Legal Aspects of Medicine



J.R. Vevaina R.C. Bone E. Kassoff
Editors

Legal Aspects of Medicine

Including Cardiology, Pulmonary
Medicine, and Critical Care Medicine

Springer-Verlag New York Berlin Heidelberg
London Paris Tokyo



JAMES R. VEVAINA, MD, FACP, FCCP

Acting Chief, Critical Care Medicine and Associate Director, Pulmonary Lab,
Flushing Medical Center; a major teaching affiliate of the Albert Einstein College of
Medicine, Bronx, NY; Pulmonary division, Long Island Jewish-Hillside Medical
Center, New Hyde Park, NY; Consultant to the State of New York and Consolidated
Edison Corporation; Flushing Hospital and Medical Center, 4500 Parsons Boulevard,
Flushing, NY 11355, USA

RoOGER C. BONE, MD, FACP, FCCP
The Ralph Crissman Brown Professor and Chairman, Department of Internal
Medicine and Critical Care Medicine, Rush Medical College, Chicago, IL 60612, USA

HoNORABLE EDWIN KASSOFF

Presiding Justice, Appellate Term of the Supreme Court of the State of New York,
2nd and 11th Judicial Districts; Professor of Law, Pace University; 88—11 Sutphin
Boulevard, Jamaica, NY 11435, USA

Library of Congress Cataloging-in-Publication Data
Legal aspect of medicine : including cardiology, pulmonary medicine,
and critical care medicine / James R. Vevaina, Roger C. Bone, Edwin
Kassoff, editors.
p. cm.
Bibliography: p.
ISBN-13: 978-1-4612-8867-1 ¢-ISBN-13: 978-1-4612-4534-6

DOI: 10.1007/978-1-4612-4534-6
1. Medical laws and legislation—United States. 2. Physicians—

Malpractice—United States. 3. Medical jurisprudence—United
States. I. Vevaina, James R. 1I. Bone, Roger C. III. Kassoff,
Edwin.

KF3821.A75L.413 1989

344.73'041—dc 19

[347.30441] 88-20193

Printed on acid-free paper

© 1989 by Springer-Verlag New York Inc.
Softcover reprint of the hardcover 1st edition 1989

All rights reserved. This work may not be translated or copied in whole or in part without the
written permission of the publisher (Springer-Verlag, 175 Fifth Avenue, New York, NY 10010,
USA), except for brief excerpts in connection with reviews or scholarly analysis. Use in
connection with any form of information storage and retrieval, electronic adaptation, computer
software, or by similar or dissimiliar methodology now known or hereafter developed is forbidden.
The use of general descriptive names, trade names, trademarks, etc. in this publication, even if the
former are not especially identified, is not to be taken as a sign that such names, as understood by
the Trade Marks and Merchandise Marks Act, may accordingly be used freely by anyone.
While the advice and information in this book are believed to be true and accurate at the date of
going to press, neither the authors nor the editors nor the publisher can accept any legal
responsibility for any errors or omissions that may be made. The publisher makes no warranty,
express or implied, with respect to the material contained herein.

Typeset by TCSystems, Inc., Shippensburg, Pennsylvania.

987654321



This book is dedicated to the memory of Dr. Vevaina’'s late fa-
ther, Dr. Rustom C. Vevaina, MB, MRCP (Lon), DTM., DTH
(Lon), DPH (Bom). It is also dedicated to his devoted mother,
Goolcheher Vevaina, and his lovely daughter, Zena.



vi

The Editors

JAMES R. VEVAINA, MD, FACP, FCCP

Dr. Vevaina is Acting Director, Critical Care Medi-
cine, and Associate Director, Pulmonary Laboratory,
Flushing Hospital and Medical Center, a major teach-
ing affiliate of the Albert Einstein College of Medicine.
He is Attending Physician, Pulmonary Division, Long
Island Jewish-Hillside Medical Center. He is Consul-
tant to the Consolidated Edison Companies in New
York and to the Bureau of Disability Determinations in
New York. He has completed a course of legal studies
at C.W. Post College, Long Island University, NY,
and is an associate in the American College of Legal
Medicine.

ROGER C. BONE, MD, FACP, FCCP

Dr. Bone is Ralph C. Brown Professor and Chairman,
Department of Medicine, and Chief, Section of Pul-
monary and Critical Care Medicine, Rush Medical
College. He is editor of 23 texts in medicine and
approximately 300 publications. He is on the editorial
boards of numerous chest publications and is a Regent
for the American College of Chest Physicians.

HoNORABLE EDWIN KASSOFF

Honorable Edwin Kassoff is Presiding Justice of the
Appellate Term, 2nd and 11th Judicial Districts, of the
Supreme Court of the State of New York. He is a
professor of law at Pace University, on the faculty of
the National Judicial College, and past president of the
American Business Law Association and the Associa-
tion of Supreme Court Justices of the State of New
York. He is co-author of five law texts and numerous
articles and is Chairman of the Publications Commit-
tee of the Supreme Court Justices of the State of New
York. He has lectured at many professional confer-
ences of lawyers, doctors, and judges.



Preface

The simple reason for creating this book was my impression that the law is
having an increasing impact on the practice of medicine. There is hardly a
physician I know who has not been deeply troubled by legal problems
professionally, economically, and most important of all, psychologically. The
past decade has seen medical practice premiums steadily rising. Multimillion
dollar verdicts have not been unusual. Having disregarded these vital issues for
many years, physicians have suddenly become very aware of litigation-related
problems.

Having been interested for a long time in the logic of the law and the romance
of legal research, I thought it would be useful to create a book that would result
in the blending of great minds in law and medicine. It has been my long-
standing observation and belief that the approach of professors of medicine,
and that of learned members of the bar and bench, when put together, produce
unique results. Putting these views together has been the real challenge in
editing this book.

During the 52nd Scientific Session of the American College of Chest
Physicians, I proposed the idea of producing a book on the subject of law and
medicine to my distinguished friend and mentor Professor Roger Bone of Rush
Medical College. After listening patiently to my ideas over lunch in a busy
downtown San Francisco restaurant, he asked me what kind of legal help I was
going to secure. I said, ‘I will try for the very best.”” He then graciously agreed
to edit the book with me.

During that meeting of the college, 1 invited some of the most renowned
chest physicians in the country to contribute to the book. I was honored by the
large number of distinguished physicians who agreed to support the project and
contribute their knowledge and experience to it. Dr. H.J.C. Swan, the
innovator of the balloon-flotation catheter, agreed to describe in his own words
how he conceived the idea of floating a catheter into the pulmonary artery
(Chapter 14). Dr. Cyril Wecht, who is one of the pioneers in forensic
investigation and in revealing the mysteries revealed by postmortem examina-
tion, also agreed to give the benefit of his years of expertise to our readers
(Chapter 15).

A fortunate turn of events in the development of the book was the
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acceptance of the joint editorship by the Honorable Justice Edwin Kassoff,
Presiding Justice Appellate Term of Supreme Court of the State of New York.
In turn, Justice Kassoff invited distinguished judges and attorneys to add that
perspective that only legal minds can contribute.

How has the law impacted on medicine? New government laws and
regulations have had a deep impact on medicine. Biomedical technology and
research have created new questions that have not been considered before.
Almost all of medicine is undergoing future shock. We accepted birth and
deaths as normal incidents in our daily practice. Now, we can keep five
2-pound babies delivered together alive, yet to die in a United States hospital
requires the whole retinue of doctors, nurses, and therapists, a minimum of an
arterial line and ventilator, and the inevitable Swan floated in just before the
moment of peace, and even then there may be questions (on which extensive
monographs are written) as to whether death has occurred at the moment
declared. A new area of medicine created by critical care specialists is when
and how to ‘‘withhold and withdraw’’ life support systems that we hook our
patients up to. Chapter 23 explores this topic.

The spread of the acquired immune deficiency syndrome (AIDS) has created
new problems for doctors and law enforcement agencies. The criminal law is
now involved with prostitutes and homosexuals who can spread the disease.
Lawsuits from AIDS-related litigation are predicted to give away the
courthouse. The legal aspects to this subject are covered in Chapter 28.

Yet another medicolegal problem is the devastation caused by asbestos years
after exposure. As stated in the chapter on asbestos, the outcome from
asbestos-related litigation is determined more by medical than legal points. The
number of awards and their size has brought at least one giant corporation to its
knees. Compensation for occupational lung diseases is in a state of flux and
confusion and needs fresh legislative action. In Chapter 20, both legal and
medical perspectives are discussed.

Has malpractice litigation caused the face of medicine to change? Definitely
yes! At one time the welfare of the patient and his recovery were the only
concerns of the doctor. Now, the doctor practices in the industrial-medical
complex, and a much deeper concern occupies his mind. Even the most
courageous doctor shudders at the thought of walking up those large steps of
the local courthouse to confront his adversary, who will relentlessly pursue the
case against him for large sums of money. Every doctor will be better equipped
to deal with such problems by the insights given by the authors, and decisions
of the highest courts of the land cited by them. Chapters 1 through 6 explore
different facets of medical malpractice.

Where do we go from here? Certainly ‘‘risk management’’ programs have
an important part to play, which is why I asked Michael S. Kaminski, the
President and Chief Executive Officer of Flushing Hospital Medical Center, a
major teaching affiliate of the Albert Einstein School of Medicine, to give us a
chapter on the subject (Chapter 8).

I trust this book will be of interest to all who work in the fields of law and
medicine, and particularly those who specialize in the fields of cardiology,
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pulmonary, and critical care medicine. I believe that agencies analyzing and
reporting such cases should find it a valuable reference. This book is also
intended to cater to the needs of paralegals, nurse-attorneys, hospital risk
managers, administrative personnel, and the intelligentia of the medical and
legal communities. Finally, it is also my hope that by bridging some of the gaps
between law and medicine, I would be able to generate further thinking and
new legislation to replace the now antiquated tort system by a new and less
traumatic system to compensate the injured and unfortunate quickly.

Most of all, every citizen ought to be aware of the working relationship
between himself and the professions of law and medicine as relevant to medical
care, and the special concerns of antitrust law and prescribed drug-induced
illnesses.

I thank Rosemary Bone, who supported this book from the outset, and
Phyllis Kassoff, whose ideas were instrumental in shaping the development of
the book.

I owe a special thank you to my two efficient secretaries, Virginia Gallo and
Anna Maneri, who gave so much of their time and energies to the book.

Finally, I sincerely thank all the eminent contributors for their useful and
thought-provoking views.

Flushing and Great Neck, New York JAMES R. VEVAINA, MD
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Part I Law in Medicine:
An Overview



1

The Evolution of Medical
Malpractice Law

MELVIN M. BELLI, SR., JD

Medical malpractice laws can be traced back more than 4,000 years. The Code
of King Hammurabi, 2030 Bc, provided, ‘‘If the doctor has treated a gentleman
with a lancet of bronze and has caused the gentleman to die, or has opened the
abscess of the eye of a gentleman with a bronze lancet, and has caused the loss
of the gentleman’s eye, one shall cut off his hand.”” (If the patient were a mere
slave and his life was lost because of the physician’s treatment, the penalty was
furnishing the master with another slave.)

The Code of Hammurabi imposed a much harsher standard than we now
have. Today a doctor is not liable unless he was negligent or otherwise at fault
result mattered, not the doctor’s conduct. Hence, a doctor was absolutely
liable for deaths or injuries resulting from his actions, even if he did nothing
wrong.

The Egyptians tempered the rule by exonerating a physician of liability for
unfavorable results, so long as he had followed an established method of
treatment for the disease. But even the Egyptian standard imposed severe
sentences for errant doctors: for instance, if a doctor deviated from the
standard accepted procedure and the patient had the misfortune to die, the
doctor risked being beheaded. Roman rules were not unlike present-day
standards; under their laws, a doctor was not responsible for malpractice
without some type of fault.

The first recorded malpractice case in English law was the 1615 case of
Everad v. Hopkins,! which involved a servant who received ‘‘unwholesome
treatment’’ from a physician employed by the servant’s master to treat the
servant. The learned judge Sir Edward Coke (known as the father of ‘‘common
law,”” and at the time Chief Justice of the Court) ruled that the master had the
right to sue the physician based upon the contract, but the servant, not being a
party to the contract, could not sue thereon. However, Chief Justice Coke
stated that the servant, in his own right, had an action on the case for damages
done by the treatment.

When 1 started practicing law in 1933 after graduating from Boalt Hall Law
School at the University of California, Berkeley, medical malpractice lawsuits
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were few and far between. Practitioners of the medical profession were
effectively immune from civil lawsuits except in cases of gross misconduct.
There were a number of reasons for this lack of medical malpractice lawsuits. It
was not that doctors were not making mistakes back then; the biggest problem
was simply finding a doctor to testify against another doctor.

Because medical issues ordinarily are outside the realm of the average
layperson’s experience, expert testimony (i.e., testimony of other doctors) is
needed to establish both the standard of due care required under the circum-
stances and the breach of that standard. Without a doctor’s favorable testi-
mony, a plaintiff generally has little, if any, chance of winning a medical
malpractice case. But doctors were unwilling to testify against their colleagues.
They feared reprisal or ostracism from the medical community or an increase in
their malpractice rates. They also feared what would happen if they were ever
accused of malpractice. This led to the development of the well-documented
‘‘conspiracy of silence’’ among members of the medical profession.

In a 1903 opinion, the Supreme Court of Nebraska commented on the
difficulty a plaintiff in a medical malpractice action had in obtaining a doctor to
testify in his behalf: ‘“We cannot overlook the well-known fact that in actions of
this kind it is always difficult to obtain professional testimony at all. It will not
do to lay down the rule that only professional witnesses can be heard on
questions of this character, and then, in spite of the fact that they are often
unwilling, apply the rules of evidence with such stringency that their testimony
cannot be obtained against one of their own members.”?

The Supreme Court of Kentucky likewise acknowledged this ‘‘conspiracy’’
in a 1956 case when it noted that ‘‘the notorious unwillingness of members of
the medical profession to testify against one another may impose an insupera-
ble handicap upon a plaintiff who cannot obtain professional proof.’’* In 1955, a
California appellate court ruled that the trial judge did not err in remarking to
the jury that the difficulty of securing a doctor’s testimony was well known, as
““[i]t was merely an open recognition of the truth of the popular legend that
doctors are reluctant to testify to the negligence of their fellows of the same
vicinity.””*

Of the burden a plaintiff had of proving a medical malpractice case, a federal
appellate court in 1956 stated: ‘“Malpractice is hard to prove. The physician has
all of the advantage of position. He is, presumably, an expert. The patient is a
layman. The physician knows what is done and its significance. The patient
may or may not know what is done. He seldom knows its significance. He
judges chiefly by results. The physician has the patient in his confidence,
disarmed against suspicion. Physicians, like lawyers, are loath to testify that a
fellow craftsman has been negligent, especially when he is highly reputable in
professional character, as are these defendants. In short, the physician has the
advantage of knowledge and of proof.””

Similar sentiments were expressed in a 1957 California appellate decision:
““(G]radually courts awoke to the so-called ‘conspiracy of silence.” No matter
how lacking in skill or how negligent the medical man might be, it was almost
impossible to get other medical men to testify adversely to him in litigation



1. Evolution of Medical Malpractice Law S

based on his alleged negligence. Not only would the guilty person thereby
escape from civil liability for the wrong he had done, but his professional
colleagues would take no steps to insure that the same results would not again
occur at his hands. This fact, plus the fact that usually a patient is by reason of
anesthesia or lack of medical knowledge in no position to know what occurred
to him, forced the courts to attempt to equalize the situation by in some cases
placing the burden on the doctor of explaining what occurred in order to
overcome an inference of negligence.’*®

I remember the first medical malpractice case I handled: Jeanette Gluckstein
was a handsome woman with an English accent that gave one the feeling that
here was a woman of quality, and passion. She was a dress designer who had
been working in San Francisco for 11 years before she walked into my office.

I asked her what the problem was. She tearfully replied, ‘‘I had plastic
surgery on my breasts and now they’re ruined.’”’ After a few more questions
and answers, I called my secretary into the office. I asked Jeanette to show me
the scars. She unbuttoned her blouse and removed her bra. (My secretary’s
mouth dropped wide open; she knew nothing about poor Jeanette’s dilemma.
Unusual happenings are often the rule than the exception in my office, but
never before, or since, had I asked a woman to bare her breasts to see if I
should take the case.)

The injury to Jeanette’s breasts was the more horrendous I had ever seen:
both breasts were almost square, one was quite larger than the other, the
nipples had been sliced off and reattached inches higher than they should have
been, and the nipples looked inward. Jeanette also had a large gash running
from her breast to her pubes. I asked whether the good doctor had done that,
too. She nodded affirmatively.

We sued for $250,000, an unheard of figure for the time. At trial I presented
the only doctor I could get to testify. I called him ‘‘Clean Him Up’’ Smith
because I had to clean and sober him up before I could put him on the stand. He
had been a pariah in his profession, ostracized for being the only doctor around
who dared testify against another physician. ‘‘Clean Him Up’’ testified that the
doctor had ‘‘cut too much fat away,’’ that he had cut the fat instead of ‘‘tearing
it,” and that this cutting process had created minute adhesions, perhaps as
many as 500.

‘It was simply not good plastic surgery on the abdomen,’’ he testified, ‘‘and
as for the breasts, nothing was accomplished. Right now all this woman has is a
couple of bags of degenerative tissue and the cutting has shut off the circulation
of the nervous system.”’

““What effect does that have on Miss Gluckstein?’’ I asked.

I was as surprised as the jury at the doctor’s response: ‘‘It means there’s no
more titillation in the tits.’’ It sounds funny now, but when the doctor said this
on the stand, it was a quiet, somber moment, the staid jury carefully and
thoughtfully weighing each word they heard.

During cross-examination, one of the first questions the defense lawyer
asked ‘‘Clean Him Up”’ was, ‘‘How long have you been off probation?’’ The
defense lawyer also asked Dr. Smith if it wasn’t true that he had been testifying
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in all types of malpractice cases against doctors for over 20 years. Dr. Smith
wouldn’t let himself be bullied. After all, he hadn’t done anything wrong; the
physicians who had committed malpractice and those who had covered up for
them were the guilty ones. Dr. Smith replied, ‘“‘Yes, we had one case in
Stockton a little while ago—27 doctors in Stockton and the poor boy that lost
his arm, and they couldn’t get one doctor to say a good word for him, not one
doctor. They were all told that if they testified their insurance would be cut
off.”

The case also presented an unusual problem in adequately demonstrating to
the jury the bad result. I had some pictures of Jeanette’s breasts, but the
defense lawyer was claiming that she had fully recovered and looked ‘‘a lot
better than in the pictures.’’ I knew that if I could somehow get the jury to view
Jeanette’s breasts, they would see and appreciate the extent and permanency
of her injuries. I asked the judge for a brief recess so counsel could confer with
him back in his chambers. In chambers I asked the judge for permission to have
my client bare her chest in open court, arguing that ‘‘a person has the right to
show a jury what she suffers.’’” The judge thought it over for a few minutes then
said, ‘‘A jury maybe, but not an entire courtroom.”’

I looked at the judge and said, ‘‘Okay, just the jury then. In chambers.”
When I noticed the judge hesitating a bit, I quickly added, ‘‘One by one, with a
lady bailiff in attendance.”’

The judge granted this request. Jeanette was brought into chambers,
disrobed, and covered by a sheet. The jurors filed into the judge’s chamber one
by one, the bailiff pulling down the sheet for each one to see, then covering
Jeanette again until the next juror came by to stand in front of her. Jeanette
stood there like a statue, face scarlet, head down, her eyes filling with tears, the
water running down onto the scars on her breasts. The jury awarded her
$115,000, a sizable verdict for the time.

Has the law encroached too much upon the doctor’s domain? I really do not
think so. Stories are circulated of doctors retiring early because they cannot
afford their malpractice premiums. One wonders whether the real reason might
not be that the doctor has not kept up with all the changes in medicine since he
graduated from medical school.

Today’s doctor can expect sometime in his career to face a potential
malpractice lawsuit. Fortunately, good lawyers will investigate a case thor-
oughly before filing suit to make sure there are sufficient legal, and medical,
grounds for charging a doctor with malpractice. Doctors who have not
committed any wrongdoing will be surprised to learn that their candid
cooperation with the plaintiff’s attorney during the preliminary investigation
often will lead to a dropping of the suit before it is filed. When a doctor refuses
to discuss in any way the procedure and the problem, the patient’s lawyer
usually assumes that the doctor has something to hide.

One thing that strikes doctors who find themselves in the courtroom, be it as
a defendant, a plaintiff, or an expert witness, is the different emphasis of the
legal profession from that of the medical profession. The American legal
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system is an adversarial one. The lawyers for the opposing sides “‘put on the
gloves” and fight it out before the judge and jury. When the judge reads the last
instruction to the jury, the jury—12 (although many states now permit as few as
six jurors in civil cases) people, ordinary men and women from all walks of
life—decide which side has won the battle. Who has put on the better show?
Who seems more sincere? Which expert impressed them the most?

