product (GDP).! Physician
expenditures continue to grow excessively relative to
GDP;? and policymakers are struggling to find a way
to contain these costs.

One tool that might be employed is “physician
profiling,” that is, comparing physicians to each other
and using the results in different incentive programs.
Health plans and other payors are using episode-
grouper software to measure physicians’ resource
use as one way to profile physicians.> Typically, the
software groups file claims for services related to a
patient’s diagnosis, including services provided by
the physician, tests and diagnostic work, services
provided by specialists, and inpatient and outpatient
procedures.* The software’s programming logic then
attributes the resources to a single physician, defines
the beginning and end of the episode, and separates
out services related to other conditions that the patient
may have.’ The resulting product is a profile that
compares the efficiency (and sometimes the quality) of
care delivered by different physicians to patients with
similar conditions.®

Policymakers have discussed possible uses for
this information. The least aggressive use of this
information is for confidential reporting. Some hope
that if physicians become aware of how they compare
to others, they will modify their practice pattern.’
More intrusive uses include public disclosure as a basis
for pay-for-performance bonuses or penalties, to place

* Jackson Williams is the Director of Government
Relations at the National Certification Board for
Therapeutic Massage and Bodywork. Previously, Mr.
Williams was the Senior Policy Advisor on Health at
the American Association of Retired Persons (AARP)
Public Policy Institute. He received his Bachelor of
Arts degree at the University of Illinois, his Juris
Doctor at Loyola University of Chicago, and his
Master’s in Public Administration at Governors State
University. Mr. Williams thanks Joyce Dubow, Sarah
Thomas, and Greg Pawlson for providing helpful
comments on earlier drafts.

low-resource-use physicians on preferred tiers, and
exclude high-resource-use physicians from a network
altogether.

Profiling may offer promise as a way to rid the health
care system of inefficiency—believed by many experts
to constitute up to 30% of expenditures.® Adoption
of these techniques by Medicare, however, will likely
provoke conflicts and difficult choices.

This article will discuss the research findings about
variations in physician resource use and how private
plans have used claims data to distinguish between
efficient and inefficient physicians. It will note some
of the conflicts that have arisen from, and challenges
involved in, measuring individual doctors’ efficiency.
Next, the article addresses policy options for Medicare
to improve physician efficiency. Finally, it discusses
the difference between individual accountability
and shared accountability approaches to evaluating
physician performance.

II. Background

The rationale for pursuing accountability-based
approaches to paying physicians is well stated by the
Institute of Medicine (IOM) in the introduction to its
report on pay-for-performance, Rewarding Provider

Performance: Realigning Incentives in Medicare:

The current Medicare fee-for-service payment

quality
improvement because it tends to reward

system is unlikely to promote

excessive use of services; high-cost, complex
procedures; and lower-quality care. Through
bundled and prospective payment arrangements
for institutions, Medicare has attempted to
create incentives for efficiencies, but significant
price and payment distortions persist.’

The National Quality Forum (NQF) has summarized
what is at stake:

Waste in the healthcare system has a negative
impact on individual patients and populations.
All encounters with the health system expose
patients to some degree of risk, and the
provision of unnecessary services to patients
exposes them to more potential harm than
good, not to mention inconvenience and often
monetary costs. The provision of unnecessary
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services to patients also consumes resources
that could have been used to benefit others in
the population (i.e., the uninsured).!”

It is important to note at the outset that no one expects
that efforts to make Medicare more efficient will occur
in isolation from efforts to measure and improve
clinical quality. Indeed, efficiency is considered one
of the six “domains” of quality as defined by the IOM
in its seminal report, Crossing the Quality Chasm."!
Technically, efficiency encompasses quality, as it
implies a relationship between benefit and cost.!?
However, this article uses the term “efficiency” in the
sense of curbing excess resource use, as distinguished
from “clinical quality.”

Experience in the private sector, as well as studies of
Medicare claims, indicate that there is considerable
variation in the resources different physicians use to
treat similar patients.'* Private insurance plans have
used physician profiling to spur less efficient doctors
to emulate their more efficient peers.'* Policy analysts
inside and outside of government urge Medicare to try
to alter the behavior of inefficient physicians. As the
Medicare Payment Advisory Commission (MedPAC)
has argued:

[TThe nation could spend less on health care,
without sacrificing quality, if physicians whose
practice styles are more resource-intensive
reduced the intensity of their practice—that is,
if they provided fewer diagnostic services, used
fewer subspecialists, used hospitals and intensive
care units as sites of care less frequently, and

performed fewer minor procedures.'

What is referred to here as the individual accountability
approach is heavily influenced by the experience
of private health plans with pay-for-performance
programs and selective contracting in PPOs.'® The
individual provider is the unit for which performance
is analyzed (since the provider could be a group
of physicians, the term “individual” is a shorthand
expression here). Examples of measures that use
providers as the unit of analysis are Medicare’s
Hospital Compare and Physician Quality Reporting
Initiative (PQRI) process measures.!” It is important
to note that the rated physicians may be held responsible
for services they may not have furnished or, indeed, for

services over which they had little influence.'®

As the IOM report noted, “efficiency measures are
still largely under development.”!® The following
discussion clearly indicates that pitfalls await those
attempting to implement use of such measurements
for individual doctors. Medicare is taking a first, small
step in this direction, but several commentators have

suggested that further steps should be taken, following
the trail blazed by private insurers.

III. Variation in Physicians’
Resource Use

A number of studies that use physician practices as
the unit of analysis find wide variation in resource
use intensity for similar patients, and suggest that the
Medicare program would save a substantial amount of
money if more doctors adopted the practice styles of
those at the high end of the efficiency distribution.

Jonathan Weiner examined three sets of physician claim
data to derive risk-adjusted efficiency comparisons,
finding that:

[The] difference in the case-adjusted efficiency
between the 30% of physicians that represent
the most efficient cohort, and the 30% that are
the least efficient, was consistently at least .8 vs.
1.2 of average (average is set at 1.0) for all three
databases. This means
that the patients of the
most ‘efficient” group of
providers (after case-mix
was taken into account)
used on average 20% less
services than expected
while the patients of the
least efficient cohort of
physicians used services
that were 20% more than
expected.?’

MedPAC explored varia-
tions in physician resource
use utilizing episode-grouper software supplied by
commercial vendors.?! This software allows com-
parisons of the average resource use of physicians for
similar episodes involving similar patients. MedPAC
studied variation among several physician specialties
and found that for ophthalmologists, dermatologists,
internists, cardiologists and allergists, resource use per
episode varied twofold or more between physicians in
the highest and lowest deciles of intensity.??

The Government Accountability Office (GAO) identi-
fied “outlier” physicians as generalists who saw a
disproportionate share of beneficiaries who accrued
medical bills that were unusually high, considering
their health status.?® After taking health status and
location into account, GAO found that:

Medicare patients who saw an outlier
generalist—compared with those who saw other

generalists—were 15 percent more likely to
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have been hospitalized, 57 percent more likely
to have been hospitalized multiple times, and 51
percent more likely to have used home health
services. By contrast, they were 10 percent less
likely to have been admitted to a skilled nursing
facility. We concluded that outlier generalists
were likely to practice medicine inefficiently.?*

IV. Private Plan Activity

A recent report from the Center for Studying Health
System Change (HSC) described how private insurers
have responded to variations in physician efficiency
by identifying “high-performance networks that
encourage enrollees to choose network physicians who
score well on measures of efficiency and quality.”?
These insurers have used the episode-grouper software
to determine whether physicians complied with
recommended processes during a treatment episode,

as well as the total cost of an episode.?°
HSC reported that:

High-performance networks typically are
not distinct products, but rather an option for
use across different product platforms, most
commonly preferred provider organizations
(PPOs).

The exact specifications of high-performance
networks differ across plans. The most
common model uses tiered-provider levels,
with corresponding enrollee cost-sharing
differentials. The first tier consists of the high-
performing providers; the second tier consists
of the remainder of in-network providers;
and the third tier consists of out-of-network
providers. Employers often do not differentiate
cost sharing between the first and second tiers,
offering these networks only as a source of
information to their employees about which

providers have better performance.?’

HSC noted, however, that at least one health plan
cut the lowest performing “outlier” physicians
from its network altogether, and that another would
consider taking this step as well for physicians who
fail to change their ways even after receiving specific

information on how to improve.?

Conversely, one
prominent insurer, United Healthcare, is paying

additional reimbursements to physicians in its top tier.

Based on the private plan experiences, HSC identified
several barriers to the operation of tiered networks
as follows. First, a perceived lack of legitimacy of
efficiency measures is apparent when different data
sets, different ranking systems, or different cutpoints

result in the same physician being designated as
superior by one insurer but not by another, or being
designated superior one year but not the next.
Variation in scores can be explained by different prices
negotiated with different purchasers, yet physician
perception of inequities has resulted in pushback.?’
Employers’ reluctance to take the heat for the stern
measures needed to enforce a tiered network (i.e.,
telling enrollees they must pay more to see particular
physicians, especially when doing so may disadvantage
enrollees in particular locations).>* There was a lack of
evidence that tiered networks lower health care costs or

inducing widespread change in physician behavior.3!

While the rollout of individual measures has been
rocky, resistance could be expected in an early-adoption
phase during which there is a lack of standard measures
or benchmarks, disparate insurers analyzing different
data, and some clumsiness on the part of insurers in
introducing the programs to doctors. Presumably,
some of these deficiencies can be overcome by the
time that Medicare adopts efficiency measures. On
the other hand, as will be discussed below, several real
obstacles will provide challenges.

V. Policy Options for Medicare

Implementation of any policies based on physician
profiling is complicated first by questions about whether
episode-grouper techniques are sufficiently refined
to effectively measure physician resource use.’?> Cer-
tainly, none have undergone the sort of scrutiny that
has been afforded to quality and patient experience
measures promulgated by quality promotion
organizations such as the NQF or National Council for
Quality Assurance. Issues related to accuracy, validity,

and risk-adjustment pose unanswered questions.

A. Accuracy issues.

Accuracy issues would include the inability to attribute
patients to the appropriate doctor when multiple
doctors see the patient, incomplete clinical information
in claims data, or an insufficient number of episodes
involving a specific condition from which to calculate

reliable measures.

B. Validity issues.

Validity issues relate to what constitutes the “correct”
intensity of resource use for a given episode. In the
absence of evidence as to best practices, benchmarks
may be based instead on convenience, such as averages
or arbitrary percentiles. Validity, or the perception of
validity, can also be hindered by a lack of stakeholder
consensus and the opacity of proprietary software
programs.
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C. Risk adjustment issues.

Measures that do not properly account for the severity of a patient’s illness
would not only be inaccurate but could also discourage physicians from
treating the sickest patients. A separate but similar issue arises from patient
behavior that doctors cannot control, such as patients’ failure to adhere to
treatment plans or healthy lifestyles, inability to afford prescription drugs,
or demands for specific expensive services.>

Policymakers hoping to spur greater efficiency among physicians delivering
care to Medicare patients can choose from a menu of policy options. The
options span a continuum that ranges from voluntary and collaborative

quality improvement efforts to increasingly rigorous approaches.

V1. Feedback

The mildest policy option is for the Centers for Medicare and Medicaid
Services (CMS) to provide confidential feedback to physicians about
how their resource use compares with that of peers. The rationale for this
option is physician professionalism. As MedPAC observed, “[m]any
physicians are highly motivated individuals who have continually strived
for high grades and peer approval. If identified as having an unusually
resource-intensive style of practice, some physicians may respond by
reducing the intensity of their practice.”> In fact, CMS is already preparing
a demonstration project that will use the episode-grouper software to
provide feedback to physicians on selected illnesses.3¢

MedPAC also observed:

Evidence on measuring the effectiveness of resource use in containing
private sector costs is mixed and varies depending on how the results
are used. Providing feedback on use patterns to physicians alone has
been shown to have a statistically significant, but small, downward
effect on resource use, but, when paired with additional incentives,
the effect on physician behavior can be considerably larger.3

MedPAC may be overly optimistic in assuming that providing feedback
on resource use with an appeal to doctors’ professionalism would have
the positive effect that it has in the clinical quality context. First, physi-
cians may disregard feedback viewed as lacking validity and reliability.
Second, the appeal of feedback to a doctor’s professionalism would have
to overcome a very compelling countervailing force: the fee-for-service
system’s incentive to provide more care. The “target income hypothesis”
holds that physicians maintain a volume and intensity of practice sufficient

to achieve their preferred balance of profit and leisure.?®

It may be that the “inefficient” or “outlier” physician is busy, a bit
disorganized, and simply has a cavalier attitude toward the use of resources;
this physician might be interested in learning about her peers’ best practices.
On the other hand, she may have a relatively small patient load and “induce
demand” for frequent evaluation and management visits or referrals to her
own ancillary services, such as imaging, to maintain her standard of living.
To be efficient, this physician might have to advertise or take emergency
room duty to build a larger patient base, or relocate from an area saturated
by a high concentration of physicians to a rural community. The physician
may be forced to forgo income necessary to amortize an investment in

equipment.
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VII. Public Reporting

Further along the incentive continuum is the concept of public reporting
of physician efficiency. Efficiency reporting could come to pass by two
possible avenues. First, Medicare could take the lead in tabulating and
releasing efficiency measures. This approach is embodied in S.1544,
legislation co-sponsored by Senator Judd Gregg (R-NH) and former
Senator Hillary Clinton (D-NY) in the 110th Congress.>® This bill would
authorize the creation of Medicare Quality Reporting Organizations which,
under contracts with the Department of Health and Human Services (HHS),
would publicly release quality and efficiency reports based on Medicare
data.0

Second, other entities, such as states, public interest groups, or commercial
vendors could use Medicare claims data to tabulate and disseminate the
information. Consumer advocates had hoped that the claims data needed
to measure individual physicians’ resource use would be available to the
public through the Freedom of Information Act, but a recent court decision
has cast doubt on that possibility.*! It is not clear whether public reporting
could begin to move forward without any further legislative or executive
action.

