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From the Director’s Office
America’s Other Drug Problem

We all know it’s risky to be hospitalized, but what many do not know is that more than
100,000 hospitalized patients die every year from their correctly prescribed drugs. This
figure does not include pharmaceutical-related deaths that occur outside a hospital
setting, or deaths resulting from prescription errors by doctors or pharmacists. Neither
the exact number of deaths nor the full extent of other serious medical consequences of
correctly prescribed drugs is known. Many experts estimate that 90 percent of adverse
drug reactions are never reported, and some speculate that the deaths attributed to
correctly prescribed drugs could be great enough to make this the third leading cause of
death in the United States.

What contributes to this under-reported and poorly understood phenomenon?
Medical science itself is not risk-free, no matter how many safeguards are taken and it is
inevitable that drugs will provide net benefits for some patients while doing more harm
than good for others. However, certain aspects of the drug approval and monitoring
process itself bear closer scrutiny. Drug companies, not the FDA or independent
researchers, finance and control virtually the entire process of testing and bringing new
drugs to market, as well as the process of monitoring adverse events once the drug is
available in the marketplace. The result is a high degree of FDA deference to drug
company judgment and decision-making that is substantial from start to finish.

In the approval process, the FDA relies heavily on information given it by the companies
who have developed the drug or device. Pharmaceutical companies finance the vast
majority of all drug trials in the U.S. They design and structure the studies, select and
pay researchers, choose the study subjects, analyze the study’s results, and closely
oversee the writing and publication of the final conclusions. The resulting consequences
should be of little surprise.  For example, an analysis of 70 studies of specific cardiac
drugs showed that 96 percent of authors with ties to the pharmaceutical company
produced favorable results, while only 37 percent of independently funded studies of
the very same drugs showed favorable results.

What accounts for such disparities between what independent researchers conclude
and what industry-funded researchers present to the FDA for drug approval? One
problem stems from the fact that the drug trial system works on a simple “pass/fail”
basis. A new drug does not have to show a substantial benefit over the placebo, only that
it is “marginally” better than the placebo. The passing grade is set low, but in addition,
there are plenty of opportunities to pass the test under new examination conditions.
Large numbers of subjects who show what the industry classifies as a “sensitivity” or
“bad reaction” to the drug are allowed to be dropped from the results simply because it
occurs early in the trial. The path to approval is made progressively easier by a process
of pruning the subject pool so that fewer adverse events are seen than might appear if a
more inclusive subject pool were employed.

Moreover, the pass-fail test for approval is scored based on the drug’s effectiveness
and safety profile for the treatment of a specific medical condition. Once FDA approval
is secured, physicians may then prescribe the drug for other conditions, often as a result
of pharmaceutical publicity about off-label use. These off-label uses can outstrip the
original uses for which approval was granted, and the patient populations can exhibit a
very different risk profile than the narrowly pruned pools of research subjects for whom
matters of safety and efficacy were originally evaluated in response to a particular
condition.

Other problems frequently arise beyond the initial approval process. The final phase
of the drug trial, Phase IV, begins with the release of a new drug.  Adverse reactions such

Drugs continued on next page

MEMBERS ONLY:
WEBSITE PORTAL

    We are pleased to announce this fall’s
launch of a new portal on the Institute’s
website that will be available exclusively
to KIE members.  Through this site all
members will have full access to the
electronic version of current and back
issues (1996, Vol. 6, to date) of the Kennedy
Institute of Ethics Journal through Johns
Hopkins University Press’s Project MUSE.
The site also offers the text of federal legis-
lation and court opinions that are “in the
news”; front matter and first chapters of
selected recently published books in
bioethics; bioethics cases of interest; and
selected bioethics course syllabi.  Plans
include updating these features regularly
and archiving previous items in order to
build a repository of materials for the use of
Institute members in teaching and research.
In addition, the site will provide links to
numerous other bioethics organizations, as
well as a select listing of bioethics job
openings and other announcements. The
current and subsequent issues of the
Kennedy Institute of Ethics Newsletter also
will be available to members on the site.
Members will no longer receive mailed copies
of New Titles in Bioethics as it will be
available electronically on the site.
    The new members’ site is a work in
progress; one that we expect to grow from a
seed into a great tree as planned features are
expanded and new ones added. Our members
are invited to join in a collaborative
partnership to build a site that serves their
needs and interests.  Please provide not only
your feedback on the site as it currently
stands, but also your suggestions for addi-
tional areas and types of materials you
would like to see included, as well as your
recommendations for specific items that we
might consider for posting in current
sections.
    We anticipate the site being available in
early November.  Members will be able to
gain access by clicking on “Members Only
Section” under “Membership” on the KIE
homepage, where instructions are posted for
creating a personalized Login and Password
(http://kennedyinstitute.georgetown.edu).
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WHAT’S UP WITH KIE