It is by no means an exact or predictable process. Sometimes it is downright
unfair. But overall, having visited courtrooms and talked with lawyers and
judges in countless countries throughout the world, from London and Paris to
Beijing and Cuba to name a few, I believe that ours is unequivocally the best
system in the entire world. So long as we, the American people, maintain and
exercise the right to a trial by jury, a trial by one’s peers, I am confident our
legal system will remain the paradigm for other countries to emulate.
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Editorial Comment

Internationally known for defending the ‘‘rights of individuals’’ and for
representing the rights of victims of personal injuries, has earned for Melvin
Belli the title ‘‘King of Torts,”” bestowed on him by Life magazine in 1954.

Admitted to the California bar in 1933, Belli began his career as counsel for
the Catholic priests of San Quentin prison. Belli took up the challenge of
defending men already condemned to die. Since the first case, Belli continues
to make an impact in criminal and civil law.

Also known as attorney to the stars, Melvin Belli’s famous clients include
stars like Mae West, Erroll Flynn, Tony Curtis, and Lenny Bruce. One of his
most famous trials included the trial of Jack Ruby for the murder of Lee Harvey
Oswald.

Belli has also represented clients in spectacular mass disasters, such as the
Korean jetliner disaster, the MGM Grand Hotel fire, the collapse of the Kansas
City Hyatt, the Benedectin birth defect cases, and the Bhopal Union Carbide
isocyanate gas disaster.

Author of 62 books on civil and criminal procedure, Belli is also the founder
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and former president of the American Trial Lawyers Association. He is also on
the board of directors of the Barristers Club, and provost of the Belli society.
His most famous book is Modern Trials, a five-volume encyclopedia.

The name Melvin Belli is on the permanent list of this country’s great
attorneys. At the age of 80, when most men are content on reflecting on the
past, Belli continues to make history.
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A Judicial Overview of
Medical Malpractice

HoNORABLE IRA GAMMERMAN

For a period of five years beginning in 1981, I conferenced or tried most of the
medical malpractice cases in the Supreme Court of New York County, perhaps
the busiest trial court in the United States. The editors of this book have asked
that I use that experience to discuss the issues most frequently raised by
physicians in the troublesome area of medical malpractice litigaton—alleged
excessive awards and meritless suits.

Sensational newspaper stories have created the impression that juries make
wildly extravagant awards in cases that have no real merit. This is far from
true. Newspapers report only the unusual and the sensational.

In reality, jurors in the vast majority of cases correctly assess both the
liability and damage issues. Jurors are fair minded and reasonable. They are not
swayed by emotion or sympathy. Time and again jurors have found for
defendants in cases involving tragically devastating injuries suffered by chil-
dren. Indeed, if jurors err, they usually err in favor of the defendant doctor or
hospital. In the 6/2--month period from January to mid-July 1987, 23 malpractice
cases were tried to verdict before me. In all but two, the jury found in favor of
the defendants. And my experience is not unique. In a recent study made in our
court, it was determined that approximately 75% of the malpractice cases tried
resulted in defendants’ verdicts.

When a jury does find against the doctor and awards substantial damages, the
question is not really what the jury awards but what the court allows. Thus, for
example, a recent jury award of approximately $65,000,000 in the Bronx
County New York State Supreme Court received widespread publicity. Very
little attention was paid when the trial judge reduced that award by 95%. In
many jurisdictions jury awards are subject to review by both the trial judge and
the appellate courts. In those states, if doctors are unhappy with the size of the
awards, their arguments are with the judges, not with the juries. When a jury
awards substantial damages, it is usually in a case in which the injuries are
severely disabling and the costs of maintaining the injured patient for the rest of
his or her life are staggering. Projection of these expenses by an expert
economist is customarily made on sound economic principles and is subject to
review and verification or dispute by an equally qualified economist retained by
the defendant.
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Recent legislation enacted in a number of states (primarily in response to
pressure from the medical profession and the insurance companies) will serve
to further reduce jury awards or the impact of those awards on the medical and
hospital defendants and their insurance carriers. In New York State, for
example, all jury awards for future damages that exceed $250,000 must be
structured, that is, reduced to the present value of an annuity to pay the award
over a period to be set by the jury. It is estimated that this will reduce the cost
of that part of the award by about 40%. This should, in turn, reduce the
premiums for malpractice insurance.

Several states have enacted a cap on awards for pain and suffering in medical
malpractice actions. Such legislation appears basically unfair. The pain and
suffering that can be inflicted by negligent medical or hospital treatment is
sometimes beyond calculation. Should the award for pain and suffering to a
bright child trapped in a quadraparetic body because of the fault of another be
limited to $250,000 (a figure often suggested)? Why should only the medical
profession be insulated in this way? Doctors are not the only professionals who
are held legally liable for their negligent acts. Malpractice lawsuits naming
lawyers, architects, accountants, and others are on the rise. There is no
evidence to support the claim that such a cap will have any impact at all on
medical malpractice insurance premiums.

The general impression among physicians that most medical malpractice
actions are frivolous is also erroneous. The action against you may be frivolous
but there are, in fact, a number of doctors practicing bad medicine, negligent
medicine who severely injure and, in some cases, kill their patients. The cost of
medical malpractice litigation is so high and the chance of success for the
plaintiff so low that most lawyers will take only those cases in which the
negligence is quite clear and the injuries very severe. Nonmeritorious cases are
not settled and are invariably won by the defense.

Legislative attempts to deal with frivolous medical malpractice suits have
been either ineffective or counterproductive. Laws allowing damages to be
imposed against the lawyer and/or the client who brings a nonmeritorious
action have had no effect. Medical panel legislation enacted in a number of
states (some of which have wisely abandoned such plans) have not reduced the
number of suits instituted. Actually, the panels have delayed resolution of
actions, increased the costs of litigation (and, presumably, the premiums
charged by insurance carriers), and resulted in substantial prejudice to doctor
defendants in a number of cases. For example, in a case involving two
defendants, the panel may make a ‘‘no liability’’ finding with respect to only
one and make no finding with respect to the second, creating an obviously
unfavorable inference.

A panel finding of ‘‘no liability’’ rarely, if ever, induces a plaintiff to drop a
lawsuit. A finding of ‘‘liability’’ certainly does not aid in the defense of the
case. And, with respect to many defendant doctors, the panels make no
findings at all, thus, without producing a result, consuming a good deal of time
and costing the litigants perhaps $5,000 to $15,000 (depending on the number of
parties participating). Panels have little effect on the outcome of the trial. A
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skilled attorney (and both sides are usually represented by skillful counsel) can
effectively negate the impact of an unfavorable panel determination. This is
well understood by lawyers and insurance carriers. Thus, as a study in our
court revealed, settlement patterns are unaffected by panel findings. There is
general agreement among judges and lawyers representing both plaintiffs and
defendants in the medical malpractice field that the panel scheme is a noble
experiment that has long outlived its usefulness and should be eliminated.

What is the doctor to expect from his or her insurance carrier? Substantial
premiums are paid. Indeed, it is the increase in premiums that has created most
of the concern. The medical malpractice ‘‘crisis’’ is primarily the crisis created
by the impact on the doctors’ pocketbooks caused by an annual insurance
premium that for some specialists approaches or exceeds $100,000. For that
premium the insurance carrier, of course, provides insurance coverage up to
the limits purchased by the doctor. The carrier also provides a legal defense
consisting of attorneys, investigators, and expert witnesses.

The attorneys retained by the carriers are among the best. They are men and
women of skill and experience. In some instances, however, conflicts arise
between the insured doctors and the insurance carriers; for example, conflicts
as to whether particular cases should be settled and conflicts of interest.

Most medical malpractice insurance policies provide that a case cannot be
settled without the consent of the defendant doctor. Although no questionable
or nonmeritorious case should be settled merely to avoid litigation, the doctor
should remember that the insurance carrier and its lawyers have vast experi-
ence and are usually in the best position to decide whether a case should or
should not be settled. Being sued is not only upsetting and unpleasant, but
invariably affects the judgment of the defendant. As the insurance carrier and
its lawyer are not personally involved, they can make dispassionate decisions.

There are, however, some cases that insurance carriers should settle and do
not, either because the doctors are not sufficiently aggressive in urging
settlement or because the carriers are more interested in protecting their funds
than in protecting their insured doctors.

A recent example of this was a case involving a very prominent orthopedist
and a well-known actress. The doctor, an outstanding specialist in the field of
knee surgery (he had successfully operated on the knees of a number of famous
athletes), planned arthroscopic surgery on the actress’ right knee. He had
advised her that there would be little discomfort and that the incision would be
minute. When the actress awoke, she was indeed amazed. There was no
bandage on her right knee, not even a bandaid. The dressing was on the left
knee. Yes, the doctor had performed the procedure on the wrong knee and the
patient sued.

The injury was not severe but the liability was clear. The actress’ lawyer
demanded a substantial sum in settlement and the insurance carrier offered
75% of the demand. The additional 25% was not a large amount. A settlement
would have avoided a great deal of embarrassing publicity. The carrier refused
to pay the additional 25% and the case proceeded to trial, a trial covered by all
the daily papers and local television stations. The jury returned a substantial
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verdict for the actress (she was a most persuasive witness), which was reduced
as excessive. The actress appealed and the case was eventually settled for
somewhat more than the original amount demanded. But the damage to the
doctor from the resultant publicity was done, this time not by the plaintiff and
her lawyer but by his own insurance carrier. When a doctor pays a large
premium, the insurance carrier becomes obligated to act in good faith to protect
the insured physician, an obligation not always appreciated by the carrier.

In many cases more than one doctor is sued. All may be insured by the same
carrier. It will cost the insurance company less if it hires the same lawyer to
represent all the doctors and in many cases that is just what is done. Little
consideration is given at the initial stages of the lawsuit to the real possibility
that there may be a conflict of interest among the doctors represented by the
same lawyer. Occasionally, even after that conflict becomes crystal clear, the
insurance carrier still does not take appropriate action to secure a different
lawyer for each of its insureds.

One example of extremely questionable conduct on the part of an insurance
carrier comes to mind. During relatively minor surgery a patient suffered a
stroke and became quadraparetic. Both the surgeon and the anesthesiologist
were insured by the same carrier and each had coverage of $1,000,000. For
some reason the lawyer representing the injured patient sued only the surgeon
within the period provided by the statute of limitations. He was late in suing the
anesthesiologist and the action against that doctor was dismissed. The potential
jury verdict, because of the very severe injury, certainly exceeded the coverage
of the surgeon who was the sole defendant, exposing him to a judgment in
excess of his coverage. Even though the plaintiff’s lawyer had not brought
timely suit against the anesthesiologist, the surgeon had the right to ‘‘implead”’
him as a third-party defendant, thus making an additional $1,000,000 of
insurance coverage available and reducing the very real possibility of a
recovery that would expose the surgeon to personal liability. An attorney
representing only the doctor and not the insurance carrier would have done this
immediately. The insurance company and the lawyer it hired to represent the
surgeon chose, however, not to implead the other physician. This decision
clearly indicated that the insurance carrier was prepared to expose its insured
to personal liability rather than risk exposing its additional $1,000,000 cover-
age, a decision that graphically demonstrated the carrier’s bad faith.

Although the above is a shocking example of insurance carrier bad faith, the
issue of bad faith arises in almost every major case where the potential
recovery exceeds the physician’s policy limits and the plaintiff’s attorney
indicates a willingness to accept a settlement within the insurance coverage.
Such a situation almost always creates a conflict of interest. The insurance
company can lose no more than the policy limit (e.g., $500,000 in the case of
some of the older policies). The doctor is at substantial risk of having to use
personal funds to satisfy a judgment. The carrier has the legal obligation to act
in good faith to protect the insured. To see that this is done, the doctor is well
advised in such major cases to seek additional representation by an attorney
unconnected with the insurance carrier.
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Any professional subjected to criticism can well understand the reaction of a
physician sued for malpractice. The institution of such a proceeding can only
cause deep concern, anger, and resentment. Remember, however, that a claim
of medical malpractice does not involve an attack on the general competence of
the doctor sued. The claim relates only to an allegation that the physician
defendant departed from accepted standards of medical conduct in one specific
case with one specific patient. Indeed, in a number of cases no claim of
negligence is asserted at all. A number of lawsuits are based solely on the
charge that the doctor failed to provide appropriate information in relation to
the risks of a particular procedure and its alternatives before obtaining the
patient’s consent to the procedure.

It is important, therefore, for the doctor to remain as objective as possible
under the circumstances. The malpractice insurance carrier should be con-
tacted immediately and guidance sought from it and the attorney it retains to
defend the action. If more than one defendant is named, it is essential that each
defendant be represented by separate counsel whose fees are paid by the
insurance carrier, unless the interests of the defendants are truly identical: for
example, one doctor is being sued only because he or she employed another
who is alleged to have been negligent.

It is in the interests of both the medical and legal professions that medical
malpractice lawsuits be decided on the merits. To this end, it is important that
the doctor understand that his or her role is that of a party or witness. The
doctor should not attempt advocacy. All witnesses and parties (be they
plaintiffs or defendants) should be guided by the advice of experienced
lawyers: Do not argue your case from the witness stand. Leave that to the
lawyer. Answer questions without evasion using, whenever possible, terms
that are understandable to the jurors. If an error has been made, admit it. For
example, in a case involving a prominent neurosurgeon who had inadvertantly
left a marking needle in a patient’s cervical spine, the jury returned a relatively
small verdict (one commensurate with the injury) because of the defendant
doctor’s candor and honesty. Do not equivocate about insignificant details. Do
not dissemble or spar with the cross-examining attorney. Remember, your
counsel will always have an opportunity to question you after you have been
cross-examined. He or she will know what points to develop. Trust his or her
judgment. As I indicated previously, you are being represented by a skilled
attorney. You can play a role in advising the lawyer about the medical aspects
of the case, but not the legal. And most important, never, never change or alter
a record.

Although medical malpractice lawsuits are tried (as opposed to being settled)
more often than other personal injury actions, most malpractice cases are
settled rather than tried. Thus, it is more probable than not, on a statistical
basis, that the defendant doctor will not testify in court. A concern about
testifying, however, should not be the basis for settling. If the defendant doctor
is convinced that the claim has no merit, it should be resisted. But if the defense
is weak or if the trial appears to be going badly, there should be no reluctance to
settle.
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TABLE 2.1. Analysis of malpractice cases.

Obstetrics/Gynecology 62
Neurosurgery 4
General surgery 14
Orthopedics 28
Internal medicine 12
Cardiac surgery 6
Plastic surgery 16
Cardiologist 3
ENT (Ear, Nose, and Throat) 1
Endocrinologist 1
Podiatrist 6
Neurology S
Anesthesia 3
Psychiatrist 1
Opthomology 3
Ophthalmology 3
Dermatology 4
Family practition 1
Vascular surgery 2
Urology 3

To be named in a medical malpractice lawsuit is not a disgrace. Many
prominant physicians who are leaders in their fields have been sued. Doctors
practicing in certain specialties are at a higher risk of suit. Table 2.1, drawn
from records of the cases that came before me, reveals that specialists in the
fields of obstetrics and orthopedics are more frequently named as defendants.
To be sure, there are some doctors who are sued frequently because they
practice bad medicine. During the past several years I have become well
acquainted with several and, indeed, in one case sent the trial transcript to the
state licensing authority. Perhaps the way to control these abuses is to make a
hospital liable for the negligence of any attending physician on its staff. In this
way, hospital administrators and chiefs of service would be encouraged, indeed
required, to take appropriate action to ensure that good medicine is practiced
by those doctors associated with the institution.

In the final analysis, the adversarial trial system is effective in resolving
medical malpractice disputes. Arbitration or no-fault compensation (as sug-
gested by some) would, in my view, not only be unworkable and unfair but
would result in increased insurance costs. Assuming that medical malpractice
insurance premiums are based on accurate actuarial assessments, they should
be regarded as just another item of overhead. The task of the doctor is to
practice good medicine and to deal with patients appropriately without concern
or regard for possible litigation. Establish confidence and trust. The doctor who
is respected and regarded with affection by the patient is rarely sued.
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The Defense of a Malpractice Case

HERBERT DICKER, JD, AND JEFFREY D. ROBERTSON, JD

Hippocrates once admonished his physicians to ‘‘first, do no harm.”’ But today
a doctor who merely fulfills that prologue to the ‘‘Healers Oath’’ will not be
immune to a malpractice suit. Nor will the plea that he did not depart from
accepted medical standards of care guarantee a defendant’s verdict. In an age
where there are instant-paid professional experts eager to take the stand, much
more is required than merely proof of good medicine. Although there are many
meritorious cases that should be compensated, today’s doctors must fight an
uphill battle against the natural sympathy engendered by the injured plaintiff
(patient).

The defense attorney and the defendant have to convey to the jurors both the
majesty and the anguish of the practice of medicine. A surgical case, for
example, involving complicated procedures and life and death decisions,
should ideally not be tried in the courtroom. It should be tried in the operating
theater. As that is impossible, counsel must recreate the antiseptic atmosphere
of the surgical suite—the sights, the sounds, the deftness, to make the jurors
really relate to the physician and his environment.

In this chapter, we explore the legal landmarks of pleadings, depositions, and
the trial. We will also make the ‘‘grand rounds’’ of the basic law of malpractice.
But to really understand how to defend a case, we must start with the most
important body of evidence at our disposal: the defendant. What happens to
this proud physician when the process server slaps him with the cold and
impersonal stigma of the summons? What happens to his psyche? What
happens to him as a witness, physician, and person, when he is suddenly
branded a ‘‘defendant?”’ To understand the effects of the trauma of the
summons, consider the following poignant words of one doctor sued for
malpractice.

The Trauma of the Summons

The unfolded paper in her hand was a summons with an attached complaint that accused
her of being a negligent doctor, of being a careless and indifferent physician who had
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done grievious harm to Terry Walker. She was being sued for many millions . . . . The
psychiatrist stared down at the summons, at the title that had so suddenly been given to
her. For unrelieved months and years to come she would be known as the ‘‘defen-
dant.”’!

The author is Dr. Sarah Charles, a psychiatrist who was sued for malpractice
in a suicide case. Even though she was ultimately exonerated, the experience
so traumatized her that she was moved to publish a research paper and a
best-selling book on the psychologic effects of litigation on physicians.? A
survey of 500 physicians was conducted assessing the impact of medical
malpractice litigation on their professional practice and personal lives. Subjects
were a sample of physicians in Cook County, Illinois, who had been sued
during the years of 1977 to 1981. Although this random study cannot be used to
generalize the total physician population, it does provide a fascinating and
sobering insight for physicians, patients, and their counsel.

Another physician who is also an attorney has astutely observed that:

For the average physician, a malpractice suit is one of the most unsettling experiences in
his professional career. From a legal viewpoint, the physician’s dilemma and his
response are out of proportion to the occasion. Nevertheless, the wound is deep and the
physician’s behavior throughout the suit is dictated by this pain. The legal community
must be cognisant of this reaction. Lawyers realize that the plaintiff ’s attorney is simply
““‘doing his thing’’ much as the surgeon ‘‘cuts’’ and the psychiatrist ‘‘shrinks™ . . . .
The surgeon feels he has done his best, his pride is hurt, his ego tarnished and,
depending on the magnitude of the problem, resentment is all-consuming. It is within
this fragile framework that the plaintiff’s and defendant’s attorneys encounter the
physician. The defense lawyer must have the bedside manner of yesteryear to overcome
his client’s hostility and find a means of invoking cooperation.?

This initial trauma may cause the doctor to withdraw to such an extent that
cooperation in his own defense becomes exceedingly difficult. The sensitive
defense attorney must explain that this is not a criminal nor a disciplinary
proceeding. Loss of license or punitive action is not involved. The accusations
should not to be taken personally, but only ‘‘professionally.”” An objective
approach will assure that at trial the doctor will be neither apologetic and
obsequious, nor hostile and condescending. Neither anger nor guilt are
appropriate emotional predicates for defending oneself. Many physicians
become so incapacitated by their emotions that they subconsciously suppress
important facts. If such facts come to light as ‘‘surprise’’ during a deposition or
trial it may be difficult to remedy them.*

Some physicians internalize the lawsuit and blame themselves out of all
proportion to the magnitude of the suit. This is the time that some fall prey to
visions of ‘‘correcting’’ the record. This should never happen! An altered
record can never be justified. Explanations are usually suspect and suggest an
aura of an attempt to ‘‘cover up.’”’ For some defendants punishment appears as
their only salvation. If hauled before a jury at this stage, this mea culpa attitude
would guarantee an adverse verdict, despite the existence of a meritorious
defense. Defense counsel should help to restore personal and professional
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confidence and self-image. Not only will this improve the attorney-client
relationship, but it will enable counsel to better implement his defense strategy.
A catharsis of the negative emotions is the best prescription.

Sometimes this trauma has even led to tragedy. One physician was recently
reported to have taken his life because of an impending trial.’

It is therefore not too trite, we trust, to recommend that dealing with the
trauma of the summons be the first order of business between counsel and
client.

Yet, there must be a quid pro quo between physician and counsel. That price
is cooperation. The defendant physician’s input is incalculably valuable. There
is no substitute for total commitment and cooperation. The defense will be no
better than the doctor is willing to let it be. He must be disabused of the notion
that he need not be involved because ‘‘it’s the insurance company’s money,’’
particularly in these days of multimillion dollar verdicts. The doctor must
recognize that he is primarily responsible for his own defense and must assist in
the medical aspects of the case. Ideally, he should provide medical books,
review the records, and assist in preparing medical and panel briefs. Such
involvement not only benefits counsel, but the doctor himself, for soon he will
undergo the legal surgery that lawyers call ‘‘the deposition.”