“Transparency” has been the focus of several major health care initiatives in
recent years, including those of the recent Bush Administration. Measuring
and reporting price information was one of the four cornerstones of that
administration’s Value-Driven Health Care initiative. HHS has already
begun posting the prices of various discrete procedures, but has
acknowledged that “measur[ing] the overall cost of services for common
episodes of care and the treatment of common chronic diseases” is a
necessary second step in achieving cost transparency.*?

A prominent private-sector effort is the Consumer-Purchaser Disclosure
Project, which advocates public reporting of efficiency measures as a
“path to significant savings in health care.”® Citing the Weiner research
referenced above and other similar research, it contends that “Medicare
and other purchasers could save from 2% to 4% of total costs if only one
out of ten beneficiaries were to move from less efficient to more efficient
physicians.”** The group has also called for HHS to release Medicare
physician billing data to private insurers to enable better comparisons of
provider efficiency.

Reporting of efficiency measures may be a double-edged sword—skeptical
consumers, left cynical in the wake of perceived managed-care excesses,
could view an “efficient” physician as one who skimps on care, and see
physicians with more intense resource use as those who are willing to go
the extra mile for their patients. For reporting of efficiency measures to
have the intended effect, the public must feel assured that “inefficiency”
means additional care that provides no marginal benefit.

Progress toward public reporting of efficiency measures is hindered by the
concerns over the accuracy, validity, and risk adjustment issues outlined
above. These concerns are magnified in the public reporting context
because, with reputations and patient relationships at stake, physicians have
not hesitated to litigate disputes over these issues. At present, doctors in
Connecticut are in court challenging two insurers’ designations of superior
practitioners as “a fraud upon the public and a libel against the plaintiff
physicians” who were not so designated.*> Doctors in New York State
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persuaded the State Attorney General to threaten lawsuits against three
insurers planning similar programs,*® although that dispute has been settled
as described below.

Judicial precedents relating to bond-rating agencies suggest that public
reporting of physician efficiency ratings would be protected by the
First Amendment, even if a court agreed that the ratings were useless

to consumers.*’

However, threats of litigation could discourage private
entities from taking on this already intimidating task. It is clear that all
stakeholders would be better off if a consensus could be reached in advance
regarding ways in which to develop resource measures that are accurate,
scientifically valid, and do not create perverse incentives for doctors to

avoid the sickest patients.

Efforts toward such consensus measures are under way. In early 2007,
the Integrated Healthcare Association, a California consortium that pioneered
pay-for-performance programs, announced that it would develop efficiency
measures to pair with its previously established quality criteria.*® Later the
same year, the Robert Wood Johnson Foundation (RWIJF) committed $16
million in grants to build a multiple-payor database to measure and report
on physician performance. RWJF said that the project, to be overseen by
the Quality Alliance Steering Committee, would:

[Work] in collaboration with the NQF endorsement process to
identify measures of cost for 20 common conditions, resulting in
a new set of measures that take into account appropriate use of
resources and provide a broader picture of quality of care for these

conditions.*’

Finally, negotiations spurred by the New York State dispute resulted in a
multi-stakeholder agreement announced April 1, 2008, which will permit
insurer-sponsored performance measurement programs to go forward,
subject to review by a ‘“nationally-recognized, independent health
care quality standard-setting organization.”>® This “Patient Charter”
contemplates scrutiny of heretofore “black box” ranking mechanisms and
the eventual development of standards for resource use measurement that
will have comparable legitimacy to currently accepted quality measures.
However, at least one additional lawsuit has been filed by physicians
subsequent to the agreement.’!

VIII. Tiered Networks

A further step toward applying pressure on physicians would be for
Medicare to adopt the tiered network approach that some private plans
have taken. In a January 1998 report, the National Academy of Social
Insurance’s (NASI) Study Panel on Fee-For-Service (FFS) Medicare
recommended that Medicare experiment with “best practices of private
health plans,” including “PPOs, perhaps in which beneficiaries face lower
Medicare premiums in exchange for a designated PPO physician.”>> The
panel observed that, “[wl]ith its large market share and significant data
resources, FFS Medicare is in a relatively good position to identify and

select preferred providers on the basis of quality or costs.”

Eighteen months later, NASI’s recommendation was echoed in a Clinton
administration white paper on modernizing Medicare. That paper proposed
creating a “Medicare Preferred Provider Option,” to be administered
by “existing organizations with PPOs.” To create the PPO network,
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“practitioners’ and providers’ claims history and quality information
would be assessed. Only those applicants with a demonstrated history of
cost-effective medical practice patterns would be selected as preferred
providers.”>* Under the Clinton proposal, beneficiaries choosing the PPO
option would have lower cost-sharing responsibilities.>

Both the NASI and Clinton administration papers cited the prevalence of
preferred provider networks in the private sector, but neither addressed
what long-term impact they intended a tiered network to have within FFS
Medicare. One rationale for tiering doctors is that the variation in resource
usage as a given and ask beneficiaries who choose to stay with less efficient
doctors to internalize more of the costs that their choice imposes on the
program as a whole. However, this approach assumes that patients have
made a conscious choice to stick with an inefficient doctor. One question
for Medicare in particular is whether there is sufficient access to doctors in
the preferred tier. By definition, any preferred provider network limited
to a given upper percentile of high-quality, efficient providers will have
a limited capacity to absorb patients. Thus, some beneficiaries may be
unable to access a top-tier physician because of patient load constraints, not
because of choice. For these patients, charging a higher premium or higher
co-insurance exacerbates the misfortune they are already experiencing as a

result of their inability to access an above-average physician.

Another rationale for tiering would view the preferred provider network
not as an end in itself, but as a means for influencing physician behavior.
In other words, the ultimate expected outcome would not be a two-tier
system, but rather a single tier operating at a higher level of performance,
driven by the financial threat to practitioners who do not achieve
an acceptable level of efficiency. If this could be accomplished, the
inconveniences caused by tiering would be temporary, but would still cause
burdens on beneficiaries during a turbulent implementation period.

IX. Payment Tied to Performance

The ideal endpoint of physician payment policy reforms would be an
environment in which physicians who provide care of high clinical quality
with appropriate resource use are paid more than physicians who provide
less value per unit of work. The current system of administered pricing does
not allow for differential fees for the most skilled or most efficient doctors.
In a pay-for-performance regime, some entity would assess doctors’ value
and adjust fees accordingly.

Two major pay-for-performance efforts currently underway that reward
physicians for both efficiency improvements and clinical quality are the
United Health Care (UHC) Practice Rewards program and Medicare’s
Physician Group Practice (PGP) Demonstration.

56 with rewards in the

The UHC program is based on “episodic efficiency,
form of higher pay. UHC’s episode-grouper software sorts physicians along
quality and resource use dimensions. It requires physicians first to qualify
on the basis of clinical quality as indicated by claims for the provision of
guideline-mandated care. After meeting that threshold, physicians are
then ranked on resource use.”’ Imagining a grid in which physicians are
placed vertically from top to bottom on a quality axis and ranked from right
to left on an efficiency axis, physicians lying in the upper right quadrant
are eligible for enhanced fees during the year following their designation,

receiving a five percent increase to their commercial fee schedule.

Health Law & Policy



As the IOM noted that another option would be to “penalize providers who
exhibit the worst performance or the least effort to improve.”® This could
involve withholding some fraction of reimbursements from physicians
whose performance does not meet efficiency standards. As the IOM
observed, “such a system could generate considerable resistance among
providers [and] providers who were not confident of their ability to improve

might refuse to participate.””

The Physician Group Practice Demonstration is based upon “longitudinal

efficiency,” %0

with rewards in the form of shared savings. For each physi-
cian group practice (PGP), Medicare savings from the demonstration are
calculated by comparing actual spending each program year

to the PGP’s own base-year per-capita expenditures,

adjusted by a comparison group’s expenditure

growth rate.®" A bonus pool equal to 80% of

savings is created if a PGP achieves Medicare
savings of more than two percent. The PGP —.|
is entitled to 70% of the pool automatically,
but can receive the entire pool of money
only if it meets quality targets as well.
The PGP model does not “penalize”
inefficient resource use, but the provider
risks losing any funds invested in

improving performance.

A payment methodology that is both
“gated” and based on “longitudinal
efficiency” might be the most rigorous
possible application of efficiency mea-sures l L_.

to pay-for-performance programs. A “gated” i
approach making clinical quality a necessary w

but not sufficient requirement ensures that

there can be no backsliding on quality or stinting

on care to earn a bonus. Longitudinal measures of

care can cut across settings, beyond individual episodes,

and over the longer term to promote coordination among the

different providers who serve a single patient. By aggregating patients,
these measures can also more readily tie rewards to outcomes. This is
important because a key efficiency goal is the avoidance of acute episodes
through better chronic illness management®> — an accomplishment that
episodic measures may not be able to discern. In addition, analysis solely
of an episode’s efficiency sheds no light on the question of whether the care
was appropriate. An episode of treatment, though “efficient” in the sense
of costing relatively little, may have been unwarranted altogether. Finally,
longitudinal measures permit shared savings corresponding to the doctor’s
actual efficiency advantage, rather than an arbitrary reward amount. As
Weiner noted, for the top 30% of efficient doctors this can amount to 20%
less spending,® far exceeding the five percent bonus paid by UHC.

However, unless Medicare providers can be organized into some sort of
accountable care organizations similar to physician group practices — on
either a mandatory or a voluntary basis — longitudinal measures will be
difficult to incorporate into payment methodology. Given the fragmented
nature of the practice of medicine, with many solo or small group-
based practitioners,®* episode-based evaluation is more feasible in the
existing environment.
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X. Prospects

MedPAC staff researchers, recently returned from a series of site visits
on the topic, reported to the Commission that health plans see physician
resource use measurement as representing “the future” of health care.%®
Certainly, the news that the Integrated Healthcare Association and the
QASC are initiating multi-stakeholder efforts as well adds to a sense of
inevitability about the concept. The question for policymakers is how to
incorporate efficiency measures into Medicare payment policy. Given
the unsustainable rate of growth projected for the program, doing nothing
is not an option. Inefficient resource use is also an urgent concern for
Medicare beneficiaries, who are responsible for Part B premiums

and roughly twenty percent of their health care costs through

co-insurance.

Medicare has four progressively rigorous policy
options. The first option, feedback, will soon
be implemented on a pilot basis; proposed
legislation in the House would expand it to all
doctors. The second option, public reporting,
seems to be moving ahead through private
efforts. QASC has indicated its intention to
issue reports by 2010, although resource use
reports could presumably be blocked if the
development of efficiency measures fails to

achieve consensus support.

Public policy could come into play on public
reporting circumstances.
First, HHS can block access to data by
continuing to contest freedom of information
that seek files

physicians, or expedite access by lifting its

through several

kkﬁ"

requests claims identifying

objections. Second, in the event of an impasse in

the proceedings of voluntary quality measurement

organizations, congressional or agency action could overrule

objections and charter an alternative process for endorsing efficiency

measurement algorithms. Under the National Technology Transfer and

Advancement Act, government policy favors the use of standards set

by voluntary consensus bodies such as NQF. But the Quality Advisory

Board proposed in S.1544 provides an example of how NQF could be

sidestepped if necessary. Finally, HHS could post efficiency measures
on its website, as it has with hospital quality measures.

The third option, tiering Medicare physicians, poses more thorny problems.
HSC found that most employers are unwilling to charge workers more to
see an inefficient doctor; it would seem all the more difficult for elected
officials to impose this discipline on constituents. This option is further
complicated by the geographic realities of regional variation in intensity
and scarcity of doctors in rural areas. With regard to the former, we know
that inefficient physicians are concentrated in certain states.®® If, as IOM
has recommended, physicians are held to nationwide standards, one could
imagine a scenario in which the lion’s share of a region’s doctors are placed
in a lower tier, making it difficult for patients to switch. Patients in those
regions are already paying higher co-insurance because of the more intense
practice styles of their doctors. As a result, they would be punished for their
doctors’ inefficiency, at least in the short run. If there were no meaningful
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Ultimately,
beneficiaries and
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most from a system

that most directly

alignsfpayment with

performance.

opportunity for patients to switch doctors, the intended
incentives might not work in the long run, either.
Similarly, patients in rural areas might be served by
only a few doctors. If all were placed in a lower tier,
the patients could have no choice but to pay the higher
rate.

Medicare could closely scrutinize “outlier” doctors
identified through profiling and exclude from the
program those who do not change their practice patterns
even after receiving actionable feedback. This could
be disruptive to beneficiaries’ established relationships
with physicians. The effect on beneficiaries depends
on how many physicians were excluded from the
program — if relatively few were excluded, this could
affect existing relationships less than a tiering strategy
that placed many physicians on a tier requiring higher
cost sharing. Care would need to be taken to ensure
that doctors are labeled as “outliers” only because
they are truly recalcitrant and not because they serve
a particularly ill patient panel. One assumption
underlying these physicians’ practice style is that they
work largely in areas that have a high concentration
of physicians.®’ Care needs to be taken to verify this
assumption to ensure that patients do not experience
access problems as the result of physicians’ exclusion.

