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Points to Consider

APRIL 2010

The availability and accessi-
bility of medical information
today is greater than it has
ever been Dbefore. From
online medical journals, to
WebMD, to iPad apps-
patients today atre efficiently
accessing information to take
greater responsibility for
medical decisions. Studies
demonstrate that this behav-
ior has its benefits: patients
who are more active in their
care tend to fare better. It
seems that the increased
availability of medical infor-
mation today can be seen as a
good thing, as ultimately each
and everyone of wus is
accountable for our own

health at the end of the day.

On the other hand, greater
patient involvement has
begun to change the para-
digm of the physician-patient
relationship. Recent studies
are now beginning to investi-
gate the outcomes when phy-
sicians give their patients
more power in determining
their medical decisions.

Results from these studies are
not totally surprising,
however they may provide
insights to potential ethical
issues surrounding this
situation in the future.

A 2009 study assessed the
willingness of arthritis
patients to take a hypothetical
‘new’ drug that carried impor-
tant benefits, but also had a
small risk of serious side
effects. The results showed
that patients were /ess willing
to try the drug when they
were given complete power
decision as
compared to when a doctor
advised them to take the
medication. ‘This indicates
that patients are paying more
attention to the risks associ-
ated with taking medications
if they feel their decision is
solely theirs.

over the

So as the quantity (but not
necessarily always quality) of
medical information available
to anyone with an internet
connection continues to
increase, the increasing trend

Norton, A. (2009, November 30). What happens when doctors give patients more power? Retrieved
April 2010, from Reuters: http:/ /www.reuters.com/article/idUSTRE5AT3U320091130

KGI’'s Journal Club To Be Published in Tuftscope

The KGI Journal Club is
pleased to announce the
publication of an original
review. “Benefits of the
Orphan Drug Act for Rare
Disease Treatments,” by
primary student authors Boris
Gites, Jessica
Mona Chughtai, will be pub-
lished in the 2010 Spring

Publication of

Chang, and

Express

Tuftscope: The Interdisciplinary
Journal of Health, Ethics, &
Policy attached to Tufts Uni-
versity. The Journal Club
would like to thank these
three talented individuals, all
members of the Journal Club
for their support and editing
work, and our faculty advisor,
Professor M. Ian Philips for
his invaluable advice.

KGI Journal Club was
founded by first year students
Ryan LaRanger and Wah Yan.
The KGI Journal Club is
dedicated to increasing KGI
through the

production of original reviews

scholarship

on different aspects of the life
sciences industry. We hope to
continue to foster a

communal and comfortable

of patient involvement in
determining treatment regi-
mens will likely follow.
However, the question
remains if the patients
granted with the responsibil-
ity to choose their care are
sufficiently equipped with
knowledge to assess the
benefits against the risks.

e Do you see this increasing
shift of power to the
patient as a potential hurdle
in future drug develop-
ment? Will patients be less
likely to enroll in clinical
trials?

e Does the trend of doctors
giving patients more power
call for the need to reassess
the direct-to-consumer
marketing regulations? As
it stands, DTC marketing
regulations exist in order to
uphold the physician-
patient relationship. Does
granting more freedom to
patients in influencing their
outcome put the patient at
risk of making a potentially
dangerous medical
decision?

Michael Esselman@kgi.edu

environment for students to
explore areas of personal in-
terest and develop their com-
munication, writing, and team

-building skills.
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Economies of Health: Health Care Reform View 1

Marc Pollack

care Reform With 2.3% Medical Device Excise Tax.
25 medlcﬂl device excise tax

There can be no doubt that the U.S.
health care system is amazing when it
provides care. Nonetheless, we are faced
with the stark reality that the U.S. finds
itself lacking in terms of insurance cover-
age. Our infant death rate resides at an
abysmal 33t in the world, and our life
expectancy is sitting at a dreadful 38,
This is mainly ~ because of a lack of ac-
cess to the health care system, and while
this has sparked a massive debate in this
country over what is the most beneficial
to our country and people, I will focus
on the effect on our pharmaceutical (Ph)
and medical device (MD) companies.