IBC ATTRACTS A CROWD

Congratulations are in order for the
recognition dedicated faculty have
received  as they have garnered awards
honoring thei r  long and valuable
commitments and contributions to the
field of bioethics.  The first ever Paul
Ramsey Award was given to Dr.
Edmund Pellegrino last spring for his
exemplary work in the field of Christian
Bioethics.   Dr.  Pellegrino told the
audience in attendance that Ramsey’s
work had been cr i t ical  for  him in
remembering the significance of the
patient as a person, and pointed out
his own concerns that the misuse of
enhancement technologies might
o v e r s h a d o w  t h e  h u m a n i t y  o f  t h e
patient.  He also stressed the need to
teach humanities, human values and
ethics in medical schools.

To m  B e a u c h a m p  a n d  J a m e s
Childress will each receive a Lifetime

Attendance was up for our thirtieth
Intensive Bioethics Course this past
summer, and we continued to attract
professionals and students from parts
near and far with a speaker line-up that
ensured there was something for every-
one.  We welcomed attendees from NIH,
NCI, the west coast, the northeast, our
neighbors to the north and south,
Singapore, Japan, Norway, Sweden,
Nigeria, the Philippines and Puerto
Rico, to name just a few.

Preconference  Symposia  were
revamped and we were pleased to work
with the Center for Clinical Bioethics
to include two new offerings, Clinical
Bioethics and Organizational Ethics.
These were very well-attended and met
the needs of participants who serve on
ethics committees in hospitals or other
clinical settings, and those who have
challenges surrounding how to structure
an organizational ethics program in
their home institutions or agencies.
The KIE’s Library ProSeminar oriented
and introduced attendees to new web-
searching tools and online bioethics
databases and gave them the opportunity
of working with the world’s experts in
the field.

Maggie Little, Course Director,
reviewed our 2003 evaluations and
made changes to the Plenary Lecture
line-up in 2004 to reflect feedback
received. This year’s course opened

with an introduction to bioethics and
moral theory (ably presented by John
Keown) in response to pleas for a session
that would ‘ground’ attendees in what
was, for some, a whole new way of
thinking. We were pleased to have Ruth
Macklin from Albert Einstein College
of Medicine presenting on Research
Ethics and Georgetown Law’s Patricia
King gave a powerful talk on Race in
Medicine.  Jim Childress spoke on
Autonomy, and our own KIE faculty
presented the other three pillars of
bioethics, in addition to some special
topics produced on demand.  Laura
Bishop led on “Teaching Ethics”, and
we heard they were standing in the
hallway to hear LeRoy Walters offer
an international perspective on stem
cell research.

We have started planning next year’s
course (yes, already), and are open to
ideas from our membership about
topics and speakers we might want to
include.  The dates have been picked,
June 7-12, 2005, so mark your calendars
if it’s been a few years since you (or
someone from your institution) have
attended and would like to join us for
an exhausting and satisfying week
exploring and discussing the important
issues of the day.  Contact Sally
Schofield, (202) 687-8099 for additional
information.

We hope to see you in June!

as serious injury and death are, ideally,
tracked and reported to the FDA so the
agency can evaluate whether the drug
should be recalled and pulled from the
market. However, the adverse events
reporting system is entirely voluntary.
While only a small percent of all adverse
reactions are ever reported, there are some
proxy indicators suggesting even larger
dimensions of the problem outside of the
official tracking system. For example,
while we know that 50 to 75 percent of
patients quit taking their blood-pressure
and cholesterol-lowering medications
within one to two years, neither the FDA
nor the drug companies know much
about how many of these patients drop
their medications due to adverse effects.
Moreover, much of the adverse event data
that is known by the FDA is not released
unless a Freedom of Information request
is filed. Even then, much of the collected
data on adverse reactions or deaths is
blacked out by the drug companies
under the claim of  “proprietary trade
secrets.”

What is well known, by contrast, is the
fact that the FDA rarely issues warnings
of dangerous effects, and as recently re-
ported news events indicate, in some
instances the FDA has resisted the drug
manufacturers’ own recommendations
that additional warnings be given as new
data on adverse events are accrued. Were
regulators inclined to take stronger
action, there is a further problem that
news reports typically miss altogether.
The FDA has severely limited legal
authority to compel any action by drug
companies. Manufacturers, not the FDA,
are the authors of the recall warnings that
seem altogether too frequent.