Ultimately, beneficiaries and taxpayers will benefit
most from a system that most directly aligns payment
with performance. Achieving this will not be easy. A
payment structure that rewards episodic efficiency
might miss the bigger picture. MedPAC found that
when observed on a per-episode basis, physicians in a
high-cost region could appear to be more efficient than
those in a low-cost region.%

As noted earlier, efforts to assess the resource use
of individual physicians face daunting obstacles in
terms of accuracy, validity, and risk adjustment. If
resource use evaluation indeed represents “the future”
of physician payment policy, it will be necessary to
design transparent measurement mechanisms that
address all such concerns to the reasonable satisfaction
of stakeholders. Doctors who have felt aggrieved by
efficiency measures have thus far turned to the courts
and state attorneys general to overturn private efforts
— one imagines that if they felt federal measures were
unfair, they would turn to Congress. Policymakers
need to keep close watch on the ongoing private-
sector efforts to ensure that a public-domain product
that can be used by Medicare eventually emerges. If
such efforts lag, the Federal Government may have
to provide research funding and perhaps a back-up
process for certifying efficiency measures so that
physician consent to an ultimate NQF imprimatur is
not unreasonably withheld.

Among major advantages of individual physician
measures are that they would allow the Medicare
program and others to learn from physicians who
use fewer resources while maintaining a high level
of quality. They permit a better understanding of
the differences between inappropriate volume growth
and appropriate growth (e.g., from technology
changes that improve care for patients); they generate
information that could be used to identify best practices
for the treatment of specified patients and conditions;
and they promote individual physician accountability
without requiring any large-scale restructuring of the
existing physician marketplace.®”

Perhaps the most serious disadvantage is the difficulty
that individual doctors and small-scale practices would
face in re-engineering care processes. HSC researchers
have described the daunting obstacles overcome by
Virginia Mason Medical Center doctors in improving
their efficiency when excluded from Aetna’s top tier.”
The HSC findings raise the question: How could
smaller provider organizations in non-supportive
cultures be expected to implement such sweeping
changes if salaried doctors in a large integrated delivery
system, supported by leadership trained in the Toyota
Production System and working in a community with
conservative medical care patterns, endured enormous

sacrifices in time and money to achieve efficiencies?

XI. Individual Accountability
Versus Shared Accountability

In its report on pay for performance, the IOM argued
that a primary goal of new payment incentives
should be “to stimulate collaboration and shared
accountability among providers across care settings for
better patient-centered health outcomes.”’! As noted
earlier, physician profiling builds on the assumption
that individual physicians should be accountable for
resources used in treating their patients.

Physician profiling is an “individual accountability”
approach to efficiency, one which respects the
traditional autonomy of the physician. In placing the
locus of accountability at the individual physician
level, it shares the tack taken by the PQRI measures
and by the “Medical Home” model that would give
primary care physician practices a per-patient-
per-month payment, in addition to fee-for-service
reimbursements, to coordinate the care of chronically
ill beneficiaries.”

In contrast, a “shared accountability” approach is
inspired by the staff and group models of physician
practices associated with health maintenance
organizations (HMOs) — although not by the HMO
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itself, as it maintains fee-for-service as its basis for payment. “Shared
accountability” approaches would apply pressure on individual physicians
to act as though they were part of an integrated delivery system. Several
leading health policy experts would like to see physicians grouped into
“accountable care organizations™ or “virtual networks.”””> These approaches
are based on the belief that integrated systems are more efficient and better
able to coordinate care across settings. Under these proposals, physicians
might be placed in pools based upon an “extended hospital medical staff”
that reaps bonuses or incurs penalties based on longitudinal measures of
quality (such as outcomes) or efficiency of care delivered to the entire
population served.” Other models, involving “bundled payments,” would
induce physicians and hospitals to cooperate to improve their efficiency in
treating acute episodes by paying (or reconciling payments) en bloc.

Because only a relatively small proportion of America’s physicians are
organized into staff or large group practices, the individual accountability
approach is viewed as better able to take the medical practice environment
as it is in formulating policy, rather than trying to reorganize it. Thus,

PQRI adapts Healthcare Effective Data and Information Set (HEDIS)
measures designed for health plans for use at the individual physician level,
and physician profiling could, in theory, devolve price competition from the
plan level to the individual physician level.

If the preferred attributes of integrated delivery systems—quality
measurement, efficiency incentives, and care coordination—can be
replicated through either individual accountability programs or shared
accountability programs, why would the IOM and many other health policy
experts recommend more complex and intrusive shared accountability
regimes? Based on an extensive review of research on the subject,
Laura Tollen argues that the cohesion, scale, and formal affiliations that
characterize organized delivery systems are responsible for their quality
and efficiency advantages.” She further proposes that seven characteristics
of such systems create the dynamics necessary to achieve these advantages:
strong physician leadership, organizational culture, clear shared aims,
a governance structure, accountability and transparency, selection and

workforce planning, and patient-centered teams.”®

XII. Conclusion

It is immediately apparent that although individual physician approaches
may be able to impose transparency and accountability and may pay for
creation of patient-centered teams to address chronic illness, they fall short
of creating the cohesive peer relationships that would be fostered by the
organized, shared accountability model. Physician profiling does create
some checks on peers—physicians deemed responsible for an episode
have an incentive to refer to high-quality, efficient specialists. On the other
hand, some analysts worry that once attribution rules are known, they
will be gamed, with PCPs immediately referring out complex patients to
specialists.”” The lack of longitudinal incentives also could allow gaming
through the initiation of more episodes.

In contrast, shared accountability proposals require organization and
leadership, and, in the case of the accountable care organization, would be
likely to spawn governing structures and workforce planning. Other bene-
fits would include increased ability to tie pay to outcomes, increased
incentives for providers to coordinate care, and the fact that physician
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profiling would be overseen by physician peers rather than by the
government. Of course, structures created to encourage these benefits
would also be potentially vulnerable to gaming.

It should be noted that both the individual and shared accountability
approaches are intended to respect physician and patient autonomy by
retaining, while restraining, fee-for-service payment. In this regard, the
shared accountability proposals fall far short of capitated risk and managed
care practices that have troubled physicians and patients alike. When
satisfactory measures of individual physician efficiency are implemented,
policymakers will have to determine whether Medicare, in making
individual accountability rather than shared accountability the norm, would
merely be recognizing as inevitable the fragmented nature of care delivery,
or would reinforce it.
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CALIFORNIA HEALTH INSURANCE LAW OPENS
THE FLOODGATES FOR A POTENTIALLY
UNSUSTAINABLE AMOUNT OF PLASTIC SURGERIES:
WHAT WENT WRONG AND How 1O Fix IT

Adam S. Frankel”

1. Introduction

In 1998, after a contentious debate, California became
the only state to enact a health care statute broadly
mandating insurers to reimburse all surgical procedures
that fall within its definition of ‘“reconstructive
surgery.”! There are two pending class action lawsuits
alleging that two large insurers are in violation of the
California statute by failing to cover certain surgical
procedures within its definition of “reconstructive
surgery.” 2

Under the current California statute, health care
service plans are mandated to reimburse a much
greater spectrum of surgeries, including non-medically
necessary surgical procedures with the sole purpose of
creating an aesthetically “normal appearance.”® The
plaintiffs in the two suits claim the insurers are in
violation of the statute by applying a blanket policy
of denying reimbursement for all reconstructive
surgery claims to remove excess skin following
weight loss due to bariatric surgery (a broad term
including gastric bypass surgery), a treatment for
morbid obesity.* This surgical procedure highlights
the statute’s impermissibly ambiguous construction
and illustrates how a common and costly surgery, not
falling precisely into the statute’s broad definition of
reconstructive surgery, is causing conflicts between
patients and insurers over what procedures are eligible
for insurance coverage.’

This article argues that the California legislature
delegated an improper amount of discretionary
authority to the Department of Managed Health
Care (DMHC), the administrative agency tasked to
enforce this statute, by allowing unelected agency
officials to unconstitutionally exercise legislative
power. By failing to draft more instructive standards
for the agency to follow, the California statute violates
the nondelegation doctrine by assigning legislative
lawmaking power to an administrative agency.

* Adam S. Frankel is a J.D. Candidate, May 2010, at
American University Washington College of Law. He
would like to thank his mother, Dr. Marie Frankel, for
the inspiration to write this article.

Part II details the difference between reconstructive and
cosmetic surgery, outlines the contentious debate over
passing the California law, notes the claims made in the
first significant pending class action suits brought under
the statute’s provision defining reconstructive surgery,
and introduces the nondelegation doctrine as a method
of challenging the constitutionality of overly broad
delegations of legislative power. Part III argues that
the California statute is unconstitutional for violating
the nondelegation doctrine. Part IV suggests several
policy recommendations for future health care
statutes, and more specifically, recommends that
future healthcare statutes not broadly and ambiguously
mandate insurance coverage for an expansive
class of surgeries and instead, narrowly target the
eligible individuals like the Federal Women’s Health
and Cancer Rights Act of 1998 (WHCRA). The
article concludes that the California statute should
either be constitutionally challenged because of its
impermissibly ambiguous delegation of lawmaking
power or amended to allow greater predictability and
guidance for the DMHC to follow.

I1. Background

A. The Difference Between Reconstructive
and Cosmetic Surgery

As surgical procedures become increasingly common
avenues of patient treatment regimes and the cost of
health care concurrently rises, an inevitable conflict
arises between the insurers and patients as to what
procedures should elicit insurance coverage.® The
AmericanMedical Association(AMA)definescosmetic
surgery, not covered under most insurance policies, as
surgery “performed to reshape normal structures of
the body in order to improve the patient’s appearance
and self-esteem.”” The AMA defines reconstructive
surgery as surgery “performed on abnormal structures of
the body, caused by congenital defects, developmental
abnormalities, trauma, infection, tumors or disease” and
is “generally performed to improve function, but may
also be done to approximate a normal appearance.”®
The California statute’s definition of reconstructive
surgery and cosmetic surgery closely parallels the
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AMA’s respective definitions.” However, the statute, like the AMA’s
definition, does not define the meaning of several provisions. Prior to the
enactment of the California statute, insurance companies only covered
medically necessary procedures. By adopting a standard that allows non-
medically necessary procedures for the purpose of creating a “normal
appearance,” the current law mandates insurers to cover an increasingly

large amount of surgeries.'?

When certain surgical treatments create other conditions that might not
functionally impair the patient, problems arise as to the necessary conditions
that must be present to receive additional coverage.!! Given the increasing
number of obese Americans, a significant issue for insurers nationwide is
whether the surgical removal of excess skin following bariatric surgery for
obesity is a covered procedure.'?

Bariatric surgery, which includes gastric bypass surgery, is now a common
treatment option for the disease of obesity.!* As a result of this increase
in the surgery’s popularity as well as its improved safety and efficacy, more
patients are seeking insurance reimbursement for excess skin removal,
claiming the excision of the skin that fails to contract following bariatric

surgery is a reconstructive and not a cosmetic procedure. !4

A problem arises with classifying this surgery as reconstructive under the
statute’s definition because the excess skin is not caused by a “disease”
itself, but rather indirectly by the surgical procedure treating the disease of
obesity.!> Thus, the lawmaker’s legislative intent as to whether a disease
causes the excess skin is unclear given the statute’s nebulous language.'®
Under the current California statute, in order to warrant insurance coverage
for the reconstructive skin excision surgery following bariatric surgery, the
excess skin must be both an abnormal structure of the body caused by a
disease and must either improve function or create a normal appearance, to

the extent possible.!”

B. The Contentious Debate Over the California Law

California is the only state with a law both defining cosmetic and
reconstructive surgery and mandating every health care service plan to
cover what it defines as “reconstructive surgery.”'® Prior to the current
law’s enactment, health care service plans that included hospital or surgical
benefits covered reconstructive surgery for the purpose of restoring function,

but not purely to restore normal appearance as the current law does."”

The California Society of Plastic Surgeons (CSPS) lobbied for legislation,
citing instances when insurance companies would deny coverage for
surgery that would correct physical deformities in patients, often children.?
The insurers claimed these surgeries were not medically necessary because
a person could continue to normally function without undergoing the
procedure.”!

During the legislative debate over this law, an eclectic body of interest
groups expressed opinions.?> Advocates for the bill favored broad
coverage of surgeries, stating that insurers should not have the ability to
deny coverage of reconstructive surgery to repair physical abnormalities.”
Advocates were concerned with the trend among insurers to employ cost-
cutting measures that they believed negatively affected patient care.”*
Other supporters believed that denying coverage for physical abnormalities

may also have a negative psychological impact on the patient.?’
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Opponents of the legislation argued that the bill created an ambiguous order
that is extremely difficult to implement.?® Further, opponents believed
that this legislation would make reconstructive surgery susceptible to
fraud and would cost an inordinate amount of resources to implement and
maintain.?’

C. An Overview of the Pending California Cases Regarding
Health & Safety Code §1367.63

The two pending class action lawsuits brought under Section 1367.63
of the California statute are before the Superior Court for the County
of Los Angeles.?® The plaintiffs are making identical claims against
two large insurance companies.?® Of the two suits, Cox v. Health Net
of California, Inc. is further along in litigation so it is the focus of this

article’s examination.?”