The Law

The fundamental concept underlying malpractice actions is negligence. Negli-
gence on the part of any physician has been described as ‘‘doing something
which he should not have done [commission] or omitting to do something
which he should have done [omission] . . . .”’® Although malpractice claims
typically arise because of negligence, they may also result from breach of.
contract or an intentional tort.” The fact that a professional’s act that causes
injury to a patient is not willful but results instead from ignorance or
carelessness does not excuse liability. The law presumes and holds all
practitioners to a standard of reasonable care when dealing with patients. This
standard of reasonableness has been described as follows:

In the absence of a special contract, a physician or surgeon is not required to exercise
extraordinary skill and care or the highest degree of skill and care possible; but as a
general rule he is only required to possess and exercise that degree of skill and learning
ordinarily possessed and exercised, under similar circumstances, by the members of his
profession in good standing, and to use ordinary and reasonable care and diligence, and
his best judgment, in the application of his skill to the case.?

Basically, a physician has a legal duty of ordinary and reasonable care to his
clients once a doctor-patient relationship has been established. If he acts or
fails to act in a way that is below standard, then the duty of care is said to be
breached. As a proximate result of that breach of care, if a patient is injured,
then an action for malpractice may be available.

The plaintiff must prove three basic things to succeed: 1) that a doctor-
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patient relationship exists; 2) that there was a duty of care that was breached, a
departure from accepted medical standards; and 3) that the breach lead to or
was the ‘‘proximate cause’’ of the injury suffered by the patient. All these
conditions must be met or there can be no legal recovery. Negligence alone is
not malpractice. There must be an injury and there must be proximate cause.

The Complaint

The heart of the alleged malpractice is ostensibly contained in the four corners
of the complaint. However, the physician should be advised that the Draconian
window dressing of the complaint is often little more than boilerplate allega-
tions used interchangeably from one lawsuit to another. Does the plaintiff seek
recovery for negligence, lack of informed consent, wrongful death, breach of
contract, assault, or defamation? What are the respective statutes of limitation?
Have the elements for a prima facie case been set forth? Is a motion to dismiss
for a pleading defect appropriate or will this educate your adversary too soon?’
In reality, the allegations in these pleadings are only a framework that is
fortified during the period of discovery. What about damages? Have specific
monetary damages been sought? In some states plaintiffs cannot demand a
specific monetary amount in the complaint because it might generate negative
publicity against the physician, particularly in a small community. However, a
special demand for damages may be served after issue is joined. Do you want to
know the damages? Will the request only generate an unfounded multimillion
dollar demand and unwanted publicity? On the other hand, is the doctor in
danger of a verdict in excess of his policy limits? The answer to these questions
will dictate whether or not the defendant may elect to retain independent
counsel to monitor his interests.

The Deposition

The deposition or examination before trial is the most important part of pretrial
discovery. Generally, it is taken in informal surroundings, in the attorney’s
office. The witness is sworn; testimony is given under oath and transcribed by a
reporter. It is the defendant-physician’s ‘‘dry run’’ of what he can expect at the
trial.

There is a definite psychology to taking or surviving a depositon. Experts
disagree on the appropriate approach, which varies from lawyer to lawyer and
witness to witness. However, in general, the plaintiff’s attorney wants to
extract as much favorable evidence as possible from the witness, while defense
counsel wants to restrict as much damaging testimony as is possible. Some
plaintiff’s counsel will try to intimidate the witness. Other will cajole and
humor him to become a loquacious and cooperative witness. Whatever the
technique, the defendant must control the pace of the questions and extent of
the answers. More cases are won or lost at deposition than at trial. The doctor
must be prepared relentlessly for it.
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One of most important purposes of the deposition is its use at trial. A
deposition is not an end in and of itself. It is a means to an end: victory at trial.
Contradictions between the deposition and trial testimony can be dramatically
presented to impeach the defendant. Admissions made during the deposition
can be referred to in the plaintiff’s opening statement with dramatic effect. It
can be used with devastating effect at cross-examination. In one case during
her deposition, a plaintiff testified about her lack of informed consent and then
added, as she looked at her counsel, ‘‘Isn’t that what I’'m supposed to say?”’
This was revealed to the jury during the defendant’s opening statement and
used during cross-examination to impeach her credibility as well as that of
opposing counsel.

The Trial

Most malpractice cases are tried before a jury. The applicable adage states that
it is a trial by one’s peers. However, there are no physicians allowed on the
jury. It is really a trial by the plaintiff’s peers. The jury is generally composed
of citizens from all walks of life. Housewives, civil servants, businessmen,
professionals, men, and women of all races and religions comprise the jury
panel.

It is interesting and somewhat distressing to note the difference generally
found in the attendance of the parties at the trial. From the very beginning,
from the ‘‘voir dire’” (jury selection) the plaintiff-patient is always in atten-
dance, often with members of his or her family. More often than not, the
defendant-physician is not present. There may be valid reasons why the doctor
cannot be present at any particular point in the trial. The doctor may have
appointments that could not be cancelled or broken or scheduled surgery that
could not be postponed. However, barring unforeseen emergencies, it is
extremely important for the doctor to be present at the courthouse through
the entire trial. It is psychologically important for the jury to see the doctor
present in the courtroom from the very beginning of the trial so that
they will understand that he too cares about the result. It is important for
the jury to know that the defendant-physician has a profound interest in the
progress and outcome of the trial and that he is present to vindicate the
propriety of his diagnosis and treatment and the soundness of his medical
judgment.

His attendance is also important so that he may hear firsthand the testimony
of his former patient and his or her witnesses, particularly in cases involving an
alleged lack of informed consent. It is not uncommon for plaintiffs to lie or to
fabricate conversations between themselves and the doctor that related to the
discussions surrounding the risks and alternatives of the recommended treat-
ment. Even if the plaintiff does not fabricate testimony or lie, his memory may
be faulty and his recollection dimmed by the passage of time. Generally
speaking, years elapse between the date of the alleged malpractice and the time
when the case actually reaches trial. There is no one better qualified to pick
apart the plaintiff’s testimony in this regard than the doctor, especially where
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his records were carefully documented regarding the risks and alternatives of
treatment that were described to the plaintiff.

It is a recognized fact that many malpractice cases result not from the
doctor’s negligent treatment or misdiagnosis, but rather from an unhappy result
from the patient’s viewpoint. For example, congenital birth defects are often
blamed on the negligence of the obstetrician and the pediatrician attending the
patient; dissatisfaction with the results of plastic surgery are blamed upon the
surgeon. Unfortunate but foreseeable consequences of treatment and/or sur-
gery are often blamed on the physician’s negligence no matter how skillfully the
treatment or operation was performed, especially where there is no resultant
cure.

One of the more critical times for the doctor to be present is when *‘the battle
of the experts’’ takes place. The jurors, unlearned in the science of medicine,
sit impassively through very long hours of direct and cross-examination of
experts in the medical specialty field involved. They hear diametrically
opposed opinions on the care rendered by the defendant-physician and the
proximate cause of such negligent care that resulted in the plaintiff’s injuries.
The psychologic effect of the defendant-physician being present in the
courtroom, looking the plaintiff in the eye as he or she testifies, cannot be
overemphasized. The same applies to the testimony of the plaintiff ’s expert.
The jury cannot help but take note of the doctor’s presence in the courtroom.
They must come to grips with the fact that the doctor cares about the result and
is deeply concerned with the allegations leveled against him.

Often, the jury observes a female plaintiff sobbing or wiping her eyes as she
listens to her expert testify. She may even break down as she testifies
personally from the witness stand. Most jurors would be touched by such a
scene, especially when an infant is involved. At least the jury ought to see that
the doctor is there; that he has not gone on his merry way cavalierly leaving the
defense of the case to his attorney and to his malpractice insurer. The
summations at the end of the presentation of all testimony are the final acts on
the part of the attorneys before the judge gives his instructions on the
applicable law to the jury. Nothing should keep the doctor away from the
courthouse at that fateful moment. The defendant-physican must see to it, by
his presence, that when the jury retires to deliberate, they do so with the
lingering memory of the defendant-physician anxiously sitting in the courtoom
watching them rise as they prepare to leave the jury box. Let the jurors
remember that there is also another human being, besides the plaintiff, waiting
out in the courtoom, one who has sat through a lengthy trial and who only prays
that justice be dispensed fairly. Let the jury remember the defendant as he
testified during his direct examination and cross-examination in his own behalf
with sincerity and dignity.

If the defendant is thoroughly prepared, if he has carefully reviewed the
records, consulted with his experts, met with his counsel as the case pro-
gressed, and reviewed his deposition and the depositon of the other parties,
statistics show that more often than not the physician will prevail.

As evidenced by the European medical schools of the 12th through 14th



3. Defense of a Malpractice Case 21

centuries, physicians in those days had little worry about professional liability
in the modern sense. But why? Do not think that those early healers were not
actually conscious of being accountable to their patients. According to The
Astonishing History of the Medical Profession, by E. S. Turner, physicians of
that period were extremely canny in warding off problems of patient dissa-
tisfaction. Perhaps we can still learn some lessons from these ancient healers.
We call these rules ‘‘How to Make a House Call.”’!*

1. Tell the patient that, with God’s help you hope to cure him, but inform the
relatives that the case is grave. Then, if he dies, you will have safeguarded
yourself. If he recovers, it will be a testimony to your skill and wisdom.

2. When feeling for the patient’s pulse, allow for the fact that he may be
disturbed by your arrival and by the thought of the fee you are going to
charge him.

3. Do not look lecherously on the patient’s wife, daughters, or maidservants.

4. Do not disparage your fellow physicians. If you do not know them
personally, say you have heard nothing but good of them.

According to our sources, by following these suggestions, no feudal physi-
cians suffered any million-dollar verdicts. But times have changed. Although
we recognize the patient’s right to sue, we also look back nostalgically at the
good old days of the ‘‘House Call’’ and wonder whether or not it is too late to
bring them back today.
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Tort Law as It Applies to Medical
Malpractice Litigation

TROYEN A. BRENNAN, MD, JD

Tort law is the law of compensation for accidents that involve damage to a
person or property. Black’s law dictionary defines a tort as a private or civil
wrong or injury for which a court will provide a remedy in the form of an action
for damages. Although sufficiently broad, this definition does little to inform
the non-lawyer about the complex role played by tort law in our society.
Indeed, whereas the task of tort law as defined by Fleming as ‘‘determining
only whether a particular loss sustained by an individual should be left to lie
where it fell or be shifted to someone else branded a tortfeasor’’has remained
the same over the past two centuries, the principles used by judges to
determine the scope of tort law have changed dramatically. Thus, although tort
law is simply that area of the law that deals with unintended injury, one can
best understand its importance and significance only by examining its historical
evolution.

Legal Concepts and Tort Law

Before turning to an historical analysis, however, it is important to become
familiar with the basic elements of a tort suit. In Anglo-American law, judges
and lawyers rely on the common-law tradition. The common-law tradition
entails reliance on legal doctrines developed over centuries and evinced in
judicial opinions. These earlier opinions, or precedent, define the parameters of
any legal action and provide the doctrines on which judges rely. With regard to
tort law, the common law states that the plaintiff, or injured person who brings
a suit, must prove four elements in order to gain compensation from the person
who injured him or his property, called the tortfeasor.

The first element that one must show is that the tortfeasor had a duty to
conform to a certan standard of care. For instance, in a medical malpractice
case, the plaintiff must prove that the doctor had a duty to fulfill a standard of
care. Second, the plaintiff must prove that the tortfeasor failed to obtain the
required standard of care. Third, the plaintiff must prove that there was an
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actual injury. Finally, he must show or demonstrate a link between the failure
to attain the standard of care and the injury. This link is referred to as a
proximate cause.

In essence, tort law concerns a duty that is imposed by law and breached by
the tortfeasor. The breach of the duty, also called negligence, must also be
linked to an injury suffered by the plaintiff. This link is the proximate cause,
which is best defined as that event without which, or but for, the injury would
not have happened.

For example, a man enters a hospital to have elective gallbladder surgery. On
the day of his operation, there is a confusion in the operating room, resulting in
mistaken identification of two patients. The person who was to have his
gallbladder removed instead has a below-knee amputation. He sues because he
believes he ought to be compensated and the cost of his injury shifted to the
hospital and doctors. He shows first that the hospital’s standard of care was
such that patients are not to be misidentified. Second, he shows he was
misidentified. Third, he demonstrates his injury, the lost leg. Fourth, he proves
he lost his leg because of the misidentification; the hospital’s negligence with
regard to patient identification was the proximate cause of his injury. The injury
would not have happened for but the hospital’s negligence. This is an example
of tort law as we understand it today.

In medical malpractice litigation, the threshold question is usually the
standard of care. Doctors have a duty to exercise a reasonable standard of care.
Litigation occurs when patients believe that doctors have breached that duty.
The court allows doctors themselves to set this standard. Thus, in a malprac-
tice case, the plaintiff or patient must provide expert testimony that the
standard of care was not met, and thus that the doctor was negligent.
Negligence means only that the doctor breached his duty to attain a certain
standard of care; it does not mean willful, deliberate, outrageous, or intentional
conduct. The fact that a doctor was not paid does not relieve doctors of the
duty to attain a reasonable standard of care.

All of this might seem foreign to doctors. The legal process relies on an
adversarial system, in which truth emerges from argument. The art of persua-
sion is essential. Doctors sometimes try to think of law in terms of the scientific
method. This is a mistake as legal logic is much different than scientific logic.
Law must be understood in terms of its own process.

History of Tort Law

The doctrines of tort law were much different 150 years ago. At that time, tort
law was much like criminal law in that it dealt with vengeance and deterrence.
In fact, the major difference between criminal and tort law was the nature of the
sanctions imposed. Tort law was imprecise and tort liability was often found
without consideration of fault. The issue of a standard of care and a duty to
conform to it was addressed only when courts dealt with carelessness by
professionals such as innkeepers, doctors, or pharmacists.
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With the industrial revolution, tort law began to evolve into a more
comprehensive set of doctrines. Mechanization and transport created a greater
potential for accidental injury. Courts were asked increasingly to hear cases
brought by individuals injured by industrial concerns. Judges were, however,
influenced by notions of social Darwinism and individualism. As a result, they
were willing to let the injured bear the costs of injury unless the injured party
could show fault on the part of the injurer. In short, proof of fault required
demonstration of a standard of care that was not met, or intentional harm on
the part of the injurer. Potential tortfeasors, or those accused of causing the
injury, were protected by defenses of contributory negligency and assumption
of risk. Thus, the plaintiff encountered large obstacles when bringing a tort suit.

In this century society in general, and judges in particular, have come to
understand tort law as a method for spreading the losses caused by accidents,
as well as a means for providing deterrence signals for those who cause
accidents. Workers’ compensation removed work place injury almost entirely
from the realm of torts by providing an administrative, no-fault scheme for
compensation of injury. Automobile accident litigation and product liability
became the major paradigm of tort ligation. Lead by the progressive California
Supreme Court, judges across the country overturned the traditional defenses
of assumption of risk and contributory negligence. Judges began to focus on the
spreading function of insurance and became more willing to shift the cost of
accidents to tortfeasors. In addition, the concept of fault was dropped out of
certain classes of cases as judges found defendants strictly liable, or liable
without fault, especially in cases involving hazardous enterprises.

Tort Law Today

This reform of the rules of tort law has continued until today. Encouraged by
academic characterizations of tort law as analogous to social insurance, judges
have accepted innovative theories of causation and liability in litigation about
hazardous substances. For instance, in drug product liability cases, judges
have not required that plaintiffs prove which of several similar brands of the
drug diethylstilbestrol (DES) actually caused an injury, but have instead said
that the drug companies who produced brands of DES are liable according to
the size of their market share. Thus, if a woman proves that she suffered injury
as a result of her mother’s consumption of DES, she need not prove which
company provided the drug, but sues all of the companies who produce the
drug and collects her award on a percentage basis from each company. In
another case, the New Jersey Supreme Court has said that foreseeability is not
a defense for asbestos manufacturers. This means the manufacturers are liable
for injuries caused by asbestos even if the manufacturers could not have
foreseen that the substance was dangerous at the time it was marketed.

With regard to medical malpractice, there have been many reforms in the
past few years. Courts have increased the use of the concept of res ipsa
locquitur. This is the doctine that ‘‘the thing speaks for itself”” and it means
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that if an injury occurred, and it is out of the ordinary, the standard of care must
have been breached. For instance, when the patient admitted for gallbladder
surgery has his leg cut off, he may claim that res ipsa locquitur applies; the
mix-up leading to the unnecessary amputation must be negligence. Another
issue is the statute of limitations. A plaintiff has only a few years after the
discovery of an injury to bring a suit. After that time, his statute of limitations is
said to have run. Courts have reinterpreted the meaning of statutes of
limitations, and they are now timed not from the time of the injury, but from the
time of discovery by the patient of an injury. Thus, doctors can be sued long
after the injury occurred.

Other doctrines in medical malpractice have not changed as much. For
example, doctors are free to treat those who they want to treat. However, if a
doctor has émbarked on a course of treatment for a patient, and then decides
not to treat the patient any longer, the patient can sue him for abandonment.
Thus, doctors must be careful once they start treating a patient. In accident or
emergent situations outside hospitals, however, doctors are generally pro-
tected against suits by Good Samaritan laws. Nonetheless, many of the reforms
of tort law in the 1950s and 1960s led to more, rather than fewer, suits.

In the past few years there has been some academic discomfort with these
reforms. Coinciding with the perception by industry, physicians, and their
insurers that tort litigation was growing out of control, some academics have
urged new reforms. These reforms would be based on the proposition that tort
law is a matter of economics and should be subject to economic analysis. If the
administrative costs of tort litigation, the cost of hiring lawyers and litigating
issues in courts are too high, then alternatives to litigation should be sought or
the litigation restricted. In addition, these academics argue, tort law should be
firmly tied to notions of fault. In some states, malpractice law has been
reformed by caps on awards and changes in statutes of limitations.

It is too early to tell what the next phase of the evolution of tort law will be,
but it will no doubt effect medical practice and so should be closely watched by
doctors and all those interested in health policy.
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The Regulatory Law as It
Affects Physicians

ROBERT S. ASHER, MPA, JD

The practice of medicine in the United States has traditionally been regulated
by the individual states. Each state gradually adopted laws that first licensed
physicians without attempting to regulate their professional conduct. Initially,
states took a laisse-faire attitude and allowed physicians to practice with little
outside supervision.

The Flexner Report, which was issued in the early 20th century, indicated
that the education and training of physicians was often spotty and inadequate
and hastened the movement to improve the quality of medical education and
practice.

In the last decade, state legislatures have generally recognized that the
practice of medicine needs to be more closely regulated to protect the public.
Therefore, they have striven to increase their scrutiny of the professional
competence and conduct of physicians.

The number of disciplinary actions taken against physicians in almost every
state has increased substantially in the last decade.’

The New York Times in November 19867 reported, in an article on page one,
that in 1985 state agencies revoked the licenses of a record number of
physicians for incompetence and disciplined 60% more physicians than in the
previous year. It is expected that this trend will accelerate during the next
several years, primarily due to an increase in funding of state regulatory
agencies.

Current estimates indicate that as many as 5% to 15% of doctors are not fully
competent to practice medicine, either from a deficiency of medical skills or
because of impairment from drugs, alcohol, or mental illness.! However, my
experience as Director of Regulation in New York State is that actions are
rarely brought against the deficient physician population and are often brought
against physicians who are guilty, at most, of minor improprieties.

A recent trend, which has accelerated during the past 10 years, is for the
state itself, rather than the medical establishment, to take over the supervision
of the medical profession and to combine the licensing and regulatory function
into one agency that is made responsible for the practice of all health
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professions. That agency is often a state licensing agency, a health department,
or a department of consumer affairs.

In many states the state agency that regulates the practice of medicine
closely cooperates, and in some cases coordinates its activities, with govern-
mental and private agencies that regulate professional practices or the fees
charged by professionals under their programs. Thus, it is common for the state
licensing agency to work with the Federal Drug Enforcement Administration
and/or local narcotic control agencies that regulate the administration, dispens-
ing, and prescribing of controlled substances. In many states the licensing and
regulatory agency works with the Medical Assistance Program (Medicaid),
Medicare, and other third-party reimbursement programs to insure that action
taken by one agency is reported to the others.

New York State recently has adopted a law whereby actions taken by state
or federal agencies are automatically considered to be unimpeachable proof of
professional misconduct by the New York State regulatory agency that
disciplines physicians.

Based on this law, findings of agencies that regulate payment of profes-
sionals, such as Medicaid and Medicare; by agencies that regulate drug use,
such as the United States Drug Enforcement Administration; and by agencies
that regulate the care provided to patients in various settings are now
conclusively ‘‘professional misconduct.”” The professional charged under this
law can now only present arguments in mitigation of the penalty to be imposed
upon him.?