First, let’s look at what the reform
does directly. The health care reform bill
was passed primarily to increase the
number of people with health insurance
and to ensure that those who are
currently covered remain so. Insurance
companies will no longer be able to deny
coverage due to pre-existing conditions.
The “doughnut hole” in Medicare is
reduced, ensuring better coverage for
senior citizens by reducing the cost of
prescriptions that they pay for. Medicaid
will be expanded dramatically, ensuring
that more low income Americans will be
covered. It will also be mandatory for
most Americans to have health insur-
ance, though the bill also creates health
insurance exchanges so that people can
shop around, and provides subsidies to
make that insurance affordable (1).

Despite worries that prices of drugs
and devices would change after the pas-
sage of the bill, it allows pricing to stay
the same. There is a definitive shift in
“the market for prescription drugs...
from healthcare providers and patients to
payers, insurers, and managed plans,”
which is likely to change the sales strategy
of Ph companies (2). While this may
seem bad, it provides them an opportu-
nity to gain a new competitive advantage
in the market at a time when diversifica-
tion is becoming all the more difficult (2).

1) Health Care Bill: What Does It Mean for You?

Written March 22, 2010. Retreived on April 13, 2010.  Available from: h

This also provides new opportunities for
struggling biotech companies to appeal to
a new part of the market. The Ph indus-
try has also received “12 years of protec-
tion against cheaper generic competi-
tors,” protecting 15% of pharmaceutical
sales for several more years (3).

The MD industry seems to have taken
a big blow through the introduction of a
2.3% excise tax on their revenues as a
result of the reform bill. However, the
tax was initially set far higher, meaning
that companies were preparing for a
more appreciable loss to their revenues,
which has led to a more positive
response (4). Even with the future of
health care reform uncertain and a higher
likelihood that things could have ended
worse for the industry, the MD industry
still seemed to be positive on the
reform’s future as of 2009 (5).

Second, let’s look at the effect of the
reform through health insurance provid-
ers. Health care costs were at more than
$2.3 trillion in 2008, but Ph and MD
companies will see no change, especially
since there will be more people with
insurance coverage in the system. It is
true that the number of people reliant on
the government for health care coverage
will increase with the reform. It is also
true that hospitals will be paid more by
this system (6). The addition of so many
people to the system results in higher
profits for hospitals than if these people
were to continue to pay out of pocket,
meaning that they would be able to pay
for more pharmaceuticals and devices (7).

Third, let’s look at the effect of adding
all these people to the system via the
reform. This only leads to higher profits
for both types of companies, as well as
insurance providers, since more people
are being introduced to the system.
These Companies have been waiting for
this massive influx of people, anticipating
increases in sales (8). MD companies
anticipate that the increase in people with

health insurance will even offset the costs
of their taxes (9). Even insurance compa-
nies stand to benefit from this influx,
since this acts like increasing the size of
their portfolio, reducing their overall risk.

My opponent (see “View 27) relates
this to the housing market. However, the
difference is that we already pay for their
care through emergency rooms. It has
been illegal since the passage of Emer-
gency Medical Treatment and Active
Labor Act (EMTALA) to turn away
patients, and if they cannot pay the costs,
the federal government foots the bill
According to a study by the Institute of
Medicine, over half of all emergency care
goes uncompensated (10). Another study
concluded that uninsured people were
less likely to pursue any medical care
after an accidental injury or the onset of a
new chronic condition. The uninsured
with an injury were also twice as likely to
have received none of the recommended
follow-up care, and a similar pattern held
for those with a new chronic condition.
Uninsured patients are twice as likely to
visit hospital emergency rooms as those
with insurance; burdening a system
meant for true emergencies with less-
urgent care needs (11). The health care
reform bill removes a large portion of
this burden, offsetting the costs and pos-
sibly even reducing costs in the long term
as more people get adequate and early
care.

On the whole, companies have much
to gain as a result of this health care
reform bill, and there is no substantial
chance of an economic collapse in the
health care market. Ph and MD compa-
nies are thrilled at the prospect of intro-
ducing so many new patients to the
health care system, thus increasing their
overall sales. There is no uncertainty in
that.