The first cause of action against the insurers is for breaching their health plan
contracts in violation of Section 1367.63 by applying a policy of denying
all claims for the reconstructive surgery of excess skin following weight
loss from bariatric surgery.3! The second cause of action is for violating
the Unfair Competition Law (UCL).*

Although it is uncertain whether these suits will make it to trial, they serve
as the first precedents for litigating under this sweeping provision of the
statute.’? In the event that these cases make it to trial and the court interprets
the meaning of Section 1367.63, the court will likely have difficulty
interpreting and applying the statute’s language to specific procedures in
determining whether they are reconstructive.’*

D. Overview of the Nondelegation Doctrine

The nondelegation doctrine is a constitutionally rooted separation of powers
principle that prevents the legislature from delegating legislative power
to another branch of government.>> However, beginning in the twentieth
century, legislatures at the state and federal level began delegating broad
discretionary authority to unelected administrative agencies to regulate
complex areas that exceeded the capacity of lawmakers’ expertise and was
limited by time restraints.>® As a result of lawmakers’ lack of specialized
expertise in highly technical areas, legislators write laws deciding the
fundamental policy choices, while leaving the agency discretion to craft
and implement effective and efficient regulatory laws.>

Noteably, the legislature cannot constitutionally vest limitless and ill-defined
authority to the administrative agencies and must provide a framework
of guiding principles for the agency to follow.>® This doctrine forces a
politically accountable legislature to make policy choices as opposed to
appointed administrative officials.?® The Supreme Court in the modern era
has rejected this doctrine and in over sixty years has upheld all delegations,
no matter how broad, as proper delegations of authority.*

The Supreme Court’s nondelegation jurisprudence states that Congress
must provide “intelligible principles” in order to guide agencies’ exercise
of their discretionary authority.*! By not striking down extremely broad
regulatory statutes, the Court has signaled its approval of delegating great
discretionary regulatory authority in areas of complex expertise, and also
that the Court, like Congress, is ill-equipped to draw the appropriate lines.*?
In Mistretta v. United States, Justice Scalia, the only modern advocate of the
doctrine sitting on the Court, argued in sole dissent that Congress’ delegation
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was improper because the U.S. Sentencing Commission possessed broad
discretion to make “value judgments and policy assessments.” Further,
the Court has held it unconstitutional for Congress to transfer legislative
functions without imposing procedural safeguards curbing illegitimate
exercises of discretionary authority.**

The WHCRA is both an example of a constitutional delegation of regulatory
power and an instructive paradigm for statutorily mandating insurance
coverage for a specific surgical procedure meant to produce aesthetic
normality by applying well-defined objective standards not susceptible to
impermissibly flexible administrative interpretations.

E. The Federal Women’s Health and Cancer Rights
Act of 1998

The WHCRA mandates insurance coverage for all stages of breast
reconstruction for individuals receiving benefits for medically necessary
mastectomies.*> This coverage extends to surgical procedures solely meant
to produce symmetrical appearance, an aesthetic criterion.*® Additionally,
this law does not equate to unrestricted coverage based on a subjective,
autonomous decision by the patient.#’ This law, narrowly tailored in its
purpose, carefully defines the individuals it seeks to cover and does not
broadly mandate coverage for a general area of surgery.*®

II1. Analysis

Despite the reluctance of the judiciary to accept the application of the
nondelegation doctrine, California courts should hear a challenge applying
the doctrine to the California statute. Although the pending lawsuits are
not facial challenges to the law’s constitutionality, they may interpret
the meaning of “reconstructive surgery” and serve as the first examples
of litigation to guide future challenges made under the poorly crafted
§1367.63.%9

A. The Pending Class Action Suits Serve as Guideposts
for Litigating Under the California Statute

The main issue the court must resolve is whether judicial review is currently
proper for this case.®® Health Net, the Defendant insurer, correctly argues
that the DMHC has exclusive jurisdiction over this action because the
plaintift’s claims call for the determination of Health Net’s regulatory
compliance with a provision in the Knox-Keene Act.’! The court in Schmidt
v. Foundation Health expressed concern noting that when a legislature
intends an agency to occupy “completely the field of health service plans,”
one must be cautious of any intrusion into the agency’s function by seeking
remedies in other venues.?> Although the statute is silent on this issue,
California case law suggests an individual should have a private right of

action in this circumstance.>

Although Health Net acknowledges that individuals can sue for acts made
unlawful by the Knox-Keene Act, it narrowly reads the act and emphasizes
that the law does not specifically outlaw having a policy of refusing to cover
the surgical removal of excess skin following weight loss due to bariatric
surgery for morbid obesity.>* Although this plain meaning reading is
persuasive, a court will likely follow Samura v. Kaiser Foundation Health
Plan and read the statute to allow a private right of action because Health
Net is accused of the unlawful act of violating § 1367.63 by refusing to
cover a surgery falling under its mandate.>”
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Even though a private right of action likely exists, the court will probably
not issue a ruling on the legal meaning of “reconstructive surgery” until the
DMHC completes its non-routine survey examining Health Net’s statutory
compliance as the judicial trend gives deference to the expertise of the
agency.>®

Health Net properly invokes the doctrines of judicial abstention and
California’s primary jurisdiction doctrine in their defense.’’” Employing
these legal theories frames the legal debate as a regulatory issue not
currently ripe for judicial review.

i. Judicial Abstention is Proper Because the Unique
Circumstances of Each Plaintiff’s Request is Best Handled
by the Statutorily Empowered DMHC

Judicial abstention is proper for this suit because the coverage requests
made by each plaintiff within the class action are unique to the facts and
circumstances of each request and are most appropriate for the DMHC,
experts in health care and tasked to enforce compliance with the statute,

38 Similar to

to initially determine the insurer’s regulatory compliance.
Alvarado v. Selma Convalescent Hospital, where the court affirmed the
trial court’s demurrer to a class action lawsuit that alleged a skilled nursing
facility did not adequately provide care for residents, the claims made
against Health Net involve complex health care matters where judicial

involvement would assume the regulatory function of the agency.*®

Due to the variety of individual patient pathologies represented in this
class action suit and the complex economic and health care implications
of issuing broad declaratory and injunctive relief requiring Health Net to
cease its alleged ‘blanket policy’ and to ‘review’ or ‘re-review’ each claim
for coverage as ‘reconstructive surgery’ under Section 1367.63, the court
will likely defer to the DMHC initially to make a conclusion on Health
Net’s regulatory compliance.®® Although the DMHC has already ordered
Health Net to cover the representative plaintiff’s surgery, this order was only
for the plaintiff’s specific surgery and not for the entire class of plaintifts as
the pending non-routine survey examines.®!

it. The Primary Jurisdiction Doctrine is Properly
Applied Because the California Statute Delegated
Enforcement Power to the DMHC

The California Supreme Court declared that the primary jurisdiction
doctrine applies when a plaintiff brings a claim in court but a statute
has delegated enforcement to an administrative body.®> If applied, this
doctrine suspends the judicial process until the administrative body reaches
a conclusion on the disputed issue.®> Since the legislature vested exclusive
authority in the DMHC and the DMHC is currently conducting a non-
routine survey evaluating Health Net’s compliance with Section 1367.63,
it is the DHMC’s statutory duty to complete its evaluation before a court
orders injunctive relief %

Thus, as expressed in Samura, an individual has a judicial remedy for
violations of actions made unlawful under the Knox-Keene Act if the agency
tasked to enforce regulatory compliance fails to do s0.° Since the statute
expressly tasks the DMHC to enforce Section 1367.63, individuals should
only have a private right of action if administrative redress is incapable
of making the plaintiff whole and the DMHC completes its non-routine

survey by issuing its final order regarding Health Net’s compliance.®
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Further, if the court holds that all excess skin is
an “abnormal structure of the body,” and broadly
orders insurers to cover its removal regardless of the
individual patient’s circumstances, it would be deciding
a medical policy question that it is ill-equipped to
answer.®” This would set a poor precedent by allowing
the statute to become susceptible to manipulation in
covering other surgeries not traditionally thought of as

reconstructive.

As a result, the DMHC is best qualified to make an
initial judgment in this specialized and complex area
that will likely lead the court to issue a stay and defer
to the agency prior to interpreting the meaning of
Section 1367.63 and judicially resolving Health Net’s
statutory compliance. Although the suits are not facial
challenges to the law’s constitutionality and will likely
only exhibit the difficult application of its language,
a challenge under the nondelegation doctrine is one
method to invalidate the statute itself.

B. The California Statute Impermissibly
Vests the DMHC With the Discretionary
Authority To Enforce the Knox-Keene
Act Without Providing Sufficiently
“Intelligible Principles” to Guide Their
Decision Making

Similar to the federal New Deal legislation struck
down in Schechter Poultry Corp. v. United States, the
California legislature cannot delegate its lawmaking
authority to another body of government. The
California Supreme Court stated that in interpreting a
statute, courts should determine the legislature’s intent
to effectuate the purpose of the law and that laws
must not give an administrative agency the ability to
exercise greater discretion than is necessary to achieve
the law’s purpose.®®

In Schechter, the Court recognized the need for
regulations focusing on a “host of issues with which
the national legislature cannot deal directly,” while
also acknowledging that Congress cannot individually
police every area of regulation.®” Although it is
improper for the California legislature to undermine
the necessary regulatory function of the DMHC by
enforcing and crafting complex health care regulatory
laws itself, it cannot constitutionally delegate total
lawmaking power to the DMHC.

The California legislators failed to craft a sufficiently
specific enabling act in accordance with the Supreme
Court’s requisite standard of providing intelligible
principles for the DMHC to follow. In order to be
reconstructive, the California statute merely requires
that the surgery must correct or repair an “abnormal
structure of the body.””® The statute does not define
the meaning of abnormal structure and, as a result,
consistent application and interpretation by the DMHC,
insurers, and physicians as to what conditions constitute
an abnormal structure of the body is doubtful.”!

Further, the statute broadly defines an -eligible
justification for having reconstructive surgery as to
create a “normal appearance, to the extent possible.””7?
This language creates an impermissibly flexible and
subjective statute susceptible to interpretive problems.
By using subjective language like “normal,” the
legislators removed objective predictability and gave
the DMHC virtually unfettered discretionary authority
in coverage decisions.”> This wording creates the
possibility for patients to shop around for a doctor who
will certify that his/her excess skin is an “abnormal
structure of the body” caused by a “disease,” and that
the surgery should be covered because the removal of
excess skin would create more than a minimal aesthetic
improvement in achieving a ‘“normal appearance”
according to the doctor’s personal opinion.”

The DMHC, insurers, and physicians need detailed
guidance on how to consistently and objectively
determine if a patient’s requested surgery is recon-
structive.” Under the statute’s current construction, one
may argue that a particular procedure is reconstructive
surgery even though it only corrects a slight aesthetic
abnormality within medically normal ranges.”®

The statute also fails to define what conditions should
be characterized as a “disease” and since there is no
uniformly accepted definition as to what constitutes a
disease, the DMHC again does not have the necessary
“intelligible principles” to determine what conditions
the legislature intended to be considered a disease
under the statute.”” The example regarding the surgical
removal of excess skin that fails to retract following the
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treatment of obesity with bariatric surgery exemplifies
the difficulty of classifying whether a disease, under
the statute’s language, causes certain conditions
warranting classification as reconstructive surgery.’®
Arguably, the disease of obesity does not directly
cause the excess skin but merely is an unavoidable
side effect patients voluntarily accept by undergoing
the treatment of obesity with bariatric surgery.” In
contrast, it is also arguable that the treatment of excess
skin is merely a continuation of the treatment of the
patient’s obesity and as a result, the disease of obesity
causes the excess skin.%

Like the other provisions in the California statute, the
legislators failed to define what constitutes “improve[d]

function.”8!

Since varying degrees of functional
improvements exist, this term is also susceptible to
subjective interpretation.> For example, although
hanging skin can pose problems when it reaches a
certain level, not all excess skin poses problems.?* The
sweeping statute is not helpful to allow for individual
considerations regarding coverage determinations to
a diverse patient population.’* Arguably, having this
excess skin has a negative psychological effect on the
patient and, as a result, the surgery is reconstructive
because it would improve mental health.®> In a New
York civil court case, the court held that a seventeen-
year-old male’s surgical excision of enlarged breast
tissue was covered under his policy because of the
psychological problems caused by the excess breast
tissue.% By failing to sufficiently clarify whether
psychological justifications are alone sufficient for
coverage, the legislature again failed to provide the
necessary “intelligible principles” for the DMHC to
follow.%

Although the legislature’s intent was to provide
eligible individuals with the necessary compensation
for surgeries falling under the statute’s definition of
“reconstructive surgery,” by failing to adequately
define the necessary conditions that must be present
to consistently effectuate this intent, the California
legislators violated the nondelegation doctrine by
allowing the DMHC to improperly exercise a greater
amount of discretion than necessary to fulfill the
legislature’s intent.

C. The California Statute Impermissibly
Vests the DMHC With Discretionary
Decision Making Authority Over Complex
Policy Questions

By mandating insurance companies to reimburse all
procedures under its broad definition of reconstructive
surgery, the legislature improperly vested the DMHC
with complex policy assessments.®® Although mod-

ern jurisprudence shows an extreme reluctance to
strike down regulatory delegations of power, recent
case law upholding broad legislative delegations is
distinguishable from the subject matter of the California
statute. California’s jurisprudence states that to prevent
unelected agencies from improperly rendering policy
decisions, the legislature must utilize a “yardstick™ for
the administrative agency to follow.%?

In Loving v. United States, the Supreme Court rejected
a nondelegation doctrine challenge to the President’s
prescription of aggravating factors in an Executive
Order for the imposition of the death penalty in the
military.”® The Code failed to define the “aggravating”
and “mitigating” factors to be considered and as a
result, the President exercised discretionary authority
by issuing an executive order specifying these factors.”!
Although Loving argued that the President lacked
authority to define the aggravating factors enabling
the military court to issue a death sentence, the Court
rejected the nondelegation doctrine theory emphasizing
the long history of the chief executive making rules
for the military and noted that it gives Congress great
deference in organizing military affairs.”?