The right to practice medicine in any state of the United States has become a
valuable commodity. It has now been estimated to be worth from $100,000 to
several million dollars in court proceedings, which have valued medical
licenses as an asset in divorce proceedings.*

Each of the agencies referred to, including the state licensing agency,
employs investigators whose job it is to uncover substandard or fraudulent
medical practices. The decision as to whether or not to press charges against a
professional is often determined by information elicited by these investigators
at interviews or from interrogation of the professional.

In my experience most professionals are unaware, at the time that they are
first contacted by an investigator, of the jurisdiction and power of the agency
that the investigator represents and of the rights of the professional in
connection with the investigation.

As each state has its own agencies, which have slightly different jurisdiction
and power, I will not attempt to describe the jurisdiction of each agency with
specificity. However, no matter which agency conducts the investigation, it is
likely that the investigative agency will refer any evidence of substandard or
fraudulent practice to the regulatory agency in the state, which is capable of
revoking a physician’s license to practice medicine. Therefore, each contact
with an investigator should be viewed as serious and potentially license
threatening and treated with requisite care until the issues involved are
resolved.

My experience has taught me that there are certain general procedures that
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the professional should follow to best defend himself in the event his personal
or professional practices are questioned.

As there are several potential sources of investigation (narcotic agencies,
health insurance agencies, and professional standards groups), it is important
to know the power and scope of jurisdiction of the agency that is interested in
your practice.

Federal and state drug enforcement agencies are concerned with your
administration, dispensing, and prescribing of controlled substances. They
often exact monetary penalties or suspensions of a physician’s right to order or
write prescriptions for controlled substances. Although these agencies cannot
take away a physician’s right to practice medicine, they can interfere signifi-
cantly with his practice of medicine and will refer their findings to the state
agency or Board for Medicine that has the power to revoke or suspend a
physician’s medical license.

Investigators under the Medicaid or Medicare programs only have the power
to remove a physician’s right to bill under the particular program and to pay a
fine or reimbursement to the government. Many times, these penalties involve
double or treble damages and can be quite costly, often destroying a profes-
sional’s ability to practice. In addition, their findings are often referred to the
regulatory agency in the state.

Professional standards review organizations exist in each area of the
country. They often examine admissions to hospitals, length of stay, and
classification issues. Although their primary objective is to save money, they
may refer their findings to the state regulatory agency for appropriate action.

No investigation is benign and should never be considered to be pro forma. It
is unlikely that the investigator is making a routine check. Normally, investiga-
tors respond to complaints or inquiries about a professional’s practice. Even in
the event that the investigator is conducting a routine audit, only one of the
many possible results of the audit can be considered favorable to the profes-
sional. Therefore, each investigation must be considered to be important and
potentially license threatening until proven otherwise.

Investigators often use similar techniques. They often minimize the serious-
ness of their investigation and indicate that the professional may be able to
clear up the problem and avoid further investigation if he will just answer a few
questions at this time.

Investigators often drop in without warning or make a call to the profes-
sional’s office, either to find out when the professional will be there or to make
an appointment. They normally do not describe the specific areas of their
intended inquiry before the office visit. Sometimes they do not describe the
area of inquiry or reveal the specific area of complaint during the interview with
the professional. At times, they may demand that the professional visit them at
the office of the agency.

An alternate technique is for the investigator to frighten the professional. The
investigator may arrive while the waiting room is filled with patients. The
professional may be intimidated by this or be afraid that the investigator will
speak to the patients or at least reveal to them that he is investigating their

doctor.
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Often, the investigator dresses so that he looks more like a policeman than a
patient. The professional may fear that his patients will suspect that he is under
investigation. At times, the investigator, particularly narcotic investigators,
wear guns. Their jackets may open, particularly when they sit, revealing a gun
attached to their belt. Such conduct often intimidates the professional.

At this point, a normally independent, self-confident professional becomes
completely compliant and commences answering all questions and provides all
documents requested. Although, as an attorney, I would expect the profes-
sional to require the investigator to produce any complaint against the
professional and to explain the specific purpose of his visit before responding,
such a reaction definitely does not appear to be the norm.

In many cases the professional turns over the original records to the
investigator without first making a copy of the records or even requesting a
receipt. The physician will often respond to questions about the matter and
direct his staff to to the same. The cooperation of the professional and his staff,
while it may appear laudable, may ultimately result in damage to the profes-
sional. Records may be lost or misplaced and are often not recoverable.
Statements given ‘‘on the spur of the moment’’ may not be complete or entirely
accurate and become detrimental to the physician. A confidential privilege may
attach to certain patient records that may only be legally waived by the patient
rather than the professional. Even a completely ethical practitioner may
maintain incomplete records that cannot withstand the scrutiny of a govern-
ment regulatory agency.

The professional would do well to consider the possible ramifications of his
contact with the investigator before the meeting. If at all possible, he should
postpone the meeting to allow himself time to consult with an attorney who
specializes in this area of law.

It is not surprising that professionals wish to cooperate with investigators
from government regulatory agencies. It is nonetheless astounding that they
willingly turn over original patient records, often without making copies or
obtaining a receipt and provide statements to investigators on the spot, without
taking sufficient time to consult with an attorney or to consider the possible
ramifications of their cooperation.

Professionals often consult with attorneys after they have severely com-
promised their case. To avoid this hazard, the professional should adhere to the
following guidelines from the time that he is first contacted by a representative
from a government regulatory agency:

1. Never turn over your original records to the investigator; submit only copies

and receive a receipt for each document turned over.

2. Attempt to learn the specifics of the complaint from the investigator and note
in writing any information that you are able to obtain, as well as all facts
about the meeting.

. Make no statement to an investigator before consulting with an attorney.

4. If you are not fully prepared at the first meeting, postpone the meeting to a

more convenient time. Better yet, do not disclose any information to the
investigator before consulting with an attorney.

w
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5. Consult an attorney who is knowledgeable with resect to government
regulatory matters, as well as professional matters.

6. Do not provide a written statement to the investigator or comply with a
subpoena before consulting with an attorney.

You cannot be penalized for complying with the above rules and you may
avoid much grief and retrospective analysis by seeking advice before a minor
annoyance becomes a major problem.

The disciplinary process is particularly important to the hospital-based
physician. Penalties other than actual revocation or suspension of license may
have little or no effect upon a physician in private practice who does not accept
third-party reimbursement. However, just being found guilty in a disciplinary
proceeding without any further penalty may have serious consequences for the
hospital-based physician, which will be discussed.

The state may impose penalties upon the professional less serious than
revocation of license. States normally have the power to suspend licenses, to
require public service, to require continuing education, to impose a censure
and reprimand, and to place a professional on probation under certain terms
and conditions.

Any action imposed by the state may be reported to third-party payers (such
as Medicare, Medicaid, GHI, and Blue Cross), which may remove the
professional from their list of participating physicians. Medical societies
notified of such action may expel a member who has been disciplined
by the state. Medical liability companies may, in turn, refuse to issue
malpractice insurance or may do so only upon payment of an increased pre-
mium.

In addition, other consequences may befall the hospital-based physician.
Hospitals and other facilities where physicians work may take such determina-
tions into account and eliminate, reduce, or curtail a physician’s privileges at
that institution.

This effect on hospital privileges can cause great economic and personal
hardship to the hospital-based physician. Conversely, hospitals and other
facilities where physicians practice often report termination or curtailment of
the privileges of a physician to the state for possible disciplinary action.

Therefore, it is apparent that the hospital-based physician should be aware of
the connections between the state regulatory agencies and his hospital privi-
leges and should use his collective influence in the hospital to cause rules and
regulations to be promulgated by the hospital board and the medical board,
which safeguard the rights of the physician.

At the present time, medical staff bylaws and hospital rules and regulations
usually do not provide adequate protection to physicians who are faced with
possible charges by the hospital. Courts, when faced with appeals from
decisions of hospital boards, normally uphold the hospital’s decision, holding a
hospital to be a private agency and medical licensure not a right, so that due
process rights are held not to have been required.

Because courts will not write due process rights into the rules and regulations
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of hospitals, it is necessary that the professional attempt to insert these due
process rights into the hospital’s bylaws.

From my experience, I would suggest that the following terms, which are not
normally part of the hospital’s bylaws or regulations, should be proposed by
the physicians group in the hospital that negotiates on behalf of staff physi-
cians:

1. The professional must be given written notice of the specific charges against
him.

2. The name of the witnesses, the dates of the specific incidents, and a
narrative of the incidents referred to should be attached to the charges.

3. All incident reports prepared by the witnesses or other hospital personnel
should be provided to the accused physician.

4. A written verbatim transcript of the proceeding should be made and
furnished to the professional.

5. The accused should have some input into the compositon of the hearing
panel.

6. Either side should have the right to review by a nonhospital-based commit-
tee or person appointed by an impartial source, such as the American
Arbitration Association.

7. The accused physician must have the right to be represented by counsel of
his choice at the hearing and at all other stages of the proceeding.

I believe that the suggested rules will not only provide a fairer hearing
procedure to the physician accused but will serve to discourage proceedings
based upon political considerations or those in which only top-level personnel
would be expected to support the action contemplated.

Commentators on professional discipline proceedings often believe that the
accused professional is provided with too many rights. An example is the
following quote from the New England Journal of Medicine, one of the most
prestigious journals published for physicians, ‘‘Everything works in favor of
the accused, who always has the right to appeal.””!

However, as an attorney who has headed the state agency in charge of
professional regulation and who has also represented professionals in disciplin-
ary proceedings, I believe that the scales of justice are overly weighted on the
side of the state. Only through diligent action on the part of the professional can
he protect himself against investigation and prosecution by state agencies for
minor or, in some cases, nonexistent violations.

It is my opinion that physicians under investigation by state agencies have
fewer rights than common criminals as they are not entitled to nor normally
granted the rights of due process of law granted to all citizens by the
Constitution of the United States.

It is never too early to protect oneself and one’s license to practice medicine.
All physicians are vulnerable to investigation and prosecution no matter how
scrupulous their compliance with professional regulation may be. Physicians
should prepare now to protect their license to practice medicine. As it states in
an old adage, ‘‘an ounce of prevention is worth a pound of cure.”’
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The Expert Witness in Medical
Malpractice Litigation

JAMES R. VEVAINA, MD, AND LEONARD L. FINZ, LLB

The medical expert witness is one who by virtue of experience and training can
offer ‘‘opinion testimony’’ before the court trying the case. Most experienced
trial counsel consider it an art form. The best experts are not necessarily the
best witnesses. To be an effective expert requires some experience with
litigation.

To establish the necessary in-court foundation for the legal admissibility of
evidence, the expert must be prepared to answer a series of questions put to
him by the cross-examiner, the responses of which will provide the necessary
legal foundation that can thereafter permit the opinion of the expert witness to
be stated. The legal issue as to whether the foundation has been sufficiently
established is one to be decided as a matter of law by the trial judge. Once the
foundation is established, the jury is then charged with determining the weight
it will attached to the testimony that is offered. In brief, the trial court will
permit or refuse the testimony (question of law) and the jury will decide the
weight to be given to it (issue of fact). This is how the role of the judge and jury
is delineated.

In most jurisdictions, one need not be practicing the medical specialty at
issue to qualify as an expert for furnishing expert testimony. For example, a
general surgeon who is only familiar with thoracic surgery could conceivably
meet the foundation of one who is offering expert testimony in a thoracic
surgery case. The lack of specific board certification in thoracic surgery,
however, might minimize the impact of such evidence.

Qualifying the Medical Expert

The following questions might generally be asked of the expert:

1. Doctor, are you a physician licensed to practice in the state of New York?
2. In what year were you licensed?
3. By way of education background, doctor, would you please tell the jury the
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college you attended, the degree you received, and the year in which you
received it.

. What medical school did you attend?
. Having received your medical degree what did you then do in pursuit of your

medical career?

. Doctor, what do you understand by board certification?
. Having been board certified, did you then hold yourself out as a specialist in

the field of cardiology?

. During the period beginning with your entering the practice of medicine to

the present time, how many patients have you treated in the specialty of
cardiology?

Thereafter, there would be questions related to:

. Teaching positions

. Hospital affiliations

. Books, chapters, and articles published

. Membership in medical societies

. Special honors (awards or grants for medical research)

. Related activities that will further enhance the experience, reputation, and

qualifications of the expert witness.

If the qualifications have been developed properly, the expert’s opinion that

will follow should have a persuasive impact on the jury. It is important,
therefore, that the development of the expert’s qualifications be discussed
thoroughly during the preparatory session with the attorney. This is essential as
the first impression that the jury will have of the expert witness will occur
during the qualification stage. A clumsy, disjointed, or incomplete qualification
procedure could taint the expert’s entire testimony.

General Characteristics of the Expert

The following should be considered when selecting the medical expert:

1.

W W N
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Professional qualifications and expertise as documented by board certifi-
cation and fellowships in numerous academic institutions.

. Professional standing within the medical community.

. The theory of liability or defense which is to be followed.

. The type of analysis to be performed.

. Understanding of the litigation process and the strategies to be used in the

courtroom.

. Ability to communicate with a jury and to be able to translate complex

medical issues to understandable lay terms.

. The ability to withstand rigorous cross-examination without appearing

combative or adversarial.

. Cooperation and accessibility for telephone and office consultations and

court appearance.
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Who Makes the Most Effective Expert Witness?

Qualification

The most important attributes that determines the effectiveness of the medical
expert are the qualifications of such an expert. This takes into consideration the
educational background, experience in the specific field of medicine, and
overall knowledge including familiarity with the literature.

Special Expertise

The most impressive expert is one who has devoted a considerable percentage
of professional time to the specialty that is the subject of litigation. The lack of
such expertise can lead to vulnerability and destruction of the entire testimony
by a seasoned cross-examiner.

Major Teaching or Hospital Institution

Being a member of the academic faculty of a major teaching institution is
usually very impressive. If absent, the cross-examination by an astute lawyer
can portray such a witness as one who has a local community practice, which
can paint a parochial image in the minds of the jury, thereby limiting the impact
of the opinions expressed.

Publications

One of the key questions asked of the witness either on direct or cross-
examination, will address books, chapters, or articles published. It is self-
evident that a medical expert who has been widely published has enormous
appeal to a jury. Whereas the lack of publications might not by itself be
damaging to the expert’s total credibility, they could be damaging if the expert
produced by the other side is an academic giant. The advantage of being a
recognized author can be seized upon most effectively by an experienced
attorney who can use the comparison to considerable advantage during
summation.

Hired Gun

There are medical experts who spend more time in the courtroom and in the
overall litigation process than they do in the practice of medicine. These
experts are well known to both plaintiff and defense counsel with the result that
they are usually confronted with transcripts of previous testimony that might
contain inconsistent responses to questions asked at a former trial when used at
the present trial. Even the most innocuous of inconsistencies can be seized
upon by an adroit attorney with a chilling effect upon the witness. Aside from
the inconsistency, the procedure for such confrontation by use of a prior
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transcript usually rivets the jury’s attention and often has a disquieting effect
upon the witness, who after such encounter might appear perplexed before the
jury. In the final analysis, a true expert’s integrity, candor, sincerity, and
honesty can win the day in court.

Materials for Review

The experienced cross-examiner will probe the expert as to all records
reviewed for purposes of court testimony. As such, it is imperative that the
expert reviews all hospital and office records of the case. In addition, the expert
should review the pleadings, the bill of particulars, and the interrogatories,
which set forth the theories of liability and the damages claimed. The expert
should also read all depositions because depositions bring forth aspects of a
case that are not apparent from reading the record.

Contracting with the Attorney

Physicians may not be aware that some attorneys decide the merits of a case
based upon an initial telephone conference. Physicians should make it a policy
not to render an opinion based upon such minimal information. Nothing can be
more awkward than to render an opinion based on minimal information. It is
advisable that the physician enter into a contractual relationship with the
attorney who seeks his services. The purpose, scope, and extent of the work to
be performed by the expert witness should be part of the agreement. The expert
should not express an opinion until all significant hospital and medical records
have been reviewed. The attorney will usually discuss the issues in detail in
advance of requesting a written report. This provides the attorney with the
choice of electing not to employ the physician as an expert witness, should the
views expressed be adverse to the client’s case.

The attorney may seek a consultation with the physician after a written
report is received, to gauge the strengths and weaknesses of the medical issues
involved. Often such dialogue demonstrates the differences in the logic of law
and scientific thinking. A reputable attorney will not attempt to influence the
expert’s views, but will provide significant information that would impact on
the physician’s ultimate views and opinions.

Target Objective of the Expert Witness

It is the function of the expert to offer an opinion that reaches the ultimate or
threshold issue that will be presented to the jury for its consideration and
verdict. Having been accepted as an expert, his opinion will be admissible.
The manner and poise of an expert require much emphasis. Nothing is more
impressive than an expert who keeps his dignity and is courteous even to a
hostile cross-examiner. The true expert comes across as nonadversarial. He is



6. Expert Witness in Medical Malpractice Litigation 37

knowledgeable without being boastful. He is direct and not evasive. He is brief
in making a significant point. His answers are germane to the questions posed.

The Hypothetical Question

The expert witness should be prepared in advance to answer a hypothetical
question. Briefly, the hypothetical question is one that seeks an ultimate
opinion from the expert after a series of hypothetical facts have been presented
to the witness. For example, the expert will be asked to assume facts ‘A
through D.”’ Having assumed the facts that comprise the hypothesis, the expert
will be asked if he has an opinion based upon the hypothetical facts presented.
For example:

Q. Do you have an opinion with a reasonable degree of medical certainty as to whether
defendant doctor departed from good and acceptable practice in the care of Mr.
Jones?

I do have such an opinion.

What is that opinion?

Defendant doctor X did not depart from good and acceptable medical practice in
the care and treatment of Mr.
What is the basis of that opinion?
The basis of my opinion is

>0 POP

The final answer in response to the hypothetical question is the most
significant one that the expert witness will be called upon to render. Indeed, it
is the expert’s raison d’étre in the case. This is an extremely significant opinion.
The expert in answering should indicate that this is a ‘‘hypothetical response’’
to the questions asked. The success or failure in a given case may rest upon the
answers given by the expert. The hypothetical question and its answer should
be rehearsed in depth before appearance in court.

Financial Arrangements

The expert witness should in no case have a concealed financial interest in the
case. At any point when he believes he cannot support a position, the physician
should gracefully remove himself from the case. The best arrangement is to
work for a fixed fee at an hourly rate.

Deposition

Some medical malpractice cases do not go beyond the deposition stage because
they are settled out of court. The deposition is a very significant procedure, as
it forms the parameters of in-court testimony of the witness. An in-depth
conference with the attorney is essential before the taking of a deposition. The
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golden rule is to be as brief as possible, giving ‘‘yes’” or ‘‘no’’ answers when
possible. An expansive response to a question will open the door to a series of
new questions that could prove extremely troublesome.

Pitfalls

Advertisements can be found in most legal publications and Bar journals stating
““‘doctors available to testify in medical malpractice cases.”’ Physicians should
be extremely cautious in dealing with such services. Opposing counsel often
use such advertisements to depict an expert as one who is more involved in
commercial litigation rather than the practice of medicine.

Why Do Experts Differ?

It is not unusual for two physicians with the same educational background,
training, and board certification to have viewpoints that are diametrically
opposed. Most physicians with similar knowledge and skills, however, do agree
upon basic issues.

An adversarial courtroom atmosphere is created when two expert physicians
present differing and strongly held opinions concerning the diagnosis and
treatment of a given patient. Opinions may be widely disparate. One specialist
may recommend a surgical procedure, claiming that the benefits derived far
outweigh the risks of the operation. Another physician faced with the same
clinical picture might recommend conservative treatment. It is not unusual for
some physicians to recommend surgery, while others recommend conservative
medical treatment. How does one explain these striking contrasts? Some
physicians are attracted to quick operative modalities of treatment, whereas
others, by virtue of their own preferences, require a high degree of diagnostic
certainty before commencing treatment. Many medical investigators and
diagnosticians may interpret the same data and reach opposite conclusions, but
allowance must be made for the pertinent factors that led to a certain line of
treatment.

Of late, more scientific expertise has been brought to the clinical decision-
making process. What is described as ‘‘decision analysis’’ and ‘‘computer
analysis’’ is emerging into a science that can be of assistance to physicians in
arriving at the diagnosis of difficult conundrums. Approximately one sixth of
such cases fall into a category of uncertainty. Translating such uncertainty into
the litigation process, brings forth all of the prowess and talents of a physician.
How this is accomplished is often the ultimate factor in whether a case is won
or lost.
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The Physician and Antitrust Law

ARNOLD S. RELMAN, MD

For many years the learned professions enjoyed immunity from antitrust
regulation. The basis for this immunity was that physicians were not thought to
be engaged in the kind of commercial activity for which the Sherman Act and
the Federal Trade Commission (FTC) Act were intended. In 1975, the US
Supreme Court ended that immunity by declaring that the scope of antitrust law
included the business activities of the professions. It gave no indication of
exactly how antitrust regulation was to be applied to medicine. Since then
numerous legal actions have been taken against physicians or physician groups
to curb what government has perceived to be ‘‘anticompetitive’ activities.
These actions have been resisted by organized medicine in the courts and in the
Congress, but to no avail.