Marc_Pollack@fkg.edn
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What Does the Housing Crisis Have to do with Health care?: View 2

Thomas Tredennick

Firstly, we must note that the U.S.
health care system is one of the best in
the world in terms of research and inno-
vation. Two thirds of all Nobel laureates
in medicine in the past ten years are from
the U.S. and over 80% of venture capital
in the global health care sector was spent
here in 2007 (1). This does come with a
price, as we have one of the most expen-
sive health care segments as well. What-
ever happens in the future, we need to
make sure our strengths are preserved if
we want to maintain our position as lead-
ers in the health care industry.

Everyone has sat in the back of their
history lecture wondering, “What do
these old codgers have to do with me?’
Some would argue the reason we learn
history is to not repeat the mistakes of
our past. I believe the new health care bill
sets the stage for history to repeat itself
in the form of a boom and bust cycle
much like the one we saw with the hous-
ing market in the 2000’s.

So how can insuring thirty three mil-
lion extra people be a bad thing for the
Pharma and Med Devices industry? On
the surface, this looks great. Thirty three
million extra people will have easier ac-
cess to pharmaceuticals and medical de-
vices. However, the overarching question
is who will pay for this? It is obvious that
taxes will have to rise and I will not bela-
bor this point. If this method is to be
sustainable, there will have to be signifi-
cant wealth redistribution (read: higher
taxes). The real issue will be the hidden
subsidies that will be absorbed by the
health care industry. The mandates from
the government promises to expand
Medicare and Medicaid. As a hospital,
you cringe when someone walks in on
Medicare or Medicaid because your prof-
itability is -13% and -44%, respectively
for each type of insurance (2). This
promises to put a great strain on the
health care industry because anytime you
must offer a service at a price below
what you need to break even, you are
destined to go out of business. There is
an economic distortion that prevents
value-conscious decisions with any type
of insurance; the government insurance
options are just the worst for pharmaceu-

tical and medical device companies seek-
ing reimbursement.

These stresses are comparable to those
placed on the housing market in the early
2000’s. The government created artificial
demand for houses by decreasing interest
rates to almost zero. This made it more
attractive and easier to finance a house.
The government also created many op-
portunities, such as Fannie Mae and
Freddy Mac, to usher low-income indi-
viduals into homes. This is directly com-
parable to the situation we have today.
Interest rates are comparably low (which
encourages consumption and not saving)
and the government is mandating that
thirty three million extra people, who
could not otherwise afford insurance, be
covered. Dropping thirty three million
people into the system who cannot
afford health insurance will create an
initial boom fueled by artificial demand
just like the one we saw with the housing
market in the early 2000’s. However, like
the restaurant owner who expands his
store when the circus comes to town, he
is left with unutilized capacity when the
circus leaves. This is what happened
when interest rates rose and people could
no longer afford houses. They defaulted
on their mortgages (which they never
would have been able to afford in the
first place) and the housing market
crashed.

The parallel to the health care bill is
the ever-increasing cost of health care
and the economic distortions that
remain in place. As the cost of health
care continues to tise, it will become
harder and harder for the government to
subsidize all these people. The obvious
push-back to this is that demand for
health care will always be there. People
will always get sick. This, however,
misses a very important point. We must
differentiate between demand and desire.
People will always desire health care, just
like they will desire homes and I desire a
new 100 foot yacht. Demand, in an
economic sense, is willingness to pay.
These thirty three million extra people
the government is insuring have a desire
for health care, but lack a fundamental
demand.

This is not an ethical issue, this is an
economic issue. They have proven this
lack of demand by not purchasing health
care. This is directly comparable to the
artificial demand for homes cteated by
the government that was so perilous for
the real estate market: people who had
no economic demand for homes buoyed
the market with artificial demand sup-
plied by the government. Pharmaceutical
and medical device companies will
expand their business in expectation of
increased consumption. But, when the
circus leaves town (or the government
can no longer afford to cover these thirty
three million people), there will be an
extremely painful bust.