The FDA’s pass/fail system is unlike
any other system of accountability most
of us are likely to have ever experienced.
Requirements for a passing grade are
minimal. Product manufacturers get to
take the test as many times as they like,
under as many different conditions as are
necessary to get a passing grade. Best of
all, they get to report their own grade,
and it’s almost impossible for others to
check their work. After having passed the
initial test, very little in the way of addi-
tional accountability is required, and
much of the information others might use
to make their own decisions is either not
collected or not readily obtainable. This
is America’s other, less thoroughly
discussed drug problem and without
new guidelines in place, not only will
in-hospital deaths rise as new drugs hit
the market, but the general population’s
risk will also increase as more and more
of us are faced with greater choices and
less information about the drugs we take.

Madison Powers

Achievement Award at  this  year’s
American Society for Bioethics and
Humani t i e s  mee t ing  in  Ba l t imore
October 30, 2004. Recognition of their
l ife’s work,  both jointly (Principles
o f  B iomed ica l  E th i c s ,  1979 )  and
separately, honor the valuable work
and contributions they have made to
advancing scholarship and practice in
bioethics.

KIE faculty have also been on the
road,  giving lectures and chairing
meetings.  John Keown  t raveled to
Sydney, Australia to chair a session on
End-of-Life Decisionmaking in August
and to Kuala Lumpur in early October
to present a talk “Should Voluntary
Euthanasia Be Legalised?” John
Langan,  SJ, taught a business ethics
class in Mexico in July. Robert Veatch
taught at the St. George’s School of
Medicine in Grenada in early summer.



Abortion, Doctors and the Law Keown Cambridge U. Press $20.79 $22.00

Applied Ethics in Animal Research: Philosophy Gluck, DiPasquale, Orlans Purdue Press $18.91 $24.95
Regulations, and Laboratory Applications

Bibliography of Bioethics, Vol. 29 Walters, Kahn, Goldstein, eds. KIE $56.00 $70.00

Case Studies in Nursing Ethics, 2nd ed. Veatch Jones & Bartlett $41.40 $44.95

Christian Virtues in Medical Practice Pellegrino GU Press $20.67 $29.95

Contemporary Issues in Bioethics, 6th ed. Beauchamp, Walters Wadsworth $70.15 $81.95

Cross-Cultural Perspectives in Medical Ethics Veatch Jones & Bartlett $37.38 $40.95

Disrupted Dialogue, Medical Ethics & the Veatch Oxford $45.95 $49.95
Collapse of Physician-Humanist Communication

  (1770-1980)

Ethical Issues in Death and Dying, 2
nd

 ed. Beauchamp, Veatch Prentice Hall $50.03 $58.00

Euthanasia, Ethics and Public Policy Keown Cambridge U. Press $21.74 $23.00

Euthanasia Examined Keown Cambridge U. Press $33.08 $35.00

In the Name of Science: Orlans Oxford $20.19 $21.95
Issues in Responsible Animal Experimentation

Joseph Cardinal Bernardin, ed.: Langan GU Press $13.08 $18.95
A Moral Vision for America

Medical Ethics, 2nd ed. Veatch Jones & Bartlett $56.35 $61.95

Moral Acquaintances Wildes UNotreDame Press $18.40 $20.00

Moral Particularism eds: Hooker, Little Oxford $50.60 $55.00

Principles of Biomedical Ethics, 5
th
 ed. Beauchamp, Childress Oxford $27.55 $29.95

Source Book in Bioethics (paper) Jonsen, Veatch, Walters GU Press $29.33 $42.50

The Basics of Bioethics Veatch Prentice Hall $23.98 $27.80

The Ethics of Human Gene Therapy Walters, Palmer Oxford $36.11 $39.25

The Human Use of Animals; Orlans, et al. Oxford $27.14 $29.50
Case Studies in Ethical Choice

The Patient-Physician Relation: Veatch Indiana U. Press $23.10 $29.95
The Patient as Partner, Part 2

The Story of Bioethics, From Seminal Works eds: Walter, Klein GU Press $23.90 $29.95
  to Contemporary Explorations

Transplantation Ethics Veatch GU Press $20.67 $29.95

The Philosophical Foundation of Medicine: eds: Bulger, McGovern Carden Jennings $20.75 $26.00
Essays by Dr. Edmund Pellegrino Publishing Co., Ltd.