Although the federal government now believes that at least some aspects of
medical practice belong under antitrust surveillance, the laws enforced by the
FTC do not prohibit medical associations from adopting ethical codes designed
to protect the public—so long as such codes are not ‘‘anticompetitive.”” Thus,
with respect to commercial conflicts of interest and ethical rules that simply
requires physicians to disclose equity interests in health care facilities to which
they refer their patients would probably not raise antitrust problems. L. Barry
Costilo, a lawyer with the FTC, stated in 1985, “‘If an ethics rule prohibited
physicians from having any ownership interest in a facility to which they
referred patients, antitrust questions would be raised, since the rule would
probably be overly broad as a means of preventing deceptive behavior or other
abuses.”” This possibility may be worrying organized medicine’s lawyers
enough to cool whatever enthusiasm may have existed about taking stronger
stands on the conflict of interest issue. The American Medical Association
(AMA) has already had frustrating, expensive legal encounters with the FTC
and clearly does not seek another antitrust confrontation at this time.

The underlying questions raised by the application of antitrust law to

*Reprinted and revised, with permission, from the New England Journal of Medicine,
which holds the copyright.
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medicine cries out for public discussion and clarification. Does our society
want to draw a line between the medical profession and the growing investor-
owned health care industry, and if so, where? Should government encourage
the profession to set its own ethical standards, even when the latter limit the
freedom of physicians to make business arrangements in the medical market-
place? In the final analysis, where does the public interest lie—in strengthening
the profession’s fiduciary commitments to patients or in encouraging entrepre-
neurialism and commercial competition among physicians? It is clear that we
cannot have it both ways. The kind of freewheeling business competition
envisioned by antitrust law is simply not compatible with the ethical obligations
of doctors to their patients. To quote Clark C. Havighurst, Professor of Law at
Duke University, a leading authority on antitrust applications in health care,
‘‘Antitrust law does not, as a general rule, tolerate competitor collaboration
simply because it serves worthy purposes, professional or otherwise. Instead
the legal inquiry . . . focuses on whether a particular collaboration is com-
patible with the maintenance of competition in the market as a whole.”
According to Havighurst, federal policy today ‘‘starts from the proposition that
the health care sector is a competitive industry to be guided, for better or
worse, by market forces unless Congress declares otherwise. . . .”

Uncomfortable and costly though the process may be, organized medicine
may have no choice but to pursue this issue in the courts and in state and
federal legislative chambers. For if the free-market theoreticians and the
antitrust enforcers have their way, the ethical foundations of our profession
will be undermined, and the practice of medicine will come to be treated purely
and simply as commerce. To avoid this, courts and legislatures will have to
distinguish carefully between the collective activities of physicians that are
appropriately subject to antitrust law and those that are not. In the former.
category, I suggest, belong such ‘‘anticompetitive’” economic actions as
boycotting, price fixing, unreasonable prohibitions on the dissemination of
truthful information about the availability of medical services, and collusion to
restrain the development of new types of practice organizations or the practice
opportunities of competing but qualified physicians. Most of the FTC actions
described by Mr. Costilo have been concerned with problems of this kind. In
the off-limits category, however, should be all the self-regulating activities that
defend the ethical integrity of the profession and the quality of its services,
regardless of the effect on entrepreneurial activity. There are fundamental
differences between medical care and the usual kinds of commerce, and the
public interest requires that these differences be preserved, no matter what the
consequences for ‘‘competition.”’

But even if we were to accept for the moment Havinghurst’s description of
health care as a competitive industry, ‘‘to be guided, for better or worse, by
market forces,”” and even if we were to apply the yardstick suggested by
Costilo, I find it hard to understand how an ethical ban on investments in
facilities to which physicians refer their own patients could be regarded as a
threat to competition. If anything, such an ethical rule would be procom-
petitive, for it would ensure that physicians’ decisions to use facilities and
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services were based on dispassionate medical judgments rather than vested
financial interests. In most of the new health care businesses in which
physicians are now investing, their contribution of venture capital is of far less
importance to the success of the enterprise than is their patronage as pur-
chasing agents for their patients. This is hardly the kind of competitive
environment envisioned by antitrust law. In ordinary business relations, I
believe, a purchasing agent employed by one firm would not be allowed to have
vested interests in other firms from which he was purchasing supplies. Why
should entrepreneurial physicians be an exception? Surely not because such
arrangements would help the patient. The patient’s (i.e., ‘‘consumer’s’’)
interest is best served by unbiased professional medical advice that can help
guide him through the complex medical ‘‘market,”’ but physicians who have
strong economic ties to particular medical facilities, services, and products are
not in the best position to give such advice.

Some would justify physician participation in medical businesses by arguing
that this ensures quality of service and proper concern for patients’ needs. This
is an unpersuasive argument because it begs the question of whether such
divided loyalty really allows physicians to do their best for patients. Further-
more, physicians can be managers of medical businesses without being in
practice and thus can easily avoid conflicts of interest. Many physicians have,
in fact, left practice to take up careers in the management of health care
businesses, and I see nothing wrong with that. It is only when physicians act as
“double agents’’ that ethical questions arise—when they serve as agents for
their patients and as agents for businesses seeking to sell products and services
to their patients. Because a competitive market works best when consumers
and business firms are each independently pursuing their own interests, I
should think that such a double role for physicians would pose problems for the
FTC.

The underlying public policy issue needs to be resolved soon. Do we want
our physicians to become even more entrepreneurial than they already are? If
we do not, we shall have to seek appropriate means, judicial or legislative, to
help the medical profession collectively avoid financial dealings with health
care businesses and thus strengthen its traditional commitment to the ethics of
service to the people of this nation.
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Risk Management for the Physician
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AND ASHIFA BHAYANI, RRA

An Administrator’s View of Risk Management

Risk management is an administrative function for controlling, predicting, and
financing losses that cannot be assumed or avoided. In the hospital industry,
risk management focuses on predicting the risk of patient harm and injury and
implementing measures to prevent future losses from lawsuits against the
hospital.

To accomplish this, hospital-based departments of risk management have
evolved from clerically oriented legal or insurance departments into com-
prehensive programs for risk management. These programs identify sources of
risks, offer solutions and alternatives, investigate patient injuries, and monitor
physician compliance with procedures designed to minimize malpractice
claims.

Most malpractice lawsuits originate from an incident in a hospital.! Even
though a physician provided the treatment, the hospital is a likely codefendant.
To address this, risk management departments often provide educational
sessions and materials that are designed to capture the physician’s attention
and expand the knowledge of the medical staff in medicolegal subjects ranging
from informed consent to do not resuscitate orders.

In the interest of brevity, we have selected a few topics that are key to the
physician’s understanding of risk management concepts in a hospital setting.

What Is the Significance of an Occurrence Report?

One of the basic, primary tools of any risk management program is the
completion and collection of occurrence or incident reports. An occurrence
report is a record, usually on a form preprinted by the hospital, that provides
the description of any unusual event that takes place involving a patient. The
form, at least in theory, is supposed to be used to record the circumstances
surrounding the event, including person or persons involved, location and time
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of the incident, and a brief narrative description of the incident without any
judgment as to its cause.

In most hospitals, occurrence reports are sent immediately to the risk
management department where they are reviewed and entered into a com-
puterized data system so that appropriate recording and trending by nursing
station and occurrence type can take place. Such trending should be generated
to prevent future occurrences of the same nature.

Occurrence reports are, unfortunately, discoverable. Caution should be
exercised before attempting to use it to blame someone for an injury, and no
reference should be made in the patient’s chart that an occurrence report was
completed.

Recognizing the significant of these reports, the New York State Department
of Health has implemented an incident reporting procedure that governs the
reporting of certain incidents to the state within a 24-hour period. The section
bearing most relevance for the physician reads as follows:

Incidents to be reported include patient deaths or impairments of bodily function in
circumstances other than those related to the natural course of illness, disease, or
proper treatment in accordance with generally accepted medical standards.?

Problems associated with interpreting this regulation can best be illustrated
with an example. Mrs. Smith, a 67-year-old patient, is admitted for an elective
workup after her routine chest x-ray revealed a lesion in the left lung. A
bronchoscopy and biopsy is performed. During the procedure, the patient
sustains a pneumothorax requiring immediate transfer to the intensive care unit
where a chest tube is inserted. Two days later, the patient falls out of bed and
sustains a fractured hip. She subsequently develops pneumonia, deteriorates
further, and dies due to respiratory arrest.

Technically, the pneumothorax can be considered a known risk of perform-
ing a bronchoscopy. However, can we relate the patient’s death to her natural
course of illness?

From a risk manager’s perspective, this incident falls under the state
guidelines for reporting occurrences. Hospitals found not to be reporting
incidents are cited with deficiencies by the state regulatory agency, are
often fined, and are subject to exposure in the press. The investigation
into Andy Warhol’s death at New York Hospital is an example of this pro-
cess.

One additional requirement of the state reporting process is the need to
include the name of the attending physician responsible for the care of this
patient. The New York State Department of Health can pursue the incident and
forward the case to the New York State Department of Professional Medical
Conduct, a body with subpoena authority over physician credential files. If it
is believed that the doctor acted inappropriately, they may pursue corrective
action as they may deem it appropriate.

We recognize that most physicians view occurrence reports as a nuisance.
because their importance and impact have escalated substantially with the
advent of the new regulations and their accessibility by plaintiff attorneys, we
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strongly recommend that physicians become familiar with hospital’s incident
reporting procedures and any related regulatory requirements governing the
same.

Requirements of the New York State Medical
Malpractice Law

On July 2, 1985, Governor Cuomo signed Chapter 294 of the Laws of 1985, the
Medical Malpractice Law.

Among other things, the Medical Malpractice Law requires hospitals to
implement credentialing procedures that include the review of data gleaned
from infection rates, surgical case reviews, departmental morbidity and mortal-
ity reports, drug utilization studies, and patient complaints. The Joint Commis-
sion on the Accreditation of Healthcare Organizations (JCAHO) also requires
hospitals to demonstrate a linkage between the granting of and renewal of
medical staff privileges and criteria for performing quality patient care.’

Due largely to the passage of this law, hospitals and health care organizations
are steadfastly becoming more responsible for monitoring the competency and
performance of its physicians. As hospital departments scramble to develop
sophisticated information systems that track physician-specific data, so too do
the federal and state regulatory agencies, thus creating an environment of
intense scrutiny over the provision of patient care. From a risk management
perspective, a physician’s malpractice claims history is evaluated before either
granting or renewing medical staff privileges. It is the physician’s responsibility
to provide complete disclosure to the facility on claims in which he or she is
involved so that this process may be appropriately undertaken. The role of risk
management in this is not only to limit the threat of future liability but to help to
assure the credentialing of well-qualified medical staff.

Patients Access to Medical Records: An Added Exposure?

The growing interest of the individual’s rights in the health care industry
parallels the establishment of patient rights in gaining access to their health care
information.

The State of New York recently enacted a law affording the consumer
significant rights of access to their medical records. In adopting the new
system, New York joins 14 other states that have similar access privileges for
both doctors’ and hospital patients’ records.

As access laws become enacted in more states, curiosity about the content of
health records may decline as in one midwest state where all patients are given
their records upon discharge.

Unfortunately, available literature does not convincingly demonstrate that
access either harms or helps consumers. Research supports the fact that
physician’s perceptions of harm because of access seem to vary with type of
specialty and length of time in practice. In particular, pediatricians and
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specialists in obstetrics and gynecology who have been practicing for several
years seem less likely to fear harm to their patients as a result of record access
than surgeons or interns and residents.* On the other hand, psychiatrists infer
that psychiatric patients or medical patients with psychiatric problems do not
always react positively to knowledge of record content, and they are probably
right.

Research supports the statement that physicians who routinely provide
access to records to their patients demonstrate an increased interest and
involvement by the patient in the management of their care.

We can speculate that the increased interest in patient access to review
records is another symptom of breakdown in physician-patient commu-
nications and trust. It would not be unfair to say that both hospitals and
physicians characterize the request for record review as a potential threat for a
lawsuit, rather than patient education. Because of this perception, we suspect
that professional staff edit entries when a review is anticipated. Physicians with
prior knowledge of review tend to document precise notes with thoughtful
conclusions.

The owner of the record, be it the physician in his private office or the
hospital, maintains total control over the integrity of record content. For this
reason, policies and procedures to correctly handle requests for deletions or
amendments are essential. Changes made after the completion of the record
must preserve the ‘‘normal course of business’ by accurately depicting the
sequence of events.

Both the hospital and the health care practitioner are held ultimately
responsible for preserving the integrity of the record content, both as a
historical document and as a resource for continuing medical care.

Why Is Documentation in the Patient’s Chart
so Important?

Document it. If you haven’t documented it, you didn’t do it.

We agree with Dr. Mark E. Battista’s premise that failure to document usually
reflects negatively on the physician. According to Dr. Battista, a lawyer and
malpractice consultant, although not a hard and fast rule, many physicians
unfortunately learn the hard way that failing to document often makes an easier
case for the plaintiff’s attorney. Moreover, fighting in the patient’s medical
record is often a key factor that a plaintiff’s attorney looks for before
undertaking a malpractice case. According to Bernard D. Hirsh, MD, who
served as general counsel of the American Medical Association for more than
2 years, at least 10% of all physicians do not keep thorough records and at least
20% of all physicians could stand some improvement in their record-keeping
efforts. Hirsh says that where malpractice litigation is concerned, records can
make or break a case. ‘‘Records have great importance in borderline cases.
Frequently, good records will make the difference in a case that otherwise
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might be lost. Likewise, poor records can make the difference where scales are
tipped slightly in your favor. Sometimes even good records, if sloppy will make
the critical difference.’’?

The most crucial advice any risk manager can give a physician who practices
in a hospital is to not fight in the medical record. Just imagine the following
scenario read out by a plaintiff’s attorney in a court of law:

Attorney: Doctor, I see a note in here from a nurse that says. Dr. Smith 8:05 pM notified
that the patient’s condition has worsened. I see a note underneath it signed
by you and timed 1:00 AM that seems to contradict this note. Doctor, would
you please read this note out loud for the jury’s benefit.

Doctor: The nurse who wrote the note indicating that I was notified at 8:05 pM was
incorrect! I was not notified, nor was my answering service notified. This
nurse has a habit of not following through as she should.

Obviously, this fighting in the medical record discredits both the nurse and
the physician, and demonstrates unprofessional finger pointing. Although it is
not particularly uncommon for doctors and nurses to have diverging opinions,
the medical record is not the place to air differences.

The medical record is supposed to be a factual and objective record of the
patient’s course of treatment while in the hospital. Any notes that are not
relevant should not be there.

Communicating with Patients

There are literally dozens of articles that speak to the importance of commu-
nication between the physician and patients. Why is this so important?

A study conducted by the Professional Competence Assurance Program at
the University of California,® which focused on physician-patient commu-
nication, revealed that patients showed the most dissatisfaction with the lack of
sufficient explanations concerning their conditions and alternative treatment,
the side effects of medications, and how medications help their condition.
Patients also expressed concern about the adequacy of discussion with their
physician before surgery and also expected more reassurance from their
surgeon as to how they were progressing postoperatively.

In an article written by Paul D. Rheingold,’ the author shares his experiences
with malpractice cases from a plaintiff’s lawyer’s perspective. In one case
scenario that further illustrates our point about communication, Rheingold
cites an example of a client who presented to his office wishing to sue his
physicians. He indicates that the patient wanted to sue Doctors Green and
Brown and not Dr. White because ‘I like him and he was nice to me while I
was in the hospital.”” Rheingold goes on to say that this type of client sends
shivers down his spine. He cites two reasons, first that such decisions as to who
to sue are decisions that are ultimately for the lawyer to make. Secondly,
leaving out one defendant will lead to the sued defendants ganging up on the
unsued one after the statute of limitations has run. Since Rheingold feels that it
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is essential to have control over the case, he probably would avoid taking this
one on.

Clearly, communicating with your patients can only help, not hinder, your
ability to limit liability.

THE DOCTRINE OF INFORMED CONSENT

Informed consent is a discussion that takes place between the physician and his
or her patient that outlines the risks, benefits and alternatives to the procedure
being recommended. Hospitals generally provide a cadre of forms designed to
enhance the patient’s understanding of the procedure, and ask that it be signed
by the patient in the presence of a witness who, it is argued, may attest to its
validity. Unfortunately, these forms are often abused, as they provide a false
sense of security to both the physician and hospital staff who use them.
Informed consent forms may be replete with useful information about the
potential risks of any given procedure, but they do not replace the actual
personal conversation that is supposed to take place between the patient and
the physician. Although cases claiming lack of informed consent date back
approximately 65 years, the frequency of such claims has increased substan-
tially during the last 25 years.?

From a risk management perspective, it is far better for a patient to delay or
refuse surgery based on their knowledge of the risks involved than to prompt a
lawsuit due to an unanticipated, bad outcome. A patient who suffers blindness
as a result of removing cataracts is perhaps less likely to sue if her physician
informed her of the risk in advance. Either way, clear and concise documenta-
tion in the medical record reflecting the informed consent discussion, coupled
with the informed consent form is the best approach to dealing with this issue.

Role of the Physician in Risk Management

Liability issues strain the relationship between physicians and hospitals.
Hospitals are committed to providing the highest possible quality of care in a
setting with the least risk to patients, visitors, employees, and staff. The main
objective of risk management is the protection of the corporation’s assets or
resources.” Although the value of the assets is often expressed in financial
terms, risk management seeks to preserve and upgrade the quality of care and
minimize the physician’s liability.

A hospital risk management program cannot succeed without the cooper-
ation of the physicians who work there. The basic premise of any risk
management program is that of concurrent reporting. Concurrent reporting
means that the physician picks up the telephone and calls the risk manager
when he suspects a patient will sue him for damages.

For every 10 malpractice suits against a hospital, 8 involve one or more
physicians as codefendants.! According to an article appearing in Michigan
Hospitals, the number of hospital personnel controllable claims (e.g., patient
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falls), have been relatively stable while physician-controllable claims such as
birth trauma have increased rapidly.!’ Protecting hospitals against culpable
behavior by staff physicians through preventive strategies is a major risk
management function. A great deal of time is being spent convincing physicians
of their role in planning and implementing these strategies to prevent patient
injuries from taking place.

Tips for Limiting Liability

The principles and practices of risk management are effective in limiting
liability and should be incorporated into the daily practice of medicine. The
following points in particular should be noted:

1. Do not fight in the hospital medical record.

2. Document fully, objectively, and comprehensively all medical facts in the
patient’s chart.

3. Use good communication techniques to avoid misunderstandings with
patients concerning potential risks in their treatment or alternatives that are
available.

4. Find out what statutes, if any, govern the practice of medicine in your state.

5. Ask your hospital for a list of factors that are considered when reapplying for
privileges to practice there.

6. Visit your hospital’s department of risk management, and inquire as to
various policies or informational materials that are available to assist you in
limiting your liability.

Hospitals are often in the position of ‘‘deep pocket,”” providing the majority
of coverage for monetary damages accorded to the patient that cannot be
covered by the underinsured physician. Because hospitals are held to a
standard of corporate negligence, total commitment to patient care and a
multidisciplinary approach that encourages physician participation in risk
management is the only effective means to combat liability problems. The
physician’s role in this endeavor is a crucial one.

References

1. Greve A: Hospital risk management: Challenges of the 80s. Hosp Admin Curr
1985;29:13-18.

2. New York State Health Code, subchapter A, article 2, section 405.37, Incident
Reporting.

3. Joint Commission on Accreditation of Hospitals, Accreditation Manual for Hospi-
tals 1987.

4. O’Gara S: Does patient access to health records cause harm. J Am Med Records
Assoc 1984;22.

5. Gerber C: Medical records: Key to malpractice prevention. Phys Manage
1985;25:48-55.

6. Adamson T, Gullion E, Gullion DS: Physician patient communication and medical
malpractice. Mobius 1984;4:337.



8. Risk Management for the Physician 49

7. Rheingold PD: Plaintiff’s lawyer describes a ‘‘good”’ malpractice case. Mich Med
1985;2:114-116.

8. Eisner MJ: Current developments in the law: Malpractice and informed consent.
Connect Med 1985;49:595-600.

9. Stock R: Risk management: Minimizing errors and liability. Dimen Health Serv
1986;63:22-23.

10. Hardy M: Risk management: Treating the causes vs the symptoms. Mich Hosp
1985;21:27-28.

A Physician’s View of Risk Management

JosepH A. PENNISI

There are certain subspecialties in medicine that by their very nature carry a
much greater risk than others. Neurosurgery, obstetrics, and orthopedics are
the foremost examples. Obstetrics carries the added burden of an extended
statute of limitations. These are the fields marked by a high incidence of results
far short of perfect. Lowering the risk, or rate of risk, to an acceptable level is
an impossibility. Despite scientific evidence to the contrary, an overwhelming
number of cases are decided in favor of plaintiffs, merely on the basis of
emotional appeal. These are frequently the most costly areas and prove most
frustrating to those attempting to develop a mechanism by which risks can be
reduced.

The challenge to professional leadership lies in the attempt to identify and
isolate the individual cases manifesting trends or patterns of poor medical
judgment from those cases which involve the highest risk per se. Complete
involvement of the entire staff via hospital committees and departmental
committees promotes the accumulation of pertinent information leading to
corrective measures at the department level (i.e., CME, management pro-
tocols, etc.).