In contrast to the subject matter in Loving dealing with
the long tradition of giving deference to the executive
branch in making military rules, the California
legislature’s delegation vests unchecked health care
regulatory and policy making authority in the hands
of an unelected agency.”> Unlike the President’s
constitutional action in Loving, the California legisla-
ture delegated its exclusive constitutionally rooted
lawmaking power to an unelected and unaccountable
body of administrative officials without adequately
clear regulations.”* The far-reaching language of
the statute forces the DMHC to improperly make
economic policy judgments by mandating insurers to
cover a fiscally unsustainable amount of claims that
may have the unintended consequence of causing
insurers to provide unaffordable health care plans. As
a result of the vast effect this may have on California
residents, elected lawmakers, not appointed agency
officials, are the proper individuals to make these
significant decisions.”

In Kugler v. Yocum, the California Supreme Court held
that the legislature properly made the fundamental
policy determination that wages for firemen in
one area should be in parity with another and that
the delegated power to effectuate this decision
was proper.”® In contrast to Kugler, the California
legislature failed to make fundamental policy choices
and allowed the DMHC to potentially mandate vast
insurance coverage for surgeries which may threaten
the long term financial vitality of California’s health
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care system. Based on the vague language chosen by the
California legislature in the statute, there is no sufficient
“yardstick” in California preventing the DMHC from
improperly rendering policy assessments.”’

D. The California Statute Provides
Insufficient Procedural Safeguards to
Adequately Curb the DMHC’s
Discretionary Authority

California jurisprudence suggests that procedural safe-
guards checking the delegated body’s potential abuse of
power are more important than substantive regulations
in examining the constitutionality of a statutory delega-
tion of power.”® Further, the California Supreme Court
has noted that it is unconstitutional for a legislature to
delegate authority without establishing a mechanism
to assure the proper implementation of its policy deci-
sions.” Although there are minor safeguards within the
California statute, the protective checks that limit the

exercise of agency discretion are inadequate.'%

In California Air Constituency v. California State
Air Resources Board, the California Supreme Court
determined that the legislature provided sufficient
procedural safeguards that checked the California State
Resources Board’s discretionary authority to delay a
program meant to control automobile emissions.!%!
Unlike the enabling act in State Air Resources that
provided safeguards mitigating the potential abuse
of discretionary power, the DMHC has the power to
make sweeping coverage conclusions without adequate
safeguards checking its discretion.!%2

Under the California statute, if the insurer denies a
claim, a patient may challenge the insurer’s decision by
requesting an Independent Medical Review (IMR) of
the health plan’s decision to deny coverage under which
medical records and other relevant information to the
coverage determination are examined by an independent
third party.!® Even if the DMHC approves an IMR
and it concludes that the coverage decision deserves
compensation, the Director of the DMHC is still the
final arbiter and possesses much discretionary latitude in

penalizing non-compliance.!%*

Although the statute does not explicitly provide or
deny a private right of action or mandate that claimants
exhaust their channels of administrative redress under
the administrative procedures in place, the barriers to
challenge the DMHC’s coverage decisions create an
almost insurmountable barrier for individual claimants
to pursue. In order to receive reimbursement, a claimant
can either go through a long administrative grievance
system with the ultimate final decision making ability
residing in the DMHC’s Director, or the claimant can
begin a costly litigation battle in civil court against

well capitalized insurance companies. Thus, with
the onerous and lengthy grievance process currently
available to individual claimants, and the fact that
insurer’s resources dwarf those of individual claimants,
the procedures currently in place fail to assure that the
DMHC’s discretionary power is exercised in a proper
and fair manner.

Unlike the Charter Schools Act upheld in Wilson v. State
Board of Education on the grounds that the legislature
properly made fundamental policy decisions and provided
adequate safeguards to protect against the State Board of
Education’s abuse of discretionary power, the California
health care statute fails to sufficiently curb the DMHC’s
discretionary power.! Even though the legislative
intent is to ensure coverage for eligible individuals
that meet the definition of reconstructive surgery set
forth in the act, the procedural safeguards set forth by
the legislature are insufficient to both successfully
implement the statute’s intent and to prevent abuse of
the DMHC’s enforcement power because the safeguards
do not provide sufficiently detailed definitions for the
DMHC to follow.

Inconsidering whether the statute’s procedural safeguards
are reasonable, a court will consider the magnitude of the
interests affected by the legislative grant of authority.'%
In contrast to the act upheld in Wilson that properly
delegated discretionary authority to those with the
particularized educational knowledge and with a great
vested interest in the quality of the educational system,
the DMHC is an unaccountable agency tasked to enforce
statewide medical insurance decisions that may greatly
affect a claimant’s greatest asset, life.'”” The DMHC
makes health care coverage decisions that determine
the available surgical treatment options available to
patients and thus individuals affected by the DMHC’s
regulatory decisions have a much greater personal
interest at stake than the state residents and taxpayers
challenging the constitutionality of the Charter Schools
Act in Wilson.'%®

As a result of the statute’s insufficiently guiding
“intelligible principles,” the great policy assessments
improperly bestowed upon the DMHC, and the lack of
adequate procedural safeguards effectively curbing the
DMHC’s discretionary authority, the California statute
is a fitting example for a constitutional challenge under
the nondelegation doctrine. Until a facial challenge to
the California law occurs, the pending lawsuits will
likely show the law’s interpretive difficulties and could
put insurers in financially unstable positions creating
concern over their future ability to afford covering
individuals who are at heightened risk of needing

medically indicated surgical procedures in the future.!%
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IV. Recommendations for
Future Health Care Statutes

Given the increasingly vast amount of costly
procedures that do not fit clearly into either the
definition in Section 1367.63 of reconstructive or
cosmetic surgery, legislators may learn several lessons
from the construction of the statute.!'” If a facial
challenge to the law is unsuccessful, legislators should
amend the California statute and Congress should
not adopt the identical federal bill now before it.!!!
This article recommends following the strategies and
methods employed by the drafters of the WHCRA
and some insurance policies when drafting eligibility
criteria for statutes mandating coverage for specific

procedures.'!?

With health care costs taking up a greater percentage of
this nation’s resources, statutes require more detailed
criteria and careful drafting in order to ensure insurers
continue to offer affordable coverage that employers
will extend to employees.'!®> Statutes should not
contain broad definitions mandating coverage for all
reconstructive surgeries but rather only once a certain
amount of insurance denials are made for a specific
procedure should a statute procedurally require the
DMHC or other equivalent administrative agencies to
investigate the insurers compliance with the statute. If
the agency finds that insurers are not in compliance and
believe a specific statute covering a defined surgery
(similar to theWHCRA) is appropriate, a process
should be created where legislators debate and decide
whether to write a law mandating insurance coverage
for patients that meet detailed medical eligibility
requirements for the specific procedure recommended
by the agency.!!*

Under the statute’s current construction, virtually
any surgical procedure is arguably deserving of
coverage.'> Adopting this proposition would: (1)
ensure that legislators are not wasting their time
crafting legislation for every rare procedure denied
coverage by insurers; (2) save scarce judicial
resources by utilizing the expertise of the DMHC or
equivalent administrative agencies to make initial but
limited coverage determinations; and (3) sufficiently
place lawmaking and policy authority in the elected
legislature by allowing them to balance the fiscal ability
of insurance companies (and indirectly on individual
consumers of health care) to cover certain procedures
and the desire to follow the agency’s recommendation
to have specific surgeries universally covered.!'o
Once legislators begin drafting the legislation, they
should narrowly tailor the language, much like the
WHCRA, in order to ensure that only those intended

to receive coverage actually do.!!”

Implementation of laws that mandate coverage for
reconstructive surgery for the sole purpose of eliciting
‘normal appearance’ without further guidelines is not
advisable. If California lawmakers wish to keep the
statute’s basic definitions, the legislators should amend
the statute to mandate the utilization of an objective
method like the Pittsburgh Rating Scale to mitigate the
statute’s susceptibility to inconsistent and subjective
interpretation.!'® Although a physician’s treatment
decision always holds a degree of subjectivity in
deciding the appropriate treatment strategy for
patients, the standard currently utilized in California
and in the proposed Reconstruction Act of 2007 is
greatly susceptible to subjectivity and will necessarily
lead to unpredictable results in insurance coverage.'"”
The WHCRA is a guiding example requiring an
objective basis for determining whether a surgery is

coverable.!20

In contrast to the California statute that employs
inherently subjective language like ‘normal’ and
‘abnormal,” the WHCRA uses the word ‘symmetrical’
to describe the eligibility for reimbursement.!?!
Although the WHCRA does not define ‘symmetrical’
and is not as numerically quantitative as the Pittsburgh
Rating Scale, courts can more objectively interpret the
popular meaning of ‘symmetrical’ than the language
in the California statute.'?> By selecting a word that
has a quantifiable definition, the language chosen in
the WCHRA serves as a useful precedent to guide
legislators in amending the statute’s language.

Another method of solving the statute’s deficiencies
would be to return to the old law’s standard covering
only those surgeries that will cause functional
improvements. However, if amended, legislators
should specifically include psychological functioning
in the statute as a sufficient justification for cover-
age.'” Adding psychological impairments into the
statute’s language appeases the law’s advocates who
noted in the congressional debate that the old law
failed to take into account the psychological trauma
that accompanies physical disfigurement.!>* Providing
authoritative documentation of the physiological or
psychological impairment should be required to receive
coverage.'?> Since plastic surgeons are not qualified
to diagnose psychological afflictions, patients claiming
a psychological justification should either obtain a
certified psychologist or psychiatrist to diagnose or
present a documented psychological difficulty directly
caused by their condition.

Lawmakers should also amend the statute to specifically
require objective and up to date scientific criteria in
making their decisions on: (1) which surgeries elicit
functional improvements; (2) whether the condition
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is an abnormal structure of the body; and (3) whether the surgery will
elicit a normal appearance.'?® Objective criteria and rating systems like
the Pittsburgh Rating Scale, should be required to more consistently
and accurately determine whether the desired surgery is cosmetic or

reconstructive.'?’

V. Conclusion

Although a successful facial challenge to a statute using the nondelegation
doctrine has not occurred on the federal level since the New Deal Era, the
California statute is a fitting example for employing this doctrine at the
state level. The statute unconstitutionally delegates legislative power to an
administrative agency by failing to provide adequate guiding principles for
the DMHC to follow, by allowing an unelected agency to make complex
policy decisions, and by lacking the necessary procedural safeguards
needed to curb the DMHC’s discretionary authority.

As the line between cosmetic and reconstructive surgery blurs and health
care costs make up an increasing amount of our GDP, statutes need more
definitive standards for regulatory agencies, insurers, and physicians
to follow. The ambiguous California statute, though well intentioned,
requires a consistent and accurate method to determine whether the desired
surgery is cosmetic or reconstructive as intended by its crafters. Lawmakers
need to make a policy choice balancing the need to treat the necessary
patients and conserving increasingly scarce economic resources.'”® Even
though the California statute is in accordance with the AMA’s definitions
of reconstructive and cosmetic surgery, its construction is fundamentally
flawed in mandating coverage of all procedures within its vague and
subjective definition of reconstructive surgery. Health care insurance
statutes require objective and precise statutory standards capable of long-
term fiscal sustainability as opposed to poorly defined sweeping insurance
mandates in order to most accurately and efficiently reimburse patients for
the appropriate surgical procedures.
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profitability because of an unwillingness to increase health care expenditures
by private insurers and the federal government).

Spring 2009

47



At a time when
health care costs
are consuming

an increasingly
unacceptable
share of US Gross
Domestic Product,
public pressure has
mounted for the
use of international
market forces in
order to lower the

prige of American

prescription drugs.

FDA REGULATION OF THE IMPORTATION OF
PRESCRIPTION DRUGS: OPPORTUNITIES AND
BARRIERS TO LEGAL IMPORTATION

Eloy A. Peral”

I. Introduction

In Beebe Plains, Vermont, there is a street,
appropriately named Canusa Avenue, that runs
right along the United States-Canada border.
Houses on the northern side of the street are in
Canada while houses on the southern side are
in Vermont. If a resident of the northern side
of Canusa Avenue needs medication to control
high cholesterol, he or she can purchase a 90-
day supply of 20 milligram Lipitor for $170.
On the southern side of the street, Vermont
residents will have to dig much deeper if they
need to purchase the same drug. The same 90-
day supply of Lipitor costs about $330 in the
United States.!

This is not what one would expect to find in the
globalized economy. However, today’s global
economic system has seen the acceleration of cross-
border economic, cultural, and political interactions.
These forces have led to a convergence in the price
of many goods and services. Due to a host of factors,
but especially due to the safety considerations unique
to pharmaceutical drugs and the monumental costs
needed to protect the public health against unhealthy
and ineffective drugs, drugs sold in the United States
escape the equalizing effects of the global economy.
It is estimated that Americans pay between 35% and
55% more for brand name prescription drugs than
people around the world.> At a time when health care
costs are consuming an increasingly unacceptable
share of U.S. Gross Domestic Product (GDP), public
pressure has mounted for the use of international
market forces in order to lower the price of American
prescription drugs. As the government agency tasked
with regulating prescription drugs, the U.S. Food
and Drug Administration’s (FDA) role of ensuring
safety and effectiveness is threatened by legitimate
demands that health- and life-sustaining drugs become
more affordable. The debate on whether to ease the
restrictions on the importation and re-importation
of drugs reflects a struggle to gain access to cheaper

* Eloy A. Peral is a J.D. Candidate, May 2010, at the
Washington College of Law. Mr. Peral would like
thank his wife, Lindsey, and his family for their love
and support throughout law school and the writing of
this article.

drugs despite the dangers that a relaxation of the
FDA’s control over drugs will have on public health.
Although the importation and re-importation of drugs
remains illegal under almost every scenario, otherwise
law-abiding Americans are choosing to ignore the law
and potential risks associated with consuming drugs
that have not received FDA approval. The prospect
of alleviating the high cost of health care by purchasing
cheaper drugs has even led states to enthusiastically
flout federal laws barring importation of unapproved
(and thus illegal) drugs.’