I sincerely hope that I am wrong and
this reform is indeed sustainable. I under-
stand the housing collapse was a very
complex process that cannot be pinned
to one single event. This health care bill
has many complex implications as well.
However, it would be foolish not to at
least consider the ramifications of our
actions and pay heed to our history
lessons. Everyone was sure there was no
substantial chance of an economic
collapse in the housing market. But all
one has to do is take a look where we are
today. I feel without addressing the
underlying issue of the runaway cost of
health care, this bill cannot be sustain-
able. My proposal for this is to treat
health insurance like automobile
insurance. Routine check-ups and normal
wear and tear is not covered. Catastro-
phic or unplanned accidents should be
covered. This would help remove some
of the economic distortions to encourage
more free-market competition and
innovation. This would be good for both
the consumers of health care and the
pharmaceutical and medical device
companies.

Thomas_Tredennick@kg.edn

1) and 2) Mango, Paul and Vivian Riefberg. Three Imperatives for Improving US Health Care. The McKinsey Quartetly. December 2008.




Unapproved and Unethical ... Or Is It?

Sarah Arlien

According to a March 26, 2010 article
in The New York Times, health care
providers, patients, and the FDA are
concerned about marketed, but unap-
proved, nitroglycerin tablets (1). Wait a
minute...how is an unapproved drug
marketed? The FDA must have issued
immediate cease and desist orders,
right?

Not quite. The companies that make
these unapproved drugs claim that their
nitroglycerin tablets are “grandfathered”
and thus do not require FDA approval;
they say that their drugs are safe and
that internal testing for potency is con-
ducted. The FDA has issued warning
letters to the two companies producing
the unapproved tablets ordering them
to stop matketing the drug immediately,
to stop manufacturing the drug in 90
days, and to stop distributing the drug
in 180 days (1). This means that the
tablets may still be distributed until the
end of September 2010.

Here’s your regulatory history lesson
for the day. Starting in 1906, with the
passage of the Pure Food and Drug Act,
drugs had to meet certain standards of
strength and purity, but had no require-
In 1938,
companies were required to prove that

ments for safety or efficacy.

their drugs were safe according to the
Food, Drug and Cosmetics (FD&C)
Act.  Drugs that were considered
“identical, related or similar” to drugs
approved before 1938 were not tested
until the FD&C Act was amended in
1962 to require proof of efficacy. A
drug is grandfathered under the 1938
grandfather clause if it was on the mar-
ket before the FD&C Act was passed
and its labeling indicated the same
conditions of use as it did prior to the
act. To be considered “grandfathered”

under the 1962 clause, a drug must have
been “used or sold commercially in the
United States, not a new drug as defined
by the act at that time, and not covered
by an effective application” (2). If a
drug is “grandfathered” it means that
the drug is approved under prior rules
(like those just described) and the
current rules, i.e. NDA review, don’t
apply. You might think of it as it was
good enough for your grandfather, so
it’s good enough for you without any
new rules. The FDA believes that the
drugs on the matket today likely differ
from versions that meet these criteria in
some way, ie., formulation, dosage,
labeling, etc. and thus do not qualify as
grandfathered; the drug doesn’t meet
the criteria of the eatly rules, so the
current rules, i.e. NDA review, still
apply. In 20006, the F.D.A. issued a
Compliance Policy Guide further clari-
fying its requirements and thoughts on
unapproved marketed drugs (3), (4).

So, if a company believes that its
product is grandfathered, does that
company have an ethical responsibility
to seek at least generic approval from
the FDA anyways? Or, given the
expense of FDA filings and clinical
trials that might be required, would the
company be in violation of their respon-
sibilities to company stakeholders by
spending money on tests that might not
be necessary?