KIE BOOKSTORE ORDER FORM
TITLE AUTHOR PUBLISHER

MEMBER’S

DISCOUNT

PRICE

NON-
MEMBER

PRICE
QTY AMT TOTAL

This is a partial list of currently available books from KIE faculty scholars.

Mail:    Georgetown University, Kennedy Institute of Ethics Bookstore
               4th Floor Healy Hall, 37th & O Streets, NW, Washington, DC 20057
Phone: 202-687-8099   Fax:  202-687-8089
Email: kicourse@georgetown.edu
Website: http://kennedyinstitute.georgetown.edu

      TOTAL COST OF BOOKS: $ __________________
              ADD 7% SALES TAX OF COST: $ __________________

                       ADD S & H*: $ __________________
  TOTAL AMOUNT ENCLOSED: $ __________________
*(US:ADD $3.50 FOR ONE BOOK & $1.00 FOR EACH ADDTL. BOOK,
FOREIGN  (INCLUDING CANADA) WILL BE CALCULATED BOOK RATE & ADDED TO YOUR TOTAL)

PLEASE FILL IN PAYMENT & MAILING INFORMATION ON NEXT PAGE
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MY CHECK IN THE AMOUNT OF   $ ____________________________ PAYABLE TO THE KENNEDY INSTITUTE OF ETHICS IS ATTACHED.
**OR*  PLEASE CHARGE MY          MASTERCARD    OR     VISA    (CIRCLE ONE)  IN THE AMOUNT OF $ ___________________
CARD NUMBER _________  / _________   / __________  / ___________  EXP. DATE _________ / ___________
PRINT YOUR NAME AS IT APPEARS ON CARD: _______________________________________
SIGNATURE: ____________________________________________________ EMAIL: ______________________________________

NAME: ___________________________________________________________________
ADDRESS: ________________________________________________________________
ADDRESS: ________________________________________________________________
CITY: ____________________________ STATE: ___________________   ZIP CODE ______________________ COUNTRY: ____________________________

SHIP TO:

MAIL YOUR ORDER TO:
Georgetown University, Kennedy Institute of Ethics Bookstore, 4th Floor Healy Hall, 37th & O Sts., NW, Washington, DC 20057

Bioethics Library News

The National Reference Center for Bioethics
Literature (NRCBL) staff is going on the road.
We hope to meet you at the American Society
for Bioethics and Humanities (ASBH) annual
meeting in Philadelphia, where we’ll exhibit
from Thursday night through Saturday morning
(October 28-30). Staff will bring you up to
date on NRCBL services and publications.We’re
eager to hear about your experience searching
our web databases and using our library
services. Your feedback and suggestions are
very important to us!

From November 7-10 we’ll be right here in DC
at the American Public Health Association (APHA)
annual meeting (booth no. 1265). A 5 p.m.
Sunday afternoon presentation in the Exhibitor
Theater will complement the exhibit and highlight
new web-based initiatives. Reference staff members

will demonstrate search strategies to identify
bioethics resources in “ETHX on the Web”,
“Genetics and Ethics”, and PubMed. You can
also pay a virtual visit to NRCBL’s special
collections for Asian Bioethics, Jewish Bioethics,
the Rose F. Kennedy Collection, the National
Bioethics Advisory Commission’s Digital
Archive, the FILM archive, the Syllabus
Exchange Project, and other information
resources available to you via NRCBL’s website
and onsite reference librarians.

There is yet another initiative focused on
meetings: we are pleased to announce that two
library staff members will be providing
support, via a subcontract, to the Center for
Genetic Research, Ethics, and Law (CGREL)
at Case Western Reserve University. CGREL
was recently awarded a five-year grant by the
National Human Genome Research Institute
(NHGRI). The focus of Director Eric Juengst’s

project is to foster sustained interdisciplinary
research on the ethical, legal, and social issues
involved in the design and conduct of human
genetic research with families, communities, and
populations. Laura Bishop, Ph.D., and Susan
Poland, J.D., research associates for bioethics and
law, respectively, will attend and report on
significant meetings regarding genetics policy that
are held in the Washington, DC area. They will
also provide reference services to CGREL
personnel. Meetings on their list include:
Congressional hearings on genetics; selected
NHGRI meetings; the President’s Council on
Bioethics; NIH’s Recombinant DNA Advisory
Committee; and the DHHS’s Secretary’s
Advisory Committee on Genetics, Health, and
Society. We are looking forward to this
collaboration with CGREL, which is certain to
be mutually beneficial,  enhancing NRCBL’s
collections while keeping CGREL apprised
of developing genetics policy in Washington.

Meet Me in Philadelphia — Or at the new DC Convention Center — Or on the Hill!