Due to the explosion of illegal transactions involving
the purchase of cheaper drugs in Canada by Americans
who seek to transport them into the United States, much
of the debate focuses on re-importation from Canada
and other industrialized nations. Drug re-importation
in the United States “involves [Americans] buying
American-made prescription drugs from countries
to which U.S. pharmaceutical companies export
their products, either by traveling there to buy drugs
or purchasing them through the mail.”* Enforcing
restrictions on the importation of drugs manufactured
in less developed countries, that lack oversight and
inspections by an FDA-equivalent government agency,
fail to spark the same outcry as the ban on re-importation
of drugs from industrialized countries, such as Canada.
The FDA frequently cites concerns about the labeling,
shipping, and handling of drugs imported from Canada
as a policy justification for maintaining the ban on re-
importation.’> The proposition that the Canadian drug
supply is less safe has seen effective rebuttals, with
some analyses even concluding that it is safer than
drugs in the United States.® A more convincing reason
for prohibiting the re-importation of drugs is that the
public health suffers when pharmaceutical companies
are discouraged from researching and developing new
drugs due to the reduced profitability that would follow
re-importation.

This article first provides a summary of the two most
accepted explanations for the stark price differential
between drugs sold in the United States and those sold
in the rest of the industrialized world, specifically in
Canada. Second, this article sketches an overview of
how the FDA regulates domestic drugs and imported
drugs that are FDA approved. Third, this article
discusses the law applicable to imported drugs the
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FDA did not approve, and to re-imported drugs that
the FDA subjected to its approval process. Finally,
this article concludes by briefly analyzing the political
variables that may affect the future of drug importation
and re-importation.

There are numerous theories advanced to explain why
drug prices in the United States and Canada diverge
so significantly, even among American-manufactured
drugs whose only substantive difference lies in where
they are sold. Although no simple explanation exists,
the two most common explanations are government
drug price controls and price discrimination.

Unlike the market-driven pharmaceutical industry in
the United States, Canada’s Patented Medicine Prices
Review Board (PMPRB) enforces price controls on
patented medicines.” The PMPRB is an independent
arm of the Canadian Government that has the power to
“investigate and regulate excessive pricing of patented
pharmaceutical drugs,” including levying fines if prices
exceed the allowable amount.® The maximum amount
a pharmaceutical company may charge for patented
drugs is based on the average price of the drug in
seven other developed countries.” PMPRB regulations
permit patented drug price increases only on a yearly
basis, and only if the increase is proportional to an
increase in the Consumer Price Index (CPI).!° The
PMPRB estimates that Americans pay 67% more for
patented drugs than Canadians do.!!

Price discrimination may also contribute to the drug
price differences and may even supersede price controls
as the primary cause.!? Price discrimination occurs
when a company charges different prices in different
markets for the same product.'® Price discrimination is
possible when markets are segmented based on certain
factors, such as the disposable income and tastes of
consumers.'* A common example of this phenomenon
at work occurs when movie theaters charge a lower
price for a movie ticket to seniors and students due
to their lower average income relative to the general
population. Aidan Hollis, a Canadian economist and
proponent of price discrimination as the major factor
driving price differences, asserts that pharmaceutical
companies set a lower price in the Canadian market
than they do in the United States, because of Canadians’

lower income compared to that of Americans’."?

II. The FDA’s Regulatory
Framework

The FDA’s role as a modern regulatory agency is the
result of the Federal Food, Drug, and Cosmetics Act of
1938 (FDCA).'® Congress amended the FDCA more
than one hundred times. Some of the amendments

( L)
L. )

may be described as “technical and remedial,” but
the most prominent have significantly altered the
way the FDA regulates and have expanded the depth
and breadth of the FDA’s regulatory authority.!” A
notable example is the Medical Device Amendment,
which “transformed its approach to regulation of
[medical devices] and substantially enlarged the
array of regulatory tools available to it.”!® The FDA’s
regulatory authority, as originally established by the
FDCA, is generally categorized into two concepts:
(1) “adulteration,” which pertains to the content of a
product; and (2) “misbranding,” which pertains to the
labeling of a product.!® The majority of enforcement
power in the FDCA originates from the adulteration
and misbranding provisions. Through amendments
to the FDCA, the FDA adjusted the definitions of
adulteration and misbranding in order to broaden the
scope of the FDA’s regulatory role. The statutorily
prescribed enforcement remedies available to the FDA
include criminal prosecution (in coordination with the
Department of Justice) of individuals and firms who
commit prohibited acts, injunction against such acts,
seizure of adulterated or misbranded goods, and pursuit
of civil penalties for some violations.?® Yet informal
remedies “comprise the primary routine enforcement
tools of the agency.””! These tools include recalls,
publicity, and warning letters.??

A. Overview of FDA Regulations Applicable
to Imported and Domestic Drugs

For the FDA to permit the importation of a foreign-
manufactured drug, it must comply with the same
requirements applicable to domestic drugs in interstate
commerce.”®> The FDA’s regulation of drugs is
appropriately referred to as a “closed” system in which
the agency regulates the manufacturing, marketing,
and labeling of every drug legally sold in the United
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States. Imported and domestic drugs must satisfy
five requirements, among others, under the FDCA
before they can be legally introduced into interstate
commerce.?* First, a drug is adulterated, and thus
is prohibited from entering interstate commerce, if
it is not produced in accordance with good manu-
facturing practice (GMP).>> Even if a drug is not
“pharmacologically deficient,” it is adulterated if it
does not comply with GMP.?® Second, a drug must not
be misbranded, “which, among other things, means
that the labeling must bear the name and address of
the manufacturer, packer, or distributer, and [must]
not be false or misleading, and that the drug must
be manufactured in an establishment registered with
the FDA under FDCA §510.”%7 “Any drug, even a
foreign version of an FDA approved drug, will be an
unapproved drug unless it meets all U.S. packaging,
labeling, and dosage requirements.”” Third, a drug
subjectto FDCA § 503(b)(1) will be exempt from FDCA
§502(f)(1), when it is “in the possession of a person
... regularly and lawfully engaged in the manufacture,
transportation, storage, or wholesale distribution of
prescription drugs,”?® labeling requirements (e.g., re
Rx Only), and includes a package insert in the precise
language and format approved by FDA.3* Fourth,
“[a]ny imported drug must be dispensed only upon
a valid prescription by a licensed prescriber, and
distributed with a pedigree®! except in the case of a
manufacturer or ADR.”3? Lastly, and the most onerous
of all the requirements, the FDA must approve the
drug itself.?3

i. The FDA Drug Approval Process

As of 2002 it takes an average of 8.5 years and costs
about $500 million to comply with the rigorous FDA
drug review process and subsequently bring a drug to
the consumer.®* The financial costs and regulatory
risks involved in this review process may help explain
the broad gap between the price of drugs sold in the
United States and those sold in other countries. The drug
development process usually begins in laboratories,
where scientists test the effects of chemical compounds
involved in the disease whose treatment they seek.?
The chemicals are then tested in two or more species
of animals in order to determine whether they can be
safely used in humans.3¢ This initial laboratory testing
of chemicals is referred to as preclinical research.

If the FDA finds the approach promising and
an institutional review board of scientists,
ethicists, and health-care specialists approves
the sponsor’s study protocol, the drug enters a
progression of tests in humans. Each new trial
phase is predicated on a successful outcome of
the previous one: Phase I studies test the product

for its adverse effects on a small number of
healthy volunteers. Phase II studies probe the
drug’s effectiveness in patients who have the
disease or condition the product is intended
to treat. Phase III studies seek to determine
the drug’s safety, effectiveness and dosage. In
these trials, hundreds or thousands of patients
are randomly assigned to be treated either with
the tested drug or a control substance, most
frequently a placebo.’’

The data gathered from these studies and other
information about the drug such as, “what the
ingredients of the drug are, the results of the animal
studies, the way in which the drug behaves in the body,
and how it is manufactured, processed and packaged,”
are then included in a New Drug Application (NDA).?
An NDA is a formal proposal to the FDA to approve
a new pharmaceutical for sale and marketing in
the United States.>® Applications for generic drugs,
“a copy that is the same as a brand-name drug in
dosage, safety, strength, the way it is taken, quality,
performance and intended use,”*° come in the form of
an Abbreviated NDA (ANDA). These applications are
“‘abbreviated’ because they are generally not required
to include preclinical (animal) and clinical (human)
data to establish safety and effectiveness. Instead,
generic applicants must scientifically demonstrate that
their product is bioequivalent (i.e., performs in the

same manner as the innovator drug).”*!

ii. Importing FDA Approved Drugs

The FDCA places an additional burden on drug
importers by prohibiting the importation of food and
drugs that “appear” to be adulterated or misbranded.*?
If FDA field staff at a port of entry determine that an
FDA-regulated product “appears” to be adulterated
or misbranded, the FDA does not admit the product
and issues an Import Alert (Alert). If an Alert is
issued, identifying a manufacturer, shipper, grower,
importer, or a geographic area, “future shipments of
that product will not be allowed to enter the United
States, unless the importer demonstrates that the
product is in compliance with the FDCA.”* Thus,
Alerts transfer the burden of showing compliance to
the importer.** Furthermore, Alerts identify products
that may be detained based on information other than
the results of physical examination of a sample.*® The
FDA, through its reference manual for FDA personnel,
has interpreted “or otherwise” in the enabling statute 4
to mean “. . . a history of the importation of violative
products, or products that may appear violative, or
when other information indicates that future entries
may appear violative.”*” “Appearance” is not defined
by FDA regulations.*® By law, the Secretary of the
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Department of Health and Human Services (HHS)
holds discretion over the admissibility of FDA-
regulated products offered for import and therefore a
decision to refuse admission is not reviewable under
the Administrative Procedure Act (APA).* FDA
regulations do provide for an informal hearing to
contest refusal of admission,*° but testimony offered by
the owner or consignee of the product is not mandatory
or limiting upon the Secretary.”!

II1. Importation of Unapproved
and Reimported Drugs

As noted earlier, foreign versions of FDA approved
drugs and re-imported drugs are considered
unapproved, and thus are prohibited from being
introduced into interstate commerce.’? Despite the
narrow and clearly defined legal avenues by which
Americans may legally obtain pharmaceutical drugs
unapproved by the FDA, in 2003 “nearly five million
shipments, comprising about 12 million prescription
drug products with a value of approximately $700
million entered the United States from Canada.”?
Yet, notwithstanding vigorous legislative efforts to
permit the re-importation of drugs for commercial
use, it remains nonexistent and illegal, despite the
discretion held by the HHS Secretary to waive the
restriction.®* The current enforcement environment
is less restrictive as to the personal importation of
unapproved drugs, perhaps because of the widely
publicized toll prohibitively expensive drugs place on
many Americans.>>

A. Personal Importation of
Unapproved Drugs

There are two ways that currently make it possible
for an individual to import unapproved drugs into
the United States for personal use: (1) the FDA’s
enforcement guidelines for U.S. Custom and Border
Protection (CBP) officers that arguably creates a de
facto exemption for individuals who import or reimport
unapproved drugs for personal use;*¢ and (2) Section
535 of the 2007 Homeland Security Appropriations
Act which prohibits CBP from preventing personal
reimporation of drugs from Canada.>” Primarily due to
its greater resources, the CBP is tasked with enforcing
the drug laws and policies of the FDA and the Drug
Enforcement Agency (DEA).*® These avenues place
formal and informal limitations on the amount of
unapproved drugs that an individual can import.

The Controlled Substances Act (CSA) also contains
specific provisions which allow individuals to
travel internationally with limited quantities of their
prescription medications “if: (1) the substance is found

in one of the approved ‘schedules,’ (2) the substance
is in its original container, (3) a declaration is made to
the United States Customs Service, and (4) use of such
substance is permitted by federal and state laws.”>® The
CSA limits the amount of the controlled substance that
can be imported to 50 dosage units of the controlled
substance unless the individual possesses a valid
prescription issued by a practitioner in accordance
with federal and state law.® The general purpose of
these provisions is to allow patients to only travel with
medication that may be medically necessary for their
health.

i. FDA’s Personal Importation Policy

The FDCA provides no legal exception for the
importation or re-importation of unapproved drugs,
regardless of whether the importer is an individual
or a business. Notwithstanding the limited exception
to personal re-importation from Canada located
in the 2007 Department of Homeland Security
Appropriations Act, personal importation or re-
importation of unapproved drugs, remain illegal. In
order to “best protect consumers with a reasonable
expenditure of resources,” and perhaps as a recognition
of the potential public backlash for punishing
offenders susceptible to sympathy, the FDA maintains
in its Regulatory Procedure Manual a personal import
policy.%! The guidelines permit FDA personnel to “use
their discretion to allow entry of shipments of violative
FDA regulated products when the quantity and purpose
are clearly for personal use, and the product does not
present an unreasonable risk to the user.” > Elaborating
this guidance, the manual states that:

In deciding whether to exercise discretion to
allow personal shipments of drugs or devices,
FDA personnel may consider a more permissive
policy in the following situations: (1) when the
intended use is appropriately identified, such
use is not for treatment of a serious condition,
and the product is not known to represent a
significant health risk; and (2) when a) the
intended use is unapproved and for a serious
condition for which effective treatment may
not be available domestically either through
commercial or clinical means; b) there is no
known commercialization or promotion to
persons residing in the U.S. by those involved
in the distribution of the product at issue; c)
the product is considered not to represent an
unreasonable risk; and d) the individual seeking
to import the product affirms in writing that it
is for the patient’s own use (generally not more
than 3-month supply) and provides the name
and address of the doctor licensed in the U.S.
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responsible for his or her treatment with the
product, or provides evidence that the product
is for the continuation of a treatment begun in a
foreign country.®

The guidance does not cover ‘“commercial and
promotional shipments” and lists factors such as “the
type of product, accompanying literature, size, value,
and/or destination of the shipment,” that may be
used to distinguish between personal shipments and

“commercial and promotional shipments.”64

Although the FDA’s enforcement guidelines have been
said to create a de facto exemption for individual, non-
commercial importation, the guidance states that it
“should not be interpreted as a license to individuals
to bring in such shipments.”®® Despite its clear
language, the policy contained in the guidance has

3

been “widely misunderstood and mischaracterized
as somehow allowing individuals to bring in any
medicines, regardless of the otherwise-applicable

import requirements.”%

ii. 2007 Homeland Security Appropriations Act

Section 535 of the 2007
Appropriations Act prohibits the CBP from preventing

Homeland Security

individuals “not in the business of importing a
prescription drug (within the meaning of section
801(g) of the Federal Food, Drug, and Cosmetic)
from importing a prescription drug from Canada
that complies with the Federal Food, Drug, and

Cosmetic Act . .. .”"°7

This section essentially permits
the re-importation of drugs from Canada that would
otherwise comply with FDA standards. This law does
provide for important limitations for those who seek to
act on this prohibition against enforcement because the
section is only applicable to “individuals transporting
on their person a personal-use of the prescription

drug, not to exceed a 90-day supply . . .. % These

qualifications substantially limit individuals who may
exploit this exception to the ban on re-importation.
Only individuals who live near the American-Canadian
border can benefit from this exception due to the
prohibitive cost of traveling from further distances.