I think it’s probably better to err on
the side of caution and get your FDA
approval. If you're in the pharmaceuti-
cal or biotech industry, hopefully there
is some part of you that wants to help
people, not kill them. If you’re not sure
which your drug might do, you should
probably do some testing; if you’re
pretty sure that it helps people you

shouldn’t have anything to fear from
doing the testing. Approval will also
provide some protection from the bad
publicity that is likely to follow if the
FDA takes enforcement action against
you. On a more business focused note,
if you get approved and competitors
with the same product don’t, the FDA
may take action on the grounds of
competition with an approved product,
remove the other products from the
matket, and leave you with market
exclusivity for a generic product. For
example, in the nitroglycerin case
described in the first paragraph, IMS
Health estimates that 80% of the 4.4
million prescriptions for nitroglycerin
tablets were filled with unapproved
drugs. Pfizer is the only company with
an approved nitroglycerin tablet. When
the unapproved tablets are removed
from the market, Pfizer will gain the
approximately 3.5M new prescriptions
(1). Multiplying sales of a product by
five-fold is generally a good thing.

So the business may be good, but an
April 12, 2010, article posted on Fierce
Pharma raises the concern that it may
not really benefit patients. When the
FDA took action against unapproved
colchicine tablets, used to treat gout, it
allowed URL Pharma to get approval
for their version and price it as a
branded drug. Although the unap-
proved version was priced as low as
pennies per tablet, URL’s tablets may be
priced as high as five DOLLARS per
tablet. URL is
even suing the

1) Singer, N. (2010, March 26). F.D.A. Says Millions Got Unapproved Heart Pills. New York Times . 2) Section 107 (c) of the Drug Amendments of 1962. (2009,
May 18). Retrieved April 18, 2010, from FDA: http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticA ctFDCAct/
ucm070880.htm. 3) U.S. Food and Drug Administration. (2006, June). Marketed New Drugs Without Approved NDAs or ANDAs. Marketed Unapproved
Drugs Compliance Policy Guide . 4) Derbis, ]., Evelyn, B., & McMeekin, J. (2008, August). FDA Aims to Remove Unapproved Drugs from Market. Pharmacy
Today , 21-22. 5) Staton, T. (2010, April 12). Centuries-old treatment gets a brand-name price. Retrieved April 15, 2010, from FiercePharma: http://
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The Ethical Concerns in Management Consulting

Sana Moosa

Management Consulting is a
promising field that has caught a
lot of hype over the last few
decades. Its practice involves help-
ing organizations improve the
management and operation of
their business, leading to better
performance. Organizations hire
offered by these

to get external

the services
consultancies
advice, tap into their knowledge
framework and gain access to
In 2008,
global consulting industry revenues
reached about $330 billion, with
over half generated in North

specialized expertise.

America alone (1).  However,
despite the consistent growth, the
management consultant industry
has attracted a significant amount
their

standards have been questioned.

of criticism and moral

Consultants are frequently
placed in situations that are charac-
terized by ambiguity, ignorance,
uncertainty and sensitivity, and
cannot always apply simple ethical
rules in cooperating with their
clients (2). In fact, consultants face
a dilemma known as 'dual ethics'
where they are expected to be loyal
to two

potentially conflict

interests that
with

separate
each
other.

To bring more light into this, let
us consider some of the issues that
consultancies may be accused of,
which may inevitably raise ethical
concerns. Critics argue that many
management consultants fail to
develop deliverables that are easy
to execute by the client. In a sense,
this serves as a 'hook' to convince

the client into pursuing another
follow-on projects with the consul-
tancy. A second criticism raised by
many is the quality of the deliver-
ables, despite the high fees that are
charged by the consultants. These
consultants tend to offer advice
and strategies to their clients
through 'prepackaged' frameworks
that are not customized to the
client's specific needs. Further-
more, consultants are often
accused of assigning less experi-
enced staff onto a project, in a

drive to cut costs.

These concerns question the
professional status of management
consulting. After all, a consultant
must be able to solve the organiza-
tional problem that he or she is
hired to solve, and the solution
must cohere with the interests of
the client and sponsor (3). So what
can be done to minimize the
instances where consultancies may
deviate from their professional
status?

The British Institute of Manage-
IMC) is a
professional and regulatory body
that was formed in the mid 1950s
with the aim to establish a code of

ment Consultants

professional conduct based on
three main principles: 1) Meeting
the client's requirements, 2) integ-
rity, independence and objectivity,
and 3) responsibility to the profes-
sion and the Institute (3). This
of conduct details the
to fulfill fixed
standards in management consult-

code
requirements

ing. Furthermore, the code of
conduct describes what is seen as

unprofessional conduct by indicat-
ing the criticisms that management
consultants face, such as the
examples above. By doing so, the
IMC is working to foster profes-
sionalism in the management

consulting practice.