The physician’s role in risk management is highlighted by the duties of the
chairman of the clinical departments. In his mind there is very little distinction
made between quality care rendered by his staff and risk management as
perceived by the hospital. The two go hand in hand. The chairman must
develop a system of ongoing evaluation of each physician as well as maintain-
ing individual files enabling him to identify specific trends of practice. These
problems of clinical practice may be department wide as well as specific and
isolated. Early identification of untoward results may aid in addressing
grievances brought on by patients’ unrealistic expectations. The true cases of
unacceptable practice comprises a small fraction of the cases brought to the
attention of risk management.

Summary and Conclusion

The risk management structure within the hospital has been developed at great
expense and in a short period to an efficiently managed organization. It has
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accomplished the vital role of identifying, predicting, and controlling financial
losses, while at the same time providing the impetus to quality care ad-
vancement.

Despite the time and expertise that has been expended in the hospital setting,
the risk to the practitioner cannot be altered or reduced beyond a certain level.
These are problems that cannot be alleviated by following good scientific
medical practice.

An example is that of retrolental fibroplasia. As a consequence of measures
taken to salvage severely premature babies, the very treatment produced
blindness. Only after a number of years was the causal relationship discovered
between high levels of oxygen needed to save the infant’s life and the
production of permanent change in the retina. The lawsuits that evolved before
the expiration of the statute of limitations proved to be nothing but a
mechanism of compensation to the unfortunate but living children.

Obviously, there is need for alternative approaches (social and legislative) to
the satisfactory solution of the risk management/medical liability nightmare.
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Protection of Research Subjects
in Clinical Research

HaroLD M. GINZBURG, MD, JD

Introduction

There is an intrinsic difference between medical care and treatment and clini-
cal research. Care and treatment are accepted therapeutic interventions;
clinical research connotes an experimental or generally not accepted procedure
or intervention. Whether the patient is going to be subjected to a treatment or
clinical research procedure, the assent and cooperation of the patient or legal
surrogate is required. The formal process of obtaining informed and educated
consent is the critical issue in medical care, medical treatment, and medical
research. However, there are a series of additional issues that must be
recognized and addressed in conducting ethical (and legal) clinical research.

This chapter discusses issues relating to the historical development of the
protection of human subjects, Institutional Review Boards (IRBs), informed
consent, and the balance between the release (Freedom of Information Act)
and withholding (Privacy Act and Confidentiality Regulations) of medical
information.

Historical Perspective

The ethics and legal regulation of clinical research has been the subject of a
number of textbooks.!”> The modern codification of ethical behavior for
medical (human) clinical research was articulated, shortly after World War II,
by the Nuremberg War Crime judges who presided over the trials of Nazi
physicians. The 10 principles, known as ‘‘The Nuremberg Code,”’ emphasized
the absolute requirement for meaningful and voluntary consent of any human
subject participating in research. This basic concept was restated in the
Declaration of Helsinki, in 1964, by the World Medical Association.
Additionally, the declaration emphasized the concept that clinical research
should be conducted only by medically qualified persons. Two years later, in
1966, the Surgeon General of the United States Public Health Service issued
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the first United States federal policy statement requiring the establishment of a
committee to review all research projects supported by the federal government.
Six years later, in 1972, the Department of Health Education and Welfare, now
the Department of Health and Human Services (HHS), published regulations
requiring scientific and medical institutions to establish their own local com-
mittees to review those studies that would be funded by the department.
Those committees, named Institutional Review Boards (IRBs), continue
to be required to maintain the necessary expertise to review and monitor
the ethical, legal, social, scientific, and medical aspects of the proposed re-
search.*

As a result of the National Research Act of 1974, the Office for the
Protection from Research Risks (OPRR), National Institutes of Health (NIH),
was created to ensure that HHS regulations for the operation of IRBs are
followed for all research funded by both NIH and the Alcohol, Drug Abuse,
and Mental Health Administration (ADAMHA).* Before funds will be released
to the research investigator, OPRR approval is necessary; OPRR has the
authority to monitor the actual conduct of any given research project.

After having reviewed the extensive documentation required to initiate a
research study, investigators may ask if all these formal protections are
required when the research is being conducted by US investigators? The
following two examples illustrate the necessity of IRBs and OPRR.

First, in 1932, the Unites State Public Health Service and the Tuskegee
Institute and Hospital instituted a study to determine the pathophysiology
of untreated syphilis in 600 poor black men living in a rural community.
These men were never told that they were part of a medical experiment and
they were never told that an effective treatment, penicillin, was available to
them.’

Second, in 1963, at the Jewish Chronic Disease Hospital, in Brooklyn, New
York, 22 weak and debilitated patients were injected with liver cancer cells.
The researchers obtained consent from these patients; however, the informed
consent did not indicate to the patients that they were actually being injected
with “‘live’’ cancer cells.®

The present regulations for the protection of human subjects provide for
administrative sanctions for research investigators found to violate them. Legal
sanctions (prosecution) can occur if there is fraudulent (intentional) mis-
representation of the data or fraudulent conversion of funds. In these instances
the Department of Justice is charged with conducting the litigation.

The individual research subject, however, also has the ability to sue for
redress of injuries sustained in a clinical experiment. Medical malpractice
(“‘malresearch’’) suits can be generated by research participants on the basis of
negligence,’ battery,® negligent misrepresentation,’ deceit or fraudulent mis-
representation,'® intentional infliction of emotional distress,'" or invasion of
privacy.'? Thus, the failure of an investigator to abide by the rules, regulations,
and law applicable to the conduct of human and animal research can result in
civil and criminal litigation.
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Protection of Human Subjects

Research

Research is defined, by HHS regulation, as the systematic investigation
designed to develop or contribute to generalizable knowledge.'*> Demonstra-
tion, training, and service programs may find that they are actually conducting
research within this definition, even if it is not the primary purpose of the
interaction with the patient, client, or subject.'* Research activities are
generally grouped in terms of 1) interactions, 2) interventions, and 3) the
gathering of identifiable private information. An interaction consists of commu-
nication or interpersonal contact between the researcher and the subject. An
intervention may include a physical procedure or examination and an inter-
view; either permits data to be gathered, generated, and analyzed. Identifiable
private information refers to information about an individual’s behavior,
attitudes, and values which would not ordinarily be expected to be in the public
domain and which are able to be linked with the individual (e.g., medical data
found in a hospital chart or physician’s record).

Human Subjects

Individuals participating in research supported by the United States Public
Health Service (PHS) are protected by law." The regulations, or interpretation
of the law, define such a voluntary participant in a research protocol has a
human subject. Specifically, a human subject is:

a living individual about whom an investigator (whether professional or student)
conducting research obtains [either] 1) data through intervention or interaction with the
individual, or 2) identifiable private information. 't

The regulation extends to the use of human organs, tissues, and body fluids
from individually identifiable human subjects as well as to graphic (e.g.,
photographic and radiographic), written, or recorded information derived from
individually identifiable human subjects. There are additional protections for
certain classes of human research involving placentas, fetuses, pregnant
women, human in vitro fertilization, and federal prisoners.

The regulation, however, does exempt certain categories of research involv-
ing human subjects that normally involve little or no risk (e.g., phlebotomy of
adults). These limited exemptions are listed in the appropriate regulation.'’

Further, those research designs that involve only the study of existing data,
documents, records, or pathologic or diagnostic specimens, in which the
subjects cannot be identified either directly or through codes, are not subject to
this HHS regulation. Thus, it is permissible to analyze residual blood in a
hospital laboratory for a purpose that the patient may not have given permis-
sion for, if before the analysis all identifying information about that specimen is
destroyed. Once the identity of the specimen is destroyed, the research is no
longer in a position to determine who provided the biologic specimen and
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therefore cannot provide that individual with the results of the test. Thus, the
test is anonymous. The key issue in these protective regulations focuses on
researcher’s ability to link the written or biologic data to a given individual.
Confidentiality (even with a coding scheme that limits access to the actual
names of the research participants) is not sufficient to guarantee the inability to
link clinical data to an individual; complete anonymity is required.

Institutional Review Boards

Any human research covered by Federal regulation will not be funded unless it
has been reviewed by an IRB."® The fundamental purpose of an IRB is to
ensure that research activities are conducted in an ethical and legal manner.
Specifically, IRBs are expected to ensure that each of the basic elements of
informed consent, as defined by regulation, are included in the document
presented to the research participant for signature (or verbal approval.)®?® All
research documents may be reviewed by the federal government to ensure
compliance with its regulations.?! This reserved right of the government to
conduct an ‘‘audit’’ of the research records must be clearly stated in the written
informed consent forms that the research participants sign.
The deliberations of the IRB must determine that:

1. The risks to subjects are reasonable in relation to expected benefits, if any,
to subjects; and, the importance of the knowledge that may reasonably be
expected to result.

2. The selection of subjects is equitable. In making this assessment, the IRB
should take into account the purposes of the research and the setting in
which the research will be conducted.

3. Informed consent will be sought from each prospective subject or the
subject’s legally authorized representative, in accordance with and to the
extent required by the regulation.

4. Informed consent will be appropriately documented, in accordance with and
to extent required by the regulation.

5. Where appropriate, the research plan makes adequate provision for monitor-
ing the data collected to ensure the safety of subjects.

6. Where appropriate, there are adequate provisions to protect the privacy of
subjects and to maintain the confidentiality of data.

When the IRB has special concerns about the vulnerability to coercion of
some or all of the research participants, or the possibility of undue influence
because of acute physical or mental illness, specific additional safeguards can
be imposed on the researcher and his or her institution. In addition, special
consideration can be given by the IRB for the inclusion of additional safe-
guards, when the research participants are educationally or economically
disadvantaged. At a minimum, the IRB shall determine that all PHS require-
ments are satisfied before the research study being approved and implemented.

It is axiomatic that the IRB should ensure that the risks of participation in a
research study should be minimized. The IRB must determine that this
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objective is to be achieved by ensuring that investigators use procedures that
are consistent with sound research design and that do not necessarily expose
subjects to excessive risk. In addition, the IRB needs to ensure that the
investigators, whenever appropriate, minimize risk and discomfort to the
research participants by using, where possible, procedures already performed
on the subjects as part of routine diagnosis or treatment (e.g., the results of
clinically indicated lumbar puncture should be used by the investigator, instead
of ignoring that data and specifically repeating the lumbar puncture as part of
the research protocol).

Informed Consent

An informed consent is a contract between the research investigator and the
research subject. It can be verbal or preferably written, and it must document
what each party understands to be the limits of his or her responsibility to the
other. The informed consent may be read to the research subject, but he or she
must always be given the opportunity to actually read the document. There are
instances where oral consent, without a written document, is sufficient.
However, in all instances the informed consent should be documented;? In
cases where a written informed consent is determined not to be required by the
IRB, the IRB may require the investigator to provide research subjects with a
written statement regarding the research.?

No informed consent, whether oral or written, may include any exculpatory
language through which the subject or his or her representative is made to
waive or appear to waive any of the subject’s legal rights nor may it release or
appear to release the investigator, the sponsor, the institution, or its agents
from liability for negligence. In short, the research subject cannot be placed in a
position to give up his or her Constitutional right to sue, for negligence, the
researcher or anyone connected with the research project.?

The elements of an informed consent for participation in a research protocol
are provided by FDA regulation and include®:

1. A statement that the study involves research, an explanation of the purposes
of the research and the expected duration of the subject’s participation, a
description of the procedures to be followed, and identification of any
procedures that are experimental

2. A description of any reasonably foreseeable risks or discomforts to the
subject

3. A description of any benefits to the subject or to others that may reasonably
be expected from the research

4. A disclosure of appropriate alternative procedures or course of treatment, if
any, that might be advantageous to the subject

5. A statement describing the extent, if any, to which confidentiality of records
identifying the subject will be maintained and that notes the possibility that
the Food and Drug Administration may inspect the records

6. For research involving more than minimal risk, an explanation as to whether



56 H.M. Ginzburg

any compensation and an explanation as to whether any medical treatments
are available if injury occurs and, if so, what they consist of, or whether
further information may be obtained

7. An explanation of whom to contact for answers to pertinent questions about
the research and research subjects’ rights, and whom to contact in the event
of a research-related injury to the subject

8. A statement that participation is voluntary, that refusal to participate will
involve no penalty or loss of benefits to which the subject is otherwise
entitled, and that the subject may discontinue participation at any time
without penalty or loss of benefits to which the subject is otherwise entitled.

When appropriate, one or more of the following elements of information shall
also be provided to each research subject:

1. A statement that the particular treatment or procedure may involve risks to
the subject (or to the embryo or fetus, if the subject is or may become
pregnant) that are currently unforeseeable

2. Anticipated circumstances in which the subject’s participation may be
terminated by the investigator without regard to the subject’s consent

3. Any additional costs to the subject that may result from participation in the
research

4. The consequences of a subject’s decision to withdraw from the research and
procedures for orderly termination of participation by the subject

5. A statement that significant new findings developed during the course of the
research which may relate to the subject’s willingness to continue participa-
tion will be provided to the subject.

6. The approximate number of subjects involved in the study.

Investigators must realize that HHS informed consent requirements are not
intended to preempt any applicable federal, state, or local laws which may
require additional information to be disclosed for informed consent to be legally
effective. Nothing in the FDA regulations is intended to limit the authority of a
physician to provide emergency medical care to the extent that the physician is
permitted to do so under applicable federal, state, or local law. Ultimately, it is
the institution that receives the research funds or is accountable to HHS for
these funds, that has the primary responsibility for safeguarding the rights and
welfare of individual human subjects.

Office for Protection from Research Risks

There is an additional layer of administrative safeguard for the research
participant. Before the actual award of federal funds for the support of research
activities, the United States Public Health Service (PHS) is responsible for
independently determining 1) whether human subjects are involved in the
research activities, and 2) whether the protections for the research subject are
adequate. This dual function is administratively managed by the Office for
Protection from Research Risks (OPRR), at the National Institutes of Health
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(NIH). Thus, OPRR is responsible for ensuring that the Food and Drug
Administration (FDA) regulations, pertaining to informed consent?* and the
regulations pertaining to new drugs for investigational use® are observed.

Release of Information—Protection of
Research Participants

Freedom of Information

The Freedom of Information Act (FOIA) as amended,” and associated public
information regulations of HHS* require the release by PHS of certain
information and documents to the public. Only information in the direct
possession of PHS or its agencies can be released. If a FOIA request is made of
the government, the principal investigator of the study in question will be
notified as to who has generated the request, the action taken by the
government, and the documents, if any, that were provided. Specific data
about individual patients or experiments cannot be provided by the government
if they are not in possession of such data. A FOIA request to the government
cannot be used to force a government contractor or grantee to provide
information to the initiator of the FOIA request.

The Privacy Act

The Privacy Act of 1974 provides certain safeguards for individuals against
invasions of personal privacy.’! Despite participation in a research study, a
research participant does maintain the legitimate legal expectation that per-
sonal identifiable information will not become public information. The Privacy
Act applies to all systems of records, not just to research records. There are
two fundamental types of safeguards authorized in this act. First, there is the
right of individuals to determine what information about them exists and is
maintained in a Federal agency’s files and to know how that information is
used. These requests frequently occur when the research record is to be used to
later document a medical event or verify a pre-existing medical condition. For
instance, an individual participating in a research study may find that he or she
wishes that his or her research data be linked with other medical records data,
economic data, or laboratory or physical examination results to assist in an
application to determine eligibility for an entitlement (e.g., social security,
welfare, or Veteran’s Administration) benefits. Copies of his or her file will be
provided, upon written request of the concerned individual, to that individual.

Second, an individual has the right to have access to his or her records and to
correct, amend, or request deletion of information in that record that is
inaccurate, irrelevant, or outdated. These requests may occur when the
individual determines that his or her data are incorrect and have been used,
with negative effect, in a legal or administrative manner (e.g., the military
service or Veteran’s administration record wrongfully indicates that there is no
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service-connected disability and the disability check has been discontinued).
Requests may also occur merely because the individual is curious to know what
is in his or her file. These types of requests are honored. However, any request
must identify the specific study or data base A request for ‘‘all my records
maintained by the Federal government’’ will be deemed to be too general and
nonspecific as to warrant a response by the government.

Records maintained by grantees, because the data were not collected for the
express purpose of the Federal government, are not subject to the Privacy Act
requirements®?; however, data generated by government contractors are often
considered to be subject to the Privacy Act.*

Confidentiality

Third parties cannot request identifiable information about research subjects
participating in grant-funded research without the permission of the individual
in question unless they have obtained a court-ordered or administrative-
ordered subpoena. In such an instance there is a balancing between the right of
the requester to obtain information about projects that have been funded with
tax dollars (the intent of FOIA) and the individual research subject’s right to
privacy (the intent of the Privacy Act).

The need to protect an individual’s research records has been long recog-
nized by the Public Health Service. The Centers for Disease Control (CDC) has
statutory authority, in the Public Health Service Act, to protect research
records pertaining to epidemiologic studies that they fund or actually conduct
themselves.?> This provision of the Public Health Service Act has been
challenged in Federal court; the court has ruled that the identity of the
individuals interviewed by CDC is protected.’*

The Alcohol, Drug Abuse, and Mental Health Administration (ADAMHA)
has statutory authority to grant a Certificate of Confidentiality, which precludes
investigators from involuntarily providing any data on any research subject.*
The research investigator, under a Certificate of Confidentiality, can provide
any data on any of the research subjects to a third party as long as the
researcher has received prior approval of the research subject in question (in
the original informed consent or by a separate release of medical information).
If the issue of transmission of the information collected in the research study to
a third party is not addressed in the informed consent, then the research
investigator can release the information to a third party, if the researcher
independently determines it is appropriate to do so. However, there are other
restrictions that may preclude the voluntary release of the information by the
investigator.®’

Summary

Today, conducting research in the United States is more complex than
developing a satisfactory null hypothesis and designing a research protocol to
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test that hypothesis. Historical events in this country and elsewhere have had a
major impetus in forcing the Federal government to establish a set of legal
principles and guidelines to protect the rights and well-being of human research
subjects. Research investigators receiving federal funds must follow the
policies of their respective IRBs and of the NIH OPRR. A research investigator
who fails to comply with the existing local, state, and federal regulations and
law can expect severe administrative and legal sanctions, including mal-
research claims. In the final analysis, all the procedures, guidelines, rules,
regulations, and laws have one purpose: to protect human subjects in the
conduct of clinical research and thereby maintain the public’s confidence in
much needed clinical research.

References

1. Levine RJ: Ethics and Regulation of Clinical Research. Baltimore, MD, Urban &
Schwarenberg Inc., 1981.
2. Reiser SJ, Dyck AJ, Curran WI: Ethics in medicine: Historical perspectives and
contemporary concerns. Cambridge, MA, MIT Press, 1977.

. Holder AR: Medical Malpractice Law, ed 2. New York, Wiley & Co., 1978.

. The National Research Act, P.L. 93-348 (1974); 88 Stat. 352.

. Jones JH: Bad Blood—The Tuskegee Syphilis Experiment. New York, The Free

Press, 1981.

6. Langer E: Human experimentation: New York verdict affirms patients’ rights.
Science 1966;151:663-666.

7. Restatement (Second) of Torts sections 284(a) and (b) (1986).

8. Restatement (Second) of Torts section 892(b) (1982).

9. Restatement (Second) of Torts section 311 (1986).

10. Restatement (Second) of Torts section 55A (1986).

11. Restatement (Second) of Torts section 46 (1986).

12. Restatement (Second) of Torts sections 652A and 652B (1981).

13. 42 U.S.C. 474(a) (1986) [The Public Health Services Act]; as published in the Code
of Federal Regulations (Title 42) and as implemented by Health and Human Service
(HHS) regulation (45 C.F.R. 46).

14. PHS Grants Policy Statement, DHHS Publication No. (OASH) 82-50,000 (Rev.)
January 1, 1987.

15. 45 Code of Federal Regulations 46 (1986).

16. 45 Code of Federal Regulations 46.102(f) (1986).

17. 45 Code of Federal Regulations 46.101(b) (1986).

18. 45 Code of Federal Regulations 46 (1986).

19. 45 Code of Federal Regulations 46.116(a) (1986).

20. 21 Code of Federal Regulations 50.25(a) (1986).

21. 21 U.S.C. 355() and (i) (1986).

22. 45 Code of Federal Regulations 46.117 (1986).

23. 45 Code of Federal Regulations 46.117(c)(2) (1986).

24. 45 Code of Federal Regulations 46.116 (1986).

25. 21 Code of Federal Regulations 50.25 (1986).

26. 21 Code of Federal Regulations 50 (1986).

27. 21 Code of Federal Regulations 56 (1986).

28. 21 Code of Federal Regulations 312 (1986).

wn AW



60

29.
30.
31.
32.
33.
34.
35.
36.
37.

H.M. Ginzburg

5 U.S.C. 522 et seq. (1986).

45 Code of Federal Regulations 5 (1986).

The Privacy Act of 1974, P.L. 93-579 (1974); 88 Stat. 1896.

45 Code of Federal Regulations 5b (1986).

42 U.S.C. 242m(d)(West Supp. 1987).

Farnsworth v. Procter and Gamble, 758 F2d 1545 (11th Cir, 1985)
Andrews v. Eli Lilly and Co., 97 F.R.D. 494 (N.D. Ill. 1983).