B. Commercial Re-Importation

There are no legal or enforcement exceptions permitting
the importation of foreign-manufacturer drugs for
commercial purposes. There are two conditional
exceptions to the prohibition on re-importation: (1)
the HHS Secretary has the authority to authorize re-
importation if the “drug is required for emergency
medical care;” % and (2) importation may be allowed
under the Medicare Prescription Drug, Improvement,
and Modernization Act (MMA).”

The Prescription Drug Marketing Act (PDMA) of
19887! amended the importation provision of the
FDCA to prohibit the re-importation of a drug unless
the drug is imported by the manufacturer of the drug.”?
The PDMA was a result of a series of hearings held
in the mid-1980s by the House Committee on Energy
And Commerce “aimed at illuminating flaws in the
U.S. drug distribution system.””® A House oversight
report encapsulated the impetus behind the passage of
the PDMA:

The realities of the wholesale marketplace have
combined to create a system in which a large
amount of attractively priced pharmaceuticals
are constantly available, some of which are
not safe or effective. The physical movement,
conditions of storage, and, in some cases,
even the origins of much of this merchandise
is unknown to the first, second, or third level
buyer, who in effect plays a form of Russian
roulette. This situation cannot be allowed to
continue.’

In addition to amending the FDCA to prohibit re-
importation by anyone other than the manufacturer
of the drug, the PDMA also established minimum
federal requirements for the wholesale distribution of
drugs, including requiring pedigree papers for certain
transactions.”

i. The Re-Importation Provisions of the
Medicare Prescription Drug, Improvement,
and Modernization Act (MMA)

The MMA superseded the Medical Equity Drug
Safety Act, which had similar import provisions
to the MMA. The MMA, which became effective
January 1, 2006, was an ambitious and comprehensive
response to the high cost of drugs. Although it is
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arguably incomplete and severely skewed toward the
interests of drug manufactures,’® it did lead to notable
outcomes. The most notable outcome of the MMA was
that it added Part D, the Medicare Prescription Drug
Benefit, to Title XVIII of the Social Security Act. The
program disperses the risk of drug cost by including
private insurance plans that contract with the Federal
government.”’” The drug coverage is provided through
Medicare Advantage prescription drug plans chosen
by Medicare beneficiaries.

Indeed, Medicare Part D, as it is commonly referred to,
is the most substantial expansion of Medicare ever. Due
to its extension of Medicare benefits to prescription
drugs, research suggests that the MM A may have led to
a decline in importation of drugs from Canada.”® It has
been alleged thatthe U.S. Government has strengthened
enforcement against personal re-importation in order
to encourage enrollment in Medicare Part D.”

The MMA provides that “The [HHS] Secretary,
after consultation with the United States Trade
Representative and the Commissioner of Customs,
shall promulgate regulations permitting pharmacists
and wholesalers to import prescription drugs from
Canada into the United States.”®® The MMA then
provides requirements that importers and imported
drugs must comply with. The MMA also contains a
provision allowing the HHS Secretary to authorize
waivers for individual importation: “The Secretary
may grant to individuals, by regulation or on a case-by-
case basis, a waiver of the prohibition of importation
of a prescription drug or device or class of prescription
drugs or devices, under such conditions as the Secretary
determines to be appropriate.”®! However, these
provisions are ineffective until the “Secretary certifies
to the Congress that the implementation of this section
will — (A) pose no additional risk to the public’s health
and safety; and (B) result in a significant reduction
in the cost of covered products to the American
consumer.”$? To date, all HHS Secretaries since the
MMA and its predecessor, the Medical Equity Drug
Safety Act became effective have declined to issue
certification.3

ii. The States Respond

The re-import provisions of the MMA provides states
with an uncertain legal window, but a potent political
instrument to move forward with state-sponsored drug
programs that would give residents access to cheaper
re-imported drugs. The MMA prompted states to
petition the HHS to grant waivers to permit individuals
to re-import drugs from Canada and to issue a
certification permitting the commercial re-importation
of drugs from Canada. As mentioned before, no

waivers or certifications have been issued under MMA
and its predecessor. All state efforts to have the MMA
legitimize their state re-importation efforts through
litigation have also failed. Despite this, states have
continued to operate re-importation programs with the
aid of Canadian pharmacies.3*

In 2005, the Vermont Agency of Administration
submitted a citizen petition to the FDA requesting that
the FDA allow the Vermont State Employee Medical
Benefit Plan (VITSEMBP) to “establish a program
for the orderly individual importation of prescription
medications.”® In the petition, the State of Vermont
explained that it wanted:

Authority to contract with providers to create a
system under which its members have the option
of forwarding a prescription to a Canadian firm
where the prescription would be reviewed by a
physician familiar with the member’s medical
history and re-written as a Canadian prescrip-
tion, which would be forwarded to a licensed
Canadian pharmacy to be filled and sent by mail
to the member in the United States.¢

The FDA denied this petition. In Vermont v. Leavitt,%
Vermont alleged that the FDA’s refusal of a Vermont’s
citizen’s petition was “arbitrary and capricious” in
violation of the Administrative Procedure Act (APA).38
Vermont utilized some creative, yet very unconvincing
applications of statutory interpretation to argue that the
MMA authorized their program® and challenged the
constitutionally of the Act by unsuccessfully invoking
the non-delegation doctrine.”® The Defendants claimed
that they were required to deny the petition because
it proposed a drug importation program that violated
federal law.! In granting the Defendant’s motion to
dismiss, the Court held that the MMA could not be
construed to authorize Vermont’s importation program
and that the program would violate 21 U.S.C. section
331(t) by “causing” its members to import drugs in
violation of 21 U.S.C. section 381(d)(1).%?

A year later in Montgomery County, Md. v. Levitt,
Montgomery County, Md. (County) requested a waiver
to allow the residents of the County and its government
to import drugs from Canada.”> The County applied
the same arguments used by Vermont, which yielded
the same results.?*

Undeterred, states have persisted in their efforts
to facilitate the purchase of cheaper foreign drugs.
The most ambitious state leader was former Illinois
Governor Milord R. Blagojevich, who created the
web site [-Save RX, which also serves residents of
Wisconsin, Kansas, Missouri, and Vermont.”> I-Save
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RX uses a Canadian Pharmacy Benefit Management (PBM), which sources
the drugs from Canada, Ireland, the United Kingdom, New Zealand, and
Australia. “Under the program, US prescriptions and medical histories are
forwarded to physicians in the supplying countries, apparently rewritten to
comply with local laws, and dispensed by local, licensed pharmacists who
then ship the medicine to the United States.”® The program only applies
to refills and excludes most drugs that require special handling.”” Former
Governor Blagojevich maintains that, on average, the drugs from these
countries are 25-50% less expensive than in the United States and identical
to the FDA-approved counterpart in every respect other than price.”®

Despite the purported savings the program offers, its aggregate impact
has been minimal. Pharmaceutical companies have sought to obstruct
foreign pharmacies selling to Americans by tightening oversight over their
wholesale distribution® and the FDA has targeted shipments into the United
States by I-Save RX.!% Moreover, with 27 million eligible residents to
the program, fewer than 20,000 orders were placed in its first two years
of operation. Perhaps its most important (and intended) function is as a
“political symbol.”!10!

V. Conclusion

Despite the re-importation-friendly political environment that has likely
emerged from the presidential and congressional elections, the possibility
of a relaxation of restrictions on drug importation and re-importation is
uncertain. As a U.S. Senator, President Barack Obama voted in favor of

102 The Senate and House

legislation that would permit drug re-importation.
of Representatives are currently in the hands of Democrats, who have been
generally more receptive to re-importation than Republicans. Further, the
recent credit crisis engulfing the global economy, if it precipitates a sustained
economic decline, may pressure Congress to take actions to lower the cost
of healthcare by passing re-importation legislation. Legislation enabling

re-importation is already awaiting action in Congress.!%

Yet recent events remind us of the added health risks associated with the
manufacturing of drugs and other FDA regulated products that are not under
the constant regulatory watch of the FDA. The deaths caused by Heparin
manufactured in a Chinese facility!®* and the warning letters!%> and import
alert'% issued by the FDA to the largest foreign supplier of generic drugs to
the United States, Ranbaxy Laboratories Ltd., for deviations from GMP in
two of their facilities in India,'” eroded the public’s support for re-
importation. Advisors for President Obama express that the Heparin incident
will make it more challenging to pass reimporation legislation.'®® Lastly,
the influence of the pharmaceutical industry can never be underestimated.
With billions of dollars at stake, American pharmaceutical companies will
continue their vigorous lobbying efforts. It is thus uncertain whether the
“invisible hand” will provide Americans with cheaper drugs anytime soon.
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IN THE NEWS

Will the Health Sector Withstand Tough
Economic Conditions?
Kimberly Hodgman

With growing anxiety over unemployment rates, lawmakers
and job seekers hunt for industries that promise both growth
and job security. The health care sector ranks high as one of
the most secure industries.

Seeming resilient to the downturns of the economy, the Bureau
of Labor predicts that the health care sector will add 3 million
jobs between 2006 and 2016 despite the monumental job cuts
in other sectors. For decades, the job pool could not keep
up with the demand and hospitals even searched outside the
United States to fill positions.

With statistics like these, it is no wonder that President Barack
Obama has targeted the health sector for investment in both
job training and job creation. On February 19, 2009, President
Obama signed the American Recovery and Reinvestment Act
of 2009 (H.R. 1) dedicating $59 billion for investment in the
health care sector. The bill specifically marked $500 million
for the training and education of health care professionals to
alleviate shortages.

Still, it is not all sunshine and rainbows for the health care
industry. With a rise in unemployment, doctors are treating
more uninsured patients. Likewise, the declining stock
market has yielded lower dividends for hospital investments.
Furthermore, patients are declining to proceed with elective
surgeries. These three factors have contributed to lower fiscal
performance of some hospitals leading to cutbacks and hiring
freezes.

Individuals hoping to grab one of the coveted health care jobs
should expect more competition in the future. Federally funded
access to training will contribute to a larger applicant pool.
With the uncertainty of the economy many current employees
are reluctant to leave their positions, resulting in decreased
attrition and lower demand for employment.

The Economic Crisis’ Effect on Obesity
Kristen Barry

The Federal Centers for Disease Control and Prevention
recently reported that while a third of Americans are obese,
this number has shown signs of stabilization. The downturn
in the economy has lead many researchers to fear that this
number will begin to rise as American’s put on what has been
referred to as “recession pounds.”

In the current economic climate individuals have cut back
on the amount they spend on food. Cutting back on the cost
of groceries often means cutting back on the quality of food.
Fresh fish, fruits, vegetables, and whole grains can cost a
person up to three times the amount they would spend on the
caloric equivalent processed foods, high in fat and sugars.

In addition to a healthy diet, a person needs to exercise to prevent
obesity. The cost of joining a health club or athletic group is
money that many Americans no longer have or can justify
spending when they are unsure of when their next paycheck
will come. The emotional and physical stress that economic
uncertainty causes may prevent people from exercising,
leaving them with no energy to maintain a nutritious diet.

During late 2008, when most stocks were crashing, stocks
of fast food companies were outperforming predictions.
McDonald’s reported increased sales globally in the third
quarter of 2008, while the organic grocery store Whole Foods
had a substantially lower sales increase than in 2007. Amidst
all the dark predictions of obesity during the economic crisis,
some experts suggest that this is an opportunity for Americans
to revamp their unhealthy eating habits by consuming less and
cooking at home.
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IN THE NEWS

The Suleman Octuplets:

Raises Questions about the Need for
Responsible Reproduction

Megan McCarthy

With the power and ability to manipulate reproduction comes
responsibility and accountability on the part of patients and
doctors. On January 26, 2009, Nadya Suleman gave birth to
octuplets, resulting in only the second set of octuplets born
in the United States. After the news of this medical wonder
was released, several startling facts about Ms. Suleman came
to light. When 33-year-old Suleman was implanted with six
embryos through in vitro fertilization that resulted in her
octuplets, she already had six children ranging in age from two
to seven, no clear source of income, no husband, no home of
her own, and was receiving government assistance. Suleman
lives with her mother in a home that has gone into mortgage
default, three of her older six children are receiving disability
benefits, and the family receives $490 each month in food
stamps.