Should the
consider

United States
establishing a  similar
regulatory body that establishes a
standard that all consultancies
should follow? How would such a
regulatory body enforce and moni-
tor these standards? With national
revenue of over $100 billion, can
the industry sustain its steady
growth, despite the increasing criti-
from both,
management
serious should the ethical debate
be taken, in such a service-otiented

field?

cisms clients and

scholars? How

Sources:

1) (2009). Consulting Industry Overview. Hous-
ton: Plunkett Research, Ltd.

2) Poulfelt, F. (2002). Ethics for Management
Consultants. Business Ethics: A European Re-
view , 65-70.

3) Fischer, M. T. (2002). The Self-Description of
a Management Consultant. Copenhagen Busi-
ness School.
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KGI’s First Ethics Debate

Chandana Thorat

KGI hosted its first ever ethics debate competition on Wednesday, April 14
2010. The first debate had Ian Foti-Landis and Ryan LaRanger presenting a light

argument on the efficacy and ethics of animal testing in research.

The second debate was a tough competition between well versed speakers, Marc
Pollack and Juan Pablo McDonald who argued on the ethics of conducting

business with countries that violate human rights. The event was judged by

Professor Brian Keeley who handed out the prizes to the two winners, Ryan LaRanger and Juan Pablo
MacDonald. The event was well received and greatly appreciated by the students, staff and faculty members
present at the event. “We hope that this event will encourage more students to participate in the future” said

Marc Pollack, one of the debate event organizers. Given the keen interest and positive response from

students and faculty, the Ethics Committee plans to make this a regular event in the coming years.

Chandana_Thorat@ kgi.edu

The Circle of KGI: A Welcoming and Farewell

Matt Verbrugge

The year is nearly complete,
projects are being finished up,
internships and jobs are being
offered and accepted, and plans
are being formulated for the
summer. I’'m hoping to take this
time in the final edition of the
2009-2010 printing of the
Kethical Dilemma to look to the
future and our roles in it.

We are now about to head out
on our respective paths, 20d years
to start their careers, 15t years to
their fu-

get a taste of

tures.  Wherever we end up,
remember that we are ambassa-
dors of KGI. Everyone will need
to be on their game out there, as
in many cases, we will be the first
person associated with KGI that
our bosses and coworkers
meet. How they see us will color
their perspective of the insti-
tute. How they see KGI is
directly related to how valuable

our degrees.  Therefore your

actions and conduct will have
affects that range far larger than
you.

I hope that the KGI curricu-
lum and the Kethical Dilemma
have given you some tools and
perspectives to help with navigat-
ing the ambiguous and confusing
ethical waters of industry. I
caution you to always be alert and
to try to always do the right
thing. Once in a while, you will
blow it, we all will. It will take a
hundred more right calls to
balance that it out, so show that
you have impeccable form the
rest of the time. Take responsi-
bility for your actions, and then
humbly and confidently keep
going.

Our responsibilities in the
future are not only to keeping a
clean and positive image about
KGI, the responsibilities also lie
in bringing in the next class. The

class of 2010 has helped to get
the «class of 2011 up to
speed. Soon, it will be the class
of 2011 that will welcome in the
students of 2012. Just as we have
a responsibility in industry to
spread a positive image of KGI,
we also have a responsibility to
following

bring along the

classes. There is an enormous
amount of tacit knowledge that
resides at KGI and it is part of
the responsibilities of the
incumbents to help pass that
knowledge along to the

newcomers.

And finally, to the class of
2012, welcome to KGI! You are
in excellent hands from the class
of 2011!

Matthew Verbrugge
2009-2010 Student Body President
Keck Graduate Institute of Applied
Life Sciences

MBS Class of 2010

Matthew 1V erbrugge(@kgi.cdu

Questions? Contact the editor, Michelle Pesce (MBS ‘11), at Michelle Pesce@kgi.edu.
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