42 Code of Federal Regulations Part 2a (1986).

Code of Federal Regulations Part 2 (1986).



10

Informed Consent

CHARLES L. SPRUNG, MD, AND BRUCE J. WINICK, JD

Every human being of adult years and sound mind has a right to determine what shall be
done with his own body and a surgeon who performs an operation without his patient’s
consent commits an assault for which he is liable in damages.'

With these words Judge Cardozo in 1914 expressed a patient’s right to
autonomy in medical decision making. Informed consent is currently an
ethical, medical, and legal requirement. A physician must obtain informed
consent before performing a procedure or treating a patient. Unfortunately, the
legal requirements of informed consent have developed from atypical situations
involving dissatisfied and injured patients rather than from the more usual
occurrences of physicians helping patients with subsequent patient satisfac-
tion. In addition, legal decisions have not set forth clear guidelines or rules for
physicians to follow. It is therefore not surprising that the medical realities of
informed consent sometimes clash with the legal requirements. This chapter
reviews the elements of informed consent and summarizes the legal and medical
realities. It is important for physicians and attorneys to be aware of state law on
informed consent in their area,? as different courts may reach opposite
conclusions based on the same facts.

The elements of informed consent include disclosure of information, com-
petence, understanding, voluntariness, and decision making. A physician
provides information to a competent person who after understanding the
information makes a voluntary decision. In general, if no consent is obtained or
if the performed procedure differs from the procedure consented to, a suit in
battery may be brought. If some consent to the performed procedure is
obtained but the consent is deficient or not informed, a suit in negligence is
brought.

Disclosure of Information

Most courts require that physicians disclose to the patient the diagnosis, the
nature of the proposed procedure, the benefits and risks of the procedure,
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alternative procedures with their benefits and risks, and the consequences of
not having the procedure.’-¢ A physician may not have to disclose risks that
the patient knows or an average person would know.*® There are two
standards that courts have used to determine the physician’s duty to disclose.
The ‘‘professional’’ standard is based on the custom of other physicians
practicing in the community.*’ Under this standard, the physician is not liable
unless his omission of information deviates from the accepted medical practice
in the community. Expert medical testimony is required to establish the
accepted professional standard and to show that the defendant physician’s
disclosure deviated from this standard. The second is the ‘‘lay’’ or ‘‘material
risk’’ standard, requiring the physician to disclose information that a reason-
able person in the patient’s position would consider material to the decision.*¢
Expert medical testimony also may be used even if the lay standard is followed
to note the risks and their frequency, alternatives, and the causal relationship
between the lack of disclosure and the injury to the patient. Despite a trend in
the courts to move away from the traditional professional standard toward the
lay standard, many states have enacted statutes using the professional stan-
dard. Currently, a majority of states follow the professional standard.’

Whether a risk is material depends on its frequency and severity.’ If the risk
of injury is small, the physician informs the patient of the risks that are likely to
occur. If, however, a serious injury might occur, the physician should inform
the patient of all but the extremely remote risks. The definition of extremely
remote varies with the court. Disclosure was required for a 3% risk of death or
paralysis® and a 1% risk of hearing loss,’ but was not required for a 1.5% risk of
losing an eye.’ The severity of risk required to be disclosed may range from
death to less serious risks.’

If a physician does not disclose adequate information to a patient, the pa-
tient cannot recover for damages unless the patient suffered injury because
of the nondisclosed risk. If it is shown that the patient would have agreed to the
procedure or treatment had the risk been disclosed, there is no causation and
hence no liability. Two standards have emerged to determine causal connec-
tion between the physician’s nondisclosure and the patient’s injury. The
subjective test asks whether or not the individual patient would have agreed to
the procedure if disclosure was given.® Because it is unlikely after an injury has
occurred, however, that patient will admit that he would have agreed to the
procedure has he been informed of the risks,” other courts have used an
objective test. With this test the focus is on what a prudent person in the
patient’s position would decide if properly informed.* Most courts have used
this latter objective test.

Informed consent forms have been used to document that informed consent
occurred. Although a signed form provides evidence that consent was ob-
tained, it does not prove that the consent was informed. Unfortunately, in
many circumstances the consent form has become a means to avoid liability
rather than a means to provide information to patients and has replaced the
process it was designed to substantiate.
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Competence

People are presumed to be competent and capable of decision making unless
they have been formally judged to be incompetent.!” If a patient is competent, a
refusal of treatment must be respected,!' whereas if a patient is incompetent,
patient decisions are not valid and do not necessarily have to be obeyed.'
Nevertheless the criteria used to determine competency vary and specific
objective tests to establish competency have not been developed.'

Understanding

Requirements for understanding usually are that a reasonable person would
understand the disclosed information. Courts have not usually required a
demonstration that patients actually understand what is disclosed.

Voluntariness

Patient decisions must be voluntary and free from coercion or unfair persua-
sion. Involuntary treatment is rare in the United States today,' except perhaps
in institutional psychiatry.

Decision Making

Finally, a patient must decide to accept or refuse the procedure or treatment.
Consent can be expressed not only by words but by a person’s actions, or
implied from inaction or custom. "

In addition to the noted elements, there are also exceptions to the require-
ment of informed consent. These include emergency, incompetency, therapeu-
tic privilege, and waiver.

Emergency

In an emergency it is assumed that the patient consents. Consent is implied
without the patient’s express statement.’>"!” Exactly what constitutes an
emergency has not been clearly delineated, but emergencies may range from
treatment necessary to preserve life or limb'® to treatment that alleviates pain
or suffering.!”

Incompetency

Incompetent patients may be treated without permission. Nevertheless, an
incompetent patient’s assent to treatment does not necessarily allow the
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physician to treat and an incompetent’s refusal of treatment does not necessar-
ily allow the physician not to treat. In general, incompetent patients are
deemed unable to make important, rational decisions. This category typically
includes patients who are unconscious, delirious, grossly psychotic, or senile.
Physicians usually begin to consider a patient incompetent if he refuses
therapy, is severely ill, or is incapable of communicating or understanding.
When patients in intensive care units are treated without informed consent, it is
based on an emergency and/or incompetency exception.

Therapeutic Privilege

Therapeutic privilege excuses a physician from the requirements of informed
consent when disclosure of information could have a detrimental effect on the
patient.? Controversy exists as to the specific criteria and degree of detrimental
effect required for invoking this exception. Some courts use a professional
standard based on medical judgment,'® whereas others use a lay standard based
on whether disclosure would have upset a reasonable patient.’ The extent of
this therapeutic privilege varies from a vague detrimental effect on the patient’s
best interest to a strict interpretation of detrimental effect.*

Waiver

The last exception allows a patient to waive his right to informed consent.’ The
patient may delegate to the physician or to a third party the right to make the
decision for him.

If one of the exceptions to informed consent applies, the physician should
document the exception. Under these circumstances it is unclear how disclo-
sure and consent should occur. In an emergency, time may not permit
disclosure or consent. If the patient is incompetent or therapeutic waiver is
used, a surrogate should give informed consent for the patient. Parents are
usually considered the legal guardians of their minor children, but children who
are capable of understanding (such as adolescents) are increasingly taking part
in decisions affecting their health care. Under most medical circumstances,
however, a guardian has not been previously appointed by the court and such a
procedure is not a realistic alternative. Exactly who should act as the patient’s
proxy has not been clearly delineated, but most courts and legal scholars
consider a family member the legally authorized individual.** In fact, family
members and intimate friends are routinely used by physicians in life and death
decision making."

Despite the legal requirements for informed consent, several studies have
demonstrated that informed consent as envisioned by the law does not
routinely occur.?*?! There is a little disclosure of risks, benefits, or alternatives
in routine hospital care.??! Many physicians do not obtain consent or inform
patients of major risks before radiographic procedures. Surveys have shown
that most people desire information necessary for them to make medical
decisions but studies have shown that many patients do not want to be
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informed of the risks of hazardous procedures or anesthesia.”’* In fact,
patients who ask questions usually do so for reassurance rather than for
information.

Patient abilities to recall disclosed information or understand information
necessary for a decision have been shown to be poor.” After 1 day, only 50%
of patients understood the nature of a procedure to be performed, and only 55%
could correctly list even one major risk or complication.? These findings could
be secondary to an inadequate, initial disclosure of information and do not
necessarily preclude an initial understanding of the information.

Despite the fact that involuntary treatment of patients is rare, large portions
of routine medical care is performed without the explicit consent of patients.'*
It is as if the patient gives his consent if he does not refuse.' Even if a choice is
available many patients do not believe they have a choice.

Patients rarely weigh risks, benefits, and alternatives in making a deci-
sion.?**! Many patients do not read informed consent forms appropriately, and
make their decisions based on previous experiences or personal feelings.? In
fact, in many instances physicians make recommendations for the proper
medical care and patients do not make a decision but rather agree with the
recommendation.?!

Of the exceptions to informed consent, therapeutic privilege has received the
most investigation. Anecdotal reports have noted patients developing myocar-
dial infarctions after disclosure of information. Patients have suffered appre-
hension, anger, and anxiety after the disclosure of risks of anesthesia.”> On the
other hand, preoperative counseling has been shown to reduce anxiety and
complications during convalescence and may even reduce hospitalization
time.?*

The visions of the law are very different than medical realities. This may be
because medical decision making is not always a one time event with disclosure
of benefits, risks, and alternatives. Rather, it is a process that occurs over time.
Frequently patients are asked to consent to the standard medical therapy and
no real accepted medical alternative exists. It is time for the courts and
legislatures to tailor informed consent rules to the realities of patient-doctor
relationships, decision-making processes, and medical practices. In the mean-
time, however, physicians should be cognizant of existing legal requirements of
informed consent. Physicians who continue to act reasonably and commu-
nicate with their patients should not be at risk for legal problems.
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Improving and Refocusing the
Medical-Legal System

EuGENE D. ROBIN, MD

The use of risk-benefit analysis and risk assessment is widespread in a number
of activities including engineering, actuarial analysis, investment brokering,
military planning, and during the course of ordinary living.

It has long been recognized that most medical encounters involve potential
risks as well as potential benefits. However, the use of risk-benefit analysis in
medicine has not been extensive. It is surprising that few attempts have been
made to analyze scientifically the nature and incidence of risks in medical
practice. Such an analysis would be critical for an accurate assessment of the
interaction of medicine and the law. Compensable violations during patient
care should rationally be based on transgressions of risk-benefit balance
resulting in harm to patients.

This chapter reviews the nature of medical risks faced by patients and the
public and suggests modifications to current malpractice approaches designed
to improve patient outcome or to protect the public welfare in the malpractice
area. A patient and public-oriented approach should be central to the objectives
of both the medical and legal systems. This approach is frequently overlooked.

Nature of Harm to Patients

Potentially compensable events during medical care (events that might eventu-
ate in malpractice suits) usually arise by one of the following mechanisms.

Iatrogenic Accidents

These are the random accidents that happen to patients during medical care,
which produce injury essentially unrelated to the natural history of their
underlying disease.

There are three interesting aspects of iatrogenic accidents. One is that such
accidents have a high prevalence. For example, in one retrospective series
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about one third of hospitalized patients suffered minor or major complications
during hospitalization as a result of errors; 8% suffered errors (defined as
potentially life threatening), and in 2% of the patients the error was involved in
the death of the patient.! Secondly, these accidents (with the exception of
perhaps nosocomial infections) are seldom brought to the general attention of
the medical staff of a given hospital. This eliminates an important source
of learning; the ability to learn from our errors. Thirdly, it is even rarer that
these errors are brought to the attention of the affected patient or the patient’s
family. As a result, the ratio of PCEs/Actual Compensated Events (ACE) is
very high.

Gross Errors in Physician Judgment

There is mega-anecdotal evidence that such lapses in judgment do occur. For
example, a 93-year-old woman, with diffuse carcinomatosis (liver, bone, brain,
and lung) originating from the breast, enters a hospital terminally ill, primarily
for the purpose of dying comfortably. A questionably new spot is observed on a
routine chest x-ray and a pulmonologist is consulted. He subjects the patient to
bronchoscopy and a transbronchial biopsy. This transgression of rational and
compassionate medical care is not publicly recorded and would have escaped
notice except for the intervention of a shocked respiratory therapist. We have
no accurate ‘‘judgmentometer’’ to screen physicians in terms of judgment, so
such travesties of medical care do take place.

Gross Defects in Physician Character

Physicians are drawn from the same pool of humans that make up the
remainder of humanity. It is not surprising that there is an end of the spectrum
of physicians that engages in antisocial activity directed against individual
patients, groups of patients, or the public as a whole. Again, there is a rich
anecdotal base that illustrates this source of patient risk.

The harm to patients coming from the previous two mechanisms occasionally
spill over into the malpractice area.

Iatroepidemics

These are systematic errors introduced and widely accepted by the medical
system. Being errors, these results in harm or death to masses of patients. In
technical terms, these consist of practices that have unfavorable risk-benefit
ratios, which are theoretically detectable before widespread acceptance. (The
interested reader may consult references for details.>*) In the present context,
iatroepidemics are seldom involved in either individual lawsuits or class action
suits. As a result, the failure to protect patients from these episodes constitutes
a critically important blind spot in the law.
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Potential Compensable Event/Compensated Events

Ratio

Careful retrospective analyses of medical records reveal a large number of
PCEs.>® Although no precise estimates are available, it is virtually certain that
many of these are not brought to the attention of the involved patient or family.
In fact, the record of some of these events may be deleted from the record. As a
result, there is a high PCE/CE ratio that is not only a violation of fundamental
patients’ rights, but is an obvious source of injustice, however defined.

Proposed Changes

Flowing from these risks, a series of modifications of current law can be
proposed that would tend to improve the efficacy of the law in dealing with
torts involving patients and the public.

STANDARD OF PRACTICE v PRUDENT AND REASONABLE

Current criteria of medical malpractice are based on violations of standards of
practice. This differs from the usual legal criterion involving nonmedical
injuries, in which negligence is defined as the failure to act in a reasonable and
prudent fashion.

The use of the prudent and reasonable criterion in medical malpractice issues
would have several important beneficial effects on patient outcome. It would
recognize systematic errors as an important source of preventable injury. It
would provide compensation to victims of unacceptable medical practices
whose general use was deleterious to patient care and whose deleterious effects
could have been and should have been avoided (iatroepidemics). It would be
useful to physicians who feel compelled to undertake certain practices that they
feel are unwarranted in order to escape the possibility of lawsuits. Physicians
could resist the standard of practice when they believed that 1) the standard
was generally wrong, and 2) the application of the standard was wrong for a
given patient. It would stimulate a much more careful evaluation of new
technology and new management approaches before their widespread applica-
tion. It would provide a consistency that is often lacking to legal decisions in
the malpractice area. For example, it is now possible to be sued either for using
or for not using hemodynamic monitoring.

INCREASING THE FLEXIBILITY OF STATUTES OF LIMITATION

Most jurisdictions have strict limits defining the maximum period after the
performance of a negligent act that a lawsuit can be entered. Strict limits, of
course, do not provide for negligent acts whose consequences do not become
apparent for many years afterward. For example, a current form of surgery for
myopia, radial keratotomy (RK), has been performed on several hundreds of
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thousands of patients. Radial keratotomy today is a less extensive form of
surgery than the original variant performed in Japan in the 1950s. Twenty years
after the Japanese operation, essentially 100% of the patients developed
blindness as a result of bullous keratopathy. There is a risk that a similar
sequence of events will take place in American patients undergoing the modern
form of RK.” No legal provision is being made to provide for that contingency.

The association of clear cell carcinoma of the vagina to the subsequent
development of congenital abnormalities in the offspring of women adminis-
tered diethylstilbesterol while pregnant, required years to demonstrate. The
legal problems confronted by those suffering from this iatroepidemic stem in
part from the length of time required for these complications to become
clinically apparent.

Because harm from negligent medical acts may not become apparent for
years, a more reasonable and flexible approach to any statute of limitations
would be in the public interest.

MANDATED DISCLOSURE OF SIGNIFICANT JATROGENIC ACCIDENTS TO THE
FAMILY OF SURROGATES

A substantial number of grossly negligent acts almost certainly are never
brought to the attention of the patient or the patient’s family. In fact, a
negligent act may not even be inserted into the medical records.

Two examples follow: A 59-year-old apparently healthy male, without any
symptoms of disease, undergoes a ‘‘routine’’ stress test, which is positive. This
leads to the performance of a coronary angiogram and the patient is found to
have a single stenotic coronary artery lesion. The patient undergoes bypass
surgery and, in the immediate postoperative period, develops a massive acute
myocardial infarction and dies. At postmortem examination the cause of the
acute myocardial infarction is found. The surgeon had (inadvertently) ligated
the normal arterior descending coronary artery. As a result, an asymptomatic
patient died needlessly. The family is not told of the accident.

A 35-year-old woman enters a hospital for an elective hysterectomy. During
her postoperative care, she is administered a huge amount of salt-free fluids
intravenously. As a result, she develops hyponatremia, cerebral edema,
convulsions, coma, and she dies. Her family is told that the patient died of a
stroke.

Episodes like these are, hopefully, extreme examples and rare. In terms of
elementary concepts of justice, the patient or surrogate should be informed of
significant iatrogenic accidents.

GENERAL v SPECIALIST EXPERTS

There is an increasing tendency for expert witnesses in medical malpractice
suits to be narrowly based. Neurosurgeons testify about the standards of care
by neurosurgeons, ophthalmologists about the standards of care by ophthal-
mologists, etc. This leads to three problems. There are general aspects of
patient care that no physician should violate. Medical specialists are frequently
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unfamiliar with these general aspects. Narrowly based experts frequently are
subject to intrinsic biases within their specialty. These biases may not be in the
best interests of patients. Highly specialized expert witnesses serve to enforce
orthodoxy of views in a given field.

For example, there is overwhelming evidence that the use of electronic fetal
monitoring (EFM) provides no statistical benefit to women during delivery and
does pose some risks.® Obstetricians testifying during a malpractice suit would
tend to enforce the view that the use of EFM is mandatory. A general expert
might be expected to review the literature and testify about the unfavorable
risk-benefit balance.

REMOVAL OF FAVORED LEGAL STATUS FROM PHYSICIANS INVOLVED IN
VANITY SURGERY

There is a proliferation of surgical procedures that are performed not because
of medical indications, at least in the classical sense, but performed for
essentially cosmetic reasons. Such procedures as radial keratotomy, liposuc-
tion, lipotransplantation, breast reduction, breast augmentation, and bilateral
subcutaneous mastectomy fall into this category. Although the procedures are
performed by physicians, their real intent is not therapeutic. Their major intent
is to make money, and the physician is selling a service. Those performing the
surgery are afforded the unusual privileges that society confers upon physi-
cians. They do not have to guarantee the results. They brandish the impressive
appurtenances that doctors possess, they are not required to be particularly
reasonable and prudent, they usually are involved in a sharply limited temporal
relation to the patient. Their fees are usually sharply elevated and arrange-
ments for long-term follow-up are rare. Both the patient and the doctor have
the right to engage in the procedure. The law should stipulate that these
arrangements do not fall within the definition of a doctor-patient relationship.
Given that neither their fundamental goal is therapeutic nor their patient
interactions directed toward the best medical interests of the patients, it would
seem reasonable to divest them of the privileged status that we physicians
enjoy.

This is not to say that subjects would not be free to select these services nor
that these physicians, acting in nonmedical mode, would not be free to offer
them, but the relationship would be distinct from a patient-physician rela-
tionship.

PHYSICIANS AS OFFICERS OF THE COURT

An adversarial basis for malpractice law is largely defended by most lawyers as
an important and useful legal principle. I do not feel qualified to challenge this
strongly held belief. However, it is apparent that the quality and veracity of
information provided to juries and judges by adversarial experts results in a
plethora of controversial and dubious testimony.

Patients and the legal system could benefit by the use of an impartial medical
expert who provided expert analysis to the jury/judge. This expert would not
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replace the use of experts hired by either the plaintiff or the defense, but would
provide evidence free from any conflict of interest and from the pressures that
arise from being hired by one side or the other. Many medical experts already
function in this manner. Unfortunately, many do not.

PuBLIC ACCESS TO INFORMATION HAVING TO DO WITH MEDICAL
OUTCOMES AND PROFESSIONAL COMPETENCE

Medicine operates relatively free from critical public scrutiny in a number of
respects. One important respect is that the results of incompetency hearings on
individual physicians are not made public. As a result, there is a population of
recurrent malpractice-prone physicians who continue to practice submaxi-
mally. For the public good, the results of government administrative hearings
should be made public. Although it is true that the outcome of these hearings is
not always just and equitable, the usefulness of these data for improving
medical care overweigh (in my opinion) the parochial benefits derived from
hiding the data.

There are wide differences between different hospitals and different physi-
cians in the outcomes of various surgical and other procedures.’ Access of the
public to data on comparative mortality, comparative morbidity, comparative
rates of surgery, and comparative rates of various procedures would tend to
improve selection of hospitals, selection of physicians, and selection of
procedures by patients. Medicare has already taken steps in this direction.

Whereas crude data may be misleading in individual cases and these data
may be misused by hospitals and physicians, I believe that these data belong in
the public domain, and their publication would and should be coupled with
educational analyses to make the information more relevant and useful.

What’s in it for Medicine?

There are several common reactions among physicians to proposals of this kind
because they are weighted so extensively in favor of the public and, by
extrapolation, against physicians and medicine.

One reaction is that the proposals are idealistic and would require a world in
which doctors were not faced with the problems of malpractice suits.

A second reaction is that patients and the public are not sophisticated enough
to prevent harm and injustice to doctors and medicine should such proposals be
implemented.

A third reaction is that the real world is too harsh and unsympathetic for
doctors to expect fair treatment if the present legal system is modified
substantially.

A fourth reaction is that, as is true of other professions, physicians should
not be expected to be unduly honest and truthful.

Some of these reactions have some legitimate validity and many physicians
have legitimate concerns about compromising their legal and social position
even more than is currently the norm.
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But there are several compelling reasons for opening medicine to a more
intense scrutiny and holding medicine to higher standards than is currently the
case.

One such reason is that it’s the correct thing to do. The favored social and
economic position of medicine arises partially from the impression that the
main imperative for doctors is to protect the welfare of patients. So to speak,
this imperative comes with the territory.

However, there is another compelling reason. There is a progressive crisis in
confidence in medicine and in physicians by the public. To some extent this
crisis of confidence stems from the (all too often accurate) perception that the
goals of doctors are not primarily directed toward improved patient outcome.
Modern medicine, with its new technology and science, increasingly deals with
patients in an impersonal and dehumanized manner.

I submit that we can increase our valid use of science and technology without
sacrificing our role as advocates for improved patient welfare. Supporting
changes in the malpractice system that are good for patients would, I believe,
play an important role in improving the general image of the doctor in society.
There is little question that the image needs some improvement. Supporting
what is good for patients may turn out to be good for doctors.
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Ethics, Medicine, and the Law

GEORGE A. KANOTI, STD

Ethics is like breathing. We do it all the time.

The achievements of pulmonary and critical care medicine have placed these
disciplines in the spotlight of legal and ethical scrutiny about the use of life
support and other forms of therapy. The landmark case of Karen Ann Quinlan’
focused the attention of lawyers, judges, physicians, and ethicists on the
implications of medical technology for choices in the treatment of acutely or
chronically ill patients. Lawyers and judges addressed the legal precedents for
instituting or withdrawing life support systems. Ethicists identified and devel-
oped moral principles that apply to the appropriateness of clinical judgments to
institute or withdraw life support systems. The Karen Ann Quinlan case raised
questions about the rights of individuals who face life-threatening situations,
the legal and moral responsibilities of those physicians under whose care they
come, and the moral principles justifying choices in such cases.

A decade of legal-ethical opinions, articles, and lawsuits concerning treat-
ment of persons with chest trauma, chest diseases, or other illnesses with
pulmonary complications has resulted both in clarity and confusion over the
ethics of withdrawal of life support.? The clarity is seen both in the focus on the
medical technology that has produced moral dilemmas, and the identity of the
legal and ethical arguments about foregoing or withdrawing life-sustaining
treatment.?

However, one of the unfortunate confusions has been the inability to
distinguish moral, legal, and ethical sources of obligation that address practices
and policies concerning the use of life-support technologies in the treatment of
acute or chronic pulmonary trauma or other illnesses with cardiopulmonary
complications. An inability to distinguish these sources of obligation confuses
analysis and thwarts acceptance of well-grounded policies.
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Law and Morality

Law can be defined as the collection of rules and regulations by which society
is governed. It regulates social conduct in a formal binding way while it reflects
society’s needs, attitudes, and mores. Law is a dynamic concept that lives,
grows and changes. It can be described as a composite of court decisions,
regulations, and sanctioned procedures, by which laws are applied and disputes
adjudicated.

Law sometimes reflects the mores of society but is not identical with it. The
mores or the morality of society refers to moral norms that are accepted by
society as standards of behavior between persons.* Moral norms are intended
to assist judgment and to provide criteria for morally assessing behavior of
individuals. The sources of moral knowledge are religious and/or cultural.
Persons who act contrary to moral norms usually are sanctioned.

When physicians face a decision concerning life support for a patient, both
legal and moral norms surface. These norms surface in practitioners’ minds as
well as in patients’ and/or families’ minds. Even the institutions where
pulmonologists practice their art have a legal and moral awareness. Although it
is important that pulmonologists know the legal norms in their community,
pulmonologists also must be aware that moral norms may not be consistent
with the legal norms. Further, their personal moral norms may differ from
those of the patient. It is also important to note that in addition to the morality
acquired by physicians through their own philosophical, religious, or cultural
experience, physicians are also introduced to a professional morality, a code of
expected professional behavior, through their training.’

In sum, when physicians face a moral question, for example, whether to
institute or to withdraw ventilator support for a particular patient, at least three
sources of obligation surface to direct and sometimes cause conflict in their
judgment, namely: professional norms, legal requirements, and moral norms.

Ethics

Ethics is described as an organized body of knowledge that has a language and
theories that address questions of conflict between law and morality, or
between moral norms in clinical choices or policy questions.

Pluralism, namely culturally, religiously, or philosophically diverse moral
obligations, creates conflicts. The challenge is to resolve conflicts between
seemingly irreconcilable moral positions. Ethicists assist here because they
address conflicts not through specific legal, moral, or professional norms but
through value-based obligations that are not dependent on specific religions or
cultures. Ethicists introduce into the resolution of conflict goals of behavior
(called moral values) that are indicated as optimal conditions for human
behavior and policy.® These moral values are both a goal, something to be
striven for, and an attraction, something that appeals. Persons perceive moral
values as essential to their personal and social well-being.



76 G.A. Kanoti
Moral Values

Four moral values provide a framework for decision making in a pluralistic
setting.” The primary moral value is the value of life. This value emphasizes
that life is good and important and must be protected. This moral value is
self-evident. It indicates that without life there are no moral choices, there is
nothing worth gaining or doing because there is nothing. This value is important
to the moral tradition of medicine because medicine is dedicated to preserv-
ing life and staving off the illnesses that reduce the extension and/or quality of
life.

The second moral value is freedom. The appreciation of this value is
historically relatively recent, but it is identified as one of the most important of
moral values. This moral value indicates respect must be given to persons
because they are autonomous beings who ought to have the freedom to direct
their own choices.

The third moral value, benefit, indicates actions should produce positive
results rather than negative results on the person or persons toward whom the
behavior is directed. The converse side of this value, do not harm, is found in
the Hippocratic Oath, usually expressed as ‘‘at least do not harm the patient.”’
This moral value means that all behaviors that affect patients should produce
good results or a balance of good and bad resuits.

The final moral value is justice. The question of proper allocation of both
benefits and burdens to persons is one of the concerns of the value of justice.
To a large extent the gatekeepers of the allocation of resources to patients are
physicians.

Ethical Dilemmas in the Treatment of Critically Ill Patients

Withdrawal of ventilator support to acutely or chronically ill patients raises
serious legal and ethical dilemmas. The acquired immunodeficiency syndrome
(AIDS) epidemic has reinforced the serious moral questions faced by pulmo-
nologists. The obligation and the limits of obligation of physicians to
perform invasive diagnostic or therapeutic procedures on these patients
is another example. The choice to ventilate a terminally ill AIDS patient
for whom no effective therapies exist raises further serious legal-moral ques-
tions.

Other issues that create dilemmas for pulmonologists are whether or when
they should disclose terminal illness to patients, questions of confidentiality
(especially for AIDS patients), truth telling, ‘‘whistle blowing”’ on toxic
industrial or residential environments, and management of the chronically ill
patient. The chronically ill patient raises issues such as commitment to the
patient who is noncompliant, paternalism, etc. Further developments in critical
care raise other questions such as the responsibilities of the physician to
manage and to monitor home care ventilation.
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Role of Ethicists and Ethics Committees

Pulmonary specialists face many serious legal and moral choices in their
practice. They can profit from using the expert knowledge of ethics committees
and/or ethicists in addressing these issues and avoid entering the court system
where adversaries confront each other over the issues of responsibility and
liability.

Most pulmonologists have not been trained to address ethical questions in a
systematic way. They use their meager understanding of law, their sense of
morality, and their sense of professional responsibilities as reflected in their
codes to make decisions. Since approximately 1981 the introduction and
development of institutional ethics committees, and the use of ethics consul-
tants either on a part-time or full-time basis, has occurred. An ethicist is a
person who has demonstrated mastery of ethical knowledge. A bioethicist or
medical ethicist is a person who has demonstrated the ability to apply ethical
knowledge to clinical choices.® Ethics committees, ideally, share both the
mastery of ethics and the wisdom of each member’s perspectives and judgment
to address these conflicts. Although not all hospitals have ethics committees or
ethics consultants available to them, the ethical dimensions of pulmonary
practice are found in every hospital.

Ethics committees and ethics consultation are relatively new phenomena.’
Initial reactions to this movement have been positive. Ethicists and ethics
committees contribute to the quality of patient care by addressing the ethical
dimensions of patient care decisions.

Ethics committees and ethics consultants provide opinions to the clinician.
They do not police or monitor clinicians, nor do they intervene in the
patient-physician relationship. What ethicists and ethics committees bring is a
knowledge of ethics, an awareness of legal constraints and conditions, and an
ability to communicate the ethical analysis of the options faced by the
physician and the patient. Ethicists and ethics committees have contributed to
resolving moral questions in medicine in two ways; by providing expert
analyses for development of guidelines that can be used in the clinical setting
and by providing bedside consultation when requested.

Moral Moment

When should a pulmonologist request the consultation of an ethics committee
or an ethicist? Generally speaking, any time a ‘‘moral moment’’ is experienced
in a patient-physician relationship an ethics consultation should be considered.
The signs that a moral moment has occurred are psychologic, sociologic,
intellectual, and moral.!®

Psychologic indicators of a moral moment in medicine are heightened stress,
discomfort, or even turmoil over the choices facing clinicians, patients, or
families.
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Sociological indicators of a moral moment are paradoxical: either the patient
and/or choices are talked about by everyone and perhaps even vigorously or
acrimoniously disputed, or the patient or options are not talked about by
anyone. There can be a conspiracy of silence generated by frustration or fear.

The intellectual indicators of a moral moment are seen in the behavior and
energy expended toward finding moral justification for choice. An awareness of
personal uncertainty or ignorance may stimulate library searches for articles
and/or documents, or formal or informal consults with colleagues for advice,
wisdom, and knowledge.

Moral indication of a moral moment usually is the presence of entrenched
opposing moral positions. For example when the need to reduce the patient’s
pain means using analgesics that will reduce already compromised lungs’
capacity, one person insists that all must be done to keep this patient alive; the
other person insists morally that the patient’s pain must be managed. When a
moral moment that produces indecision, conflict, or confusion is present, an
ethical consultation is appropriate.

The value of an ethics consultation can be seen both prospectively and
retrospectively. Every physician-patient relationship carries with it moral
assumptions, expectations, and demands. Identifying and clarifying these
moral assumptions helps the relationship proceed positively. This approach
avoids the pitfalls of taking on the total responsibility for the patient’s interests,
or the pitfall of being totally dependent on the expressed wishes of the patient.

This author’s experience shows that ethics consultation has definite advan-
tages. Families have expressed their gratitude that no stone was left unturned
in the management of the patient. The moral dimensions of clinical choices
were addressed in a professional manner that gave assurances that what was
being done was both medically and ethically justified. This increases patient
and family confidence in the quality of care offered to patients and enhances the
reputation of medicine as being not just a service industry, not a self-serving
entrepreneurship, but a humane profession that responds to the medical and
moral needs of patients and families.

How to Approach an Ethics Committee or Ethicist
for Consultation

When moral dimensions of treatment options are either diametrically opposed
or clouded, it is wise to obtain an ethical consultation. Unfortunately, not all
hospitals have ethicists or ethics committees. Because ethics is intrinsic to the
practice of medicine, this author suggests that in health care institutions
without the services of ethical consultation, steps should be taken to develop
properly educated and clinically astute ethics committees and/or to provide
clinical ethicists to assist physicians address the moral questions of treatment.

Although procedures will differ from hospital to hospital,!! generally speak-
ing, the following information should be provided to the ethicist or ethics
committee by the physician.
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First, a description of the moral dilemma as perceived by the physician
should be provided. The ability to articulate the problem is the first step toward
solution. The process of articulating actually can resolve the problem; but, in
any case, articulation focuses the problem.

Second, a description of the patient’s diagnosis, current state, and the
prognosis is important. Here the pulmonologist faces the challenge of commu-
nicating in accurate, nonprofessional language the prognosis, the current
status, and the various conventional or experimental medical options that are
available, as well as the potential benefits and/or risks that each of these
options presents. Any information about patient or family wishes about
treatment can be very helpful to the analysis of these problems. Unfortunately,
very few physicians take ‘‘patient value histories’’ along with their history and
physicals.!? Value histories expose patient moral and ethical preferences and
personal values. This value information frequently illuminates the problem and
moves a moral dilemma into a moral choice.

Third, it is very important to indicate the urgency of the request.

The Ethical Process

The ethicist or ethics committee requires the above information to make an
ethical analysis.!> The analysis moves to identify the decision makers. It is a
principle of medical ethics that the person who is most affected by medical
choices has the greatest responsibility in making a choice. In all cases, this
person is the patient or the patient’s surrogate. But health care providers also
have a role in decision making. The identification of that role is critical to the
resolution of a problem. Health care providers must provide information,
medical analyses, and prognoses as well as articulation of the personal and/or
professional moralities that influence their judgment. The health care pro-
vider’s role is to support and inform the decision analysis.

The next step in the ethical analysis is the identification of the options. All
real, speculative, and even morally unacceptable options should be presented.
Once options are identified, the analysis requires the systematic application of
the moral values to these options. The moral values that normally apply to
pulmonary care moral dilemmas are life, benefit, and freedom. The ethical
analysis weighs the amount of benefit and quality of life to be achieved by
certain options against the risks, untoward side effects, possibilities of death;
and, finally, the patient’s desires and wishes if they are available are introduced
into the amalgam.

Conclusion

The purpose of ethics consultation is to illuminate and clarify the choices faced
by the clinician and to give reasonable justification for his actions based on
moral values. Clinical cases usually do not have only one acceptable ethical
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solution. One of the challenges of the ethical analysis is to indicate clearly the
relative moral force of all acceptable options. The ethics consultation does not
remove decision making from the physician and the patient. Its intent is to
assist that decision.

The value of an effective ethics consultation is psychological, sociological,
intellectual, and moral.

Psychologically, even though a very difficult and stressful choice may have to
be made, ethical consultation will increases personal confidence that the choice
was made with the best available knowledge. Sociologically, tensions and
divisions in medicine and teams in medicine usually occur over the moral
propriety of choices and the handling of the moral dimensions of patient care.
When all parties are involved in the decision process, acceptance of the choice
can produce a sense of cohesion and coherence between patient, physician,
family, and health care team. Intellectually, ethics consultation can be an
educational opportunity. The pulmonologist can learn ethical analysis and gain
experience and clarity about the application of moral principles to cases.
Morally, ethics consultation can have great personal value because it may
reinforce and clarify personal/professional moral principles or even challenge
or reject some inappropriate personal/professional moral principles. Ethical
consultation requires that persons unearth their moral assumptions, clarify
them, and place them in a hierarchy of importance. This experience can be
enriching because it can solidify personal moral commitments, sensitize
perceptions of moral pluralism, and provide confidence in addressing moral
dilemmas.

Two major purposes of medicine are served and assisted by ethics consul-
tation. The physician can cure the moral ambiguity of clinical choices by ethics
consultation, and can comfort patients and families by enhancing personal
integrity through ethical consultation.
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Legal Problems in Critical Care Units

Medical Aspects of Critical Care Units
RoGER C. BONE, MD, AND JAMES R. VEVAINA, MD

Critical care medicine has rapidly developed into a flourishing discipline.' It
has also engendered much scholarship in the legal and medical professions. The
intensive care unit and the emergency room also have been the target of many
legal sharpshooters.

Critical care medicine was defined’? by a consensus development conference
held at the National Institutes of Health in March of 1983 as a multidisciplinary
and multiprofessional medical/nursing/paraprofessional field concerned with
patients who have acute life-threatening illnesses or multiorgan failure due to
disease or injury. The precursor of the critical care unit was the postoperative
recovery room, where patients were monitored closely after surgery. Further
experience in handling trauma victims was obtained during the Vietnam war.
Trauma still remains the most common Killer of people under the age of 40 in
the United States.’ It is responsible for more than 150 thousand deaths and
400 thousand disabling injuries in the United States every year.® Because
trauma is primarily a disease of the younger population and because it can
cause significant disability, it is responsible for greater economic loss to society
than cancer and heart disease combined.

The advances in technology that have accompanied the interest in critical
care have also brought along serious problems in terminating treatment for
patients who can derive no benefit because their illness is terminal or those who
are irreversibly comatose.* Very often in treating critically ill patients the
question has been brought up, are we prolonging meaningful life, or are we
prolonging the agony of dying>®? Much of the therapeutic imperative in
managing such patients has not resulted in a happier and more productive life.
As suggested by Dr. Eugene Robin, the standard for evaluating the numerous
interventions should be, “‘will diagnostic and therapeutic intervention hope-
fully result in a happier and more productive life for the patient?’’ Simplistic as
this may sound, this goal is a more reasonable way to approach intensive care
than any of the numerous interventions available.



86 R.C. Bone and J.R. Vevaina

Standards in the Intensive Care Unit

The lack of a clear and concise plan of treatment for the patient is one of the
reasons for the numerous technical and medical misadventures that are known
to occur in the intensive care unit.” These have been termed iatroepidemics.’
The director of the intensive care unit should be responsible for establishing the
chain of command and the standards for treatment of each individual patient.
Currently, standards are being established for the credentialing of these
positions. What would be extremely helpful would be the establishment of a
national registry for collecting survival data and analyzing which subset of
patients would benefit most from intensive care. In establishing standards for
admitting patients to the intensive care unit (ICU), the director of the unit
should also establish guidelines for the monitoring of patients.

Rationing of Intensive Care Unit Resources

With the advent of Diagnosis Related Groups (DRGs) numerous tertiary care
centers have come to realize that taking care of seriously ill patients can be
economically devastating.® In one major medical center taking care of
patients on mechanical ventilators, the loss to the hospital was approximately
$4.7 million below costs for 446 medicare patients, as reported by Butler et al.’
This averaged out to a loss per discharge of $10,567. The evidence suggests that
the federal government has provided strong financial disincentives for extended
intensive care under the new DRG payment system. Increasingly, it is
becoming apparent that the physician will have to provide services and
technology consistent with what the taxpayer expects and is willing to pay for.
It is also becoming apparent that most ICUs have limited resources and that
some form of rationing of intensive care will be required in the near future. A
1985 review in the British journal the Economist stated that $15 billion is spent
in the United States per year in critical care units for patients who cannot get
well, the major portion of such expense occurring during the last 60 days of life.

Risk-Benefit Analysis

In evaluating critical care medicine, it is obvious from all of the patient data
generated® that physicians not only do good but also have significant potential
for doing harm. Accordingly an analysis of risk-benefit ratio should be made in
every patient care decision. Harm can be seen in systematic errors perpetrated
by some physicians who lack the critical judgment necessary to work in such
areas. Harm also can be seen from life-threatening complications because of an
overly aggressive approach. In one recent report of complications at a
university hospital of 808 admissions, 35% had some minor or major compli-
cation, and 16% to 32% had major iatrogenic episodes. '’
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Nature of the Patients and Outcomes

Intensive care unit patient populations are heterogeneous. Many subgroups of
patients emerge from studying an ICU population. One group of patients in
whom ICU care is clearly not indicated is the group of terminally ill patients for
whom intensive care simply means prolongation of the dying process. For this
group of patients death with dignity seems to be a myth. Patients with terminal
cancer, acquired immune deficiency syndrome (AIDS), brain death, irrever-
sible coma, and fatal illnesses fall into this group. The size of this group can be
enormous in certain hospitals.

A second group of patients include those whose admission to the ICU results
in a happier and more productive life. This includes neonates with reversible
illnesses, patients with drug overdose, patients with reversible trauma, and
patients with chronic diseases that have a largely reversible component.

A third group of patients are those who will recover whether care is provided
in the ICU or not. This group is at risk for iatrogenic complications.

A fourth group includes patients in whom excess morbidity and mortality
lead to the conclusion that they would probably have been better off had they
not been subjected to such intensive treatment. This group leads to the
conclusion that there are no specific validated criteria for maximal benefits
describe in any ICU. We require more exact data for admission and discharge
from the ICU.

Teaching Aspects of the Intensive Care Unit

Undoubtedly, the last decade has seen technology leaping way ahead of its
critical assessment. Many ICUs look like a space laboratory. The impression of
some critics is that outcome in these ICUs is no better than that in simple ICUs.
Obviously then, one should question those aspects of high intensity monitoring
that can do harm to patients, and try to identify those aspects that are likely to
do the most good. We do need more science, but we also need better science.®
One aspect of critical care that perhaps has been most neglected is a closer
coordination of nursing and medical services.

Standards in the Critical Care Unit