Suleman’s case raises questions about the lack of regulation
covering doctors and clinics that provide fertility services.
Giving birth to extreme multiples comes with tremendous
risks for both the mother and the babies. Multiple-birth
pregnancies place a mother at high risk for premature labor
and delivery, and they put the babies at an increased risk for
brain injuries, underdeveloped lungs and intestines, cerebral
palsy, and several other lifelong medical and developmental
disabilities. Medical guidelines provide that women under the
age of 35 should not be implanted with more than two embryos
“in the absence of extraordinary circumstances.” Even though
these guidelines state that implanting more than 2—3 embryos
is risky and outside the scope of acceptable medical practice,
Suleman was implanted with six.

While organizations like the American Society for Assisted
Reproductive Medicine and the Society for Assisted Repro-
ductive Technology provide guidelines for fertility doctors
to follow, these guidelines are not legally enforceable. Sule-
man’s case raises the question of whether physicians should
screen their patients and take into account whether prospective
mothers or couples may have any feasible means of supporting
their children. A basic consideration of whether the parents
can financially support their children is one factor that could
be a minimum requirement for fertility treatments, though
implementation of this policy is likely to face great opposition.
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Recent Statistics on HIV/AIDS in the
District of Columbia Show that it is a
City-Wide Epidemic

Molly Conway

In February 2009, the District of Columbia (“the District”)
Department of Health released the 2008 HIV/AIDS
epidemiology update report. This report found that three
percent (n=13,466) of the District’s residents are known to
currently live with HIV/AIDS - a figure that is 22% higher
than in 2006. Comparatively speaking, the U.S. Centers for
Disease Control and Prevention (CDC) define an HIV/AIDS
epidemic as severe when it exceeds one percent of the residents
in a given geographic area. This figure is higher than in West
Africa and is similar to Kenya and Uganda. It is expected that
the number of afflicted individuals is between one-third and
one-half higher because many individuals are not aware of
their status.

The gender and race combination with the highest rate of
HIV/AIDS is African American males; the age group with the
highest rate of the virus is 40-49 — both groups are around seven
percent. About three percent of African American women
and Caucasian men, respectively, currently live with HIV/
AIDS. The lowest rate of HIV/AIDS is in Caucasian women
who are at two-tenths of a percent. The transmission of HIV/
AIDS occurred most often in male homosexual relationships,
heterosexual relationships, and intravenous drug use.

The District is divided into eight wards. Each ward averages
around two percent of their respective population living with
the virus (although twenty percent of individuals who tested
positive did not record the ward in which they reside), with the
exception of Ward 3 — notoriously the wealthiest ward in the
District. Of the over 13,000 individuals living with HIV/AIDS,
about 1,200 are homeless (n=401) or incarcerated (n=891), as
of the time of testing.

A brief glimpse at the correlation between socioeconomic
status and HIV/AIDS is seen from the ward statistics. In 2009,
the District will perform more targeted studies to determine
which subgroups are most afflicted. It is apparent, however,
that this is a city-wide epidemic, one that cannot attributed
solely to an individual’s socioeconomic or racial background.




WASHINGTON UPDATE:
THE EconoMic RECESSION AND THE
GOVERNMENT’S RESPONSE

Health Information Technology
in the American Recovery and
Reinvestment Act of 2009

Molly Conway

Health Information Technology (“Health IT”) is
the electronic compilation of medical records to
create a comprehensive management system of
individuals’ health information. The American
Recovery and Reinvestment Act of 2009 (HR. 1)
allots more than $19 billion for the creation of a
national central Health IT system. This legislation
will provide incentives to medical institutions

and physicians who currently utilize electronic
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’

medical records (“EMRs”) and those who decide
to follow suit. Additionally, funds are provided
for Indian Health Services to further telehealth
initiatives and provide physicians access to
state-of-the-art procedures. This package also
creates a pool of money for grants to physicians

and training institutions and allocates funds for

infrastructure needed to further the use of Health
IT. Finally, a significant portion of the Health IT
funding is set aside for Medicare and Medicaid.

Currently, an individual who has several doctors
may unnecessarily undergo the same test for
each doctor. With EMR, the results can be
disseminated to all doctors who request the same
test so as to save the patient time and money. It is
expected that the utilization of EMR in Medicare
and Medicaid will save more than $12 billion

over the next decade.

Most notably, the legislation creates the Office of
the National Coordinator for Health Information
Technology within the Department of Health and
Human Services. This Office will ensure security
of information while implementing a central
entity to review policies and recommend changes

for a seamless process.

It is expected that in the next decade, 70%
percent of hospitals and 90% of physicians will
utilize electronic health records. The advent of a
national Health IT program is only the first step
in health care cost savings and will ensure that

individuals receive the best care possible.

The American Recovery
and Reinvestment Act Impacts
COBRA Benefits

Kathryn Coniglio

With the number of unemployed workers in the
United States reaching record highs, new policies
are being implemented to accommodate the
healthcare needs of the newly jobless. Since 1985,
the Consolidated Omnibus Budget Reconciliation
Act (COBRA) has allowed employees who have
lost their jobs to maintain healthcare benefits for

eighteen months, as long as they had coverage
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prior to being laid off and were not terminated

for misconduct.

The American Recovery and Reinvestment
Act, signed into law February 17, 2009, has
greatly affected the COBRA program. The
Act contains a number of COBRA revisions,
effective immediately. Previously, employees
paid COBRA premiums out-of-pocket. Under
the new law, the government will subsidize 65%
of costs. Employers will be required to pay the
subsidized portion directly to the government and
will be reimbursed through reduced remittance of

payroll taxes withheld from employees.

Anyone laid-off on or after September 1, 2008
will have 60 days to retroactively enroll in
COBRA at 35% of the original cost. Employers
must notify terminated employees of a “second
chance” at this health care coverage. Reduced
premiums will be available for those laid off
through December 31, 2009. COBRA benefits
will last for nine months, until the individual
becomes eligible for another health plan, until
the 18-month coverage period expires, or until
the individual fails to contribute his 35% share,
whichever date comes first. Those individuals
who choose to utilize subsidized COBRA benefits
will not face increased income taxes unless the

individual falls into a high-income bracket.

Healthcare experts have already voiced concerns
that the expansion of COBRA will discourage
insurance.

will  be

reimbursed quarterly, companies already strained

employers from offering health
Although employer contributions
by the economic downturn may choose to
eliminate healthcare benefits rather than “loan”
the government COBRA payments for each laid

oftf employee who elects coverage.

An Overview of Health Sector
Spending in President Obama’s
Stimulus Package

Walakewon Blegay

Within the first 100 days of his presidency,
President Barack Obama’s “American Recovery
and Reinvestment Act of 2009 (ARRA),” a $787
billion economic stimulus package, passed both
Houses of Congress and was signed into law.
ARRA has a number of provisions directed
towards changes in the healthcare system,
funneling approximately $150 billion to a
number of major health care initiatives. States
will receive an additional $87 billion of matching
funds to bolster their Medicaid programs over a

27-month period.

Additionally, the National Institute of Health
(NIH) will receive $10 billion for research grants
in areas such as cancer, Alzheimer’s discase, heart
disease, stem cells, and for renovation of research
facilities. The Department of Veterans Affairs
will receive $1.2 billion to construct and renovate
healthcare facilities and national cemeteries. The
package allocates the Department of Defense $2.3
billion to fund construction of military health and
dental clinics. ARRA will distribute $1.1 billion
between the Agency for Healthcare Research and
Quality, NIH, and the Department of Health and
Human Services to compare the effectiveness of
medications and medical devices. In addition,
prevention and wellness programs will receive $1
billion to address the issues of obesity, smoking,
and other risk factors for chronic disease and

Immunization.

President Obama noted that an estimated 45.7
million Americans are uninsured, and pledged
that ARRA was the first step to insulating
Americans from what he called “the crushing

cost of health care.”
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WCL Health Law Project Announces

Health Law and Policy Institute: June 15-19, 2009

With pleasure, the Health Law Project, Program on
Law and Government announces the second annual
Health Law and Policy Institute. This one-week
program, which will be held from June 15-19, 2009,
will provide J.D. and LL.M. students and practitioners
with intensive training in a broad spectrum of health

law and policy topics.

The Summer Session Health Law and Policy Institute
is designed for legal professionals who are practicing
or preparing to practice health care law, and offers
training in theoretical and practical aspects of health
law and policy. American University Washington
College of Law’s location in the nation’s capital also
provides students with an opportunity to combine
participation in the Institute with exciting externships
or summer positions that will enrich their health care

law experience.

*Courses may be taken for academic credit or for Continuing Lesal
Education. These credits can also be applied toward an LL.M. degree
with a Health Law specialization in the Law and Government Program.
A Certificate of Attendance will be presented to participants who do
not wish to receive academic credit. Course schedule and offerings are
subject to change. International Participants should apply at least five
weeks in advance and bear the sole responsibility for applying for and
obtaining a visa at the American Embassy or Consulate in their country.
Applicants whose first language is not English must submit a minimum
TOEFL score of 580 or a written certificate of proficiency from an
accredited language institution, unless applicant holds a degree from
an accredited U.S. institution. Completed application and a $65 non-
refundable application fee should be mailed directly to the Registrar's

Office.

REGISTRATION INFORMATION:

2009 Calendar

Completed Application and Fee Due: May 2
Registration ends: May 15

Classes begin: June 15

Classes end: June 19

Take-home exams/papers**: July 12

**if applying for academic credit

Tuition and Fees for Students
Tuition per credit for 2009: $1431
Non-refundable Application Fee: $65
Student Activity Fee: $50

Note: Tuition does not include expenses for books and other reading materials.

To inquire more about the program, receive an
official brochure, or request an application,

please contact:

Summer Session Health Law and Policy Institute
American University Washington College of Law

4801 Massachusetts Avenue, NW

Washington, DC 20016

ATTN: Corrine Parver, Esq.

Health Law Project, Program on Law and Government
Tel: 202-274-4136; Fax: 202-730-4709

Email: health@wcl.american.edu

Web: wcl.american.edu/go/healthlaw
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Summer Session Program

COURSES

Introduction to International Health, Human Rights, and
Public Health

Introduces students to the substance and theory of human rights law through a
focus on public health. Exploring the linkage between human rights, international
public health policy, and international law, the course examines the right to health
Vis-a-vis other human rights, as framed by international treaties and covenants.

Introduction to Medicine for Lawyers

Teaches up-to-date information in an introduction to basic medical principles
and practices, and reviews medical negligence law for those students interested
in medical liability issues.

Intersection of Intellectual Property and Health Care
Provides significant exposure to the many relationships between U.S. patent,
trademark, and copyright laws and health care, including access to medicines,
data privacy, genetics, and biotechnology.

Legal Issues in Health Care Fraud and Abuse

Examines fraud and abuse in the delivery of health care through discussions of
the criminal and civil laws and regulations that combat various forms of health
care fraud. Course includes a False Claims “Boot Camp,” as well as Stark and Anti-
kickback statute issues, health care anti-fraud enforcement efforts, sanctions, and
compliance.

Introduction to Health Care and Life Sciences
Fundamentals

Addresses the unigue issues attorneys face in counseling health industry clients,
including coding, coverage, reimoursement, billing, compliance, and other
regulatory matters. Includes Congressional and state legislative initiatives, and
recent federal government regulatory actions.

Introduction to Bioethics

Considers legal, ethical, and public policy problems posed by developments in
health care financing, allocation, and delivery. Topics include bioethics, federal
reform of health policy, health care dispute resolution, health care transactions,
managed care, medical liability, health law legislative and regulatory process,
and public health law.

Introduction to Genetics

Introduces students to the many ways in which the legal system, construed
broadly, is influenced by and influences the science of genetics. This course
also aims to introduce students to the ethical and societal concerns raised by
new genetic technologies and how the law addresses these issues or may do
so in the future.
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FacuLry EXPERTS

John (Jack) T. Boese, Esq.
Partner, Fried Frank Harris Shriver and Jacobson LLP

Robert Dinerstein, Esq.
Professor of Law, American University Washington College
of Law

Sean Flynn, Esq.

Associate Director, American University Washington College
of Law Program on Information Justice and Intellectual
Property (PLJIP )

Jennifer Geetter, Esq.
Partner, McDermott Will & Emery

Heidi Gertner, Esq.
Counsel, Food and Drug Administration

Lewis Grossman, Esq.
Professor of Law, American University Washington College
of Law

Maureen McTeer, Esq.
Adjunct Professor, University of Ottawa Law School

Joel L. Michaels, Esq.
Partner, McDermott Will & Emery LLP

Corrine Parver, Esq.
Practitioner-in-Residence and Executive Director, Health Law
Project, American University Washington College of Law

Steven M. Pavsner, Esq.
Partner, Joseph, Greenwald & Laake

Houeida Saad, Esq.
Deputy General Counsel, INOVA Health System

Lynn Shapiro Snyder, Esq.
Senior Partner, Epstein Becker and Green, P.C.

Carrie Valiant, Esq.
Partner, Epstein Becker and Green, P.C.

Javier Vasquez, Esq.
Special Counsel, Pan American Health Organization, WHO

Please visit our Web site for updates to the list of Faculty Experts.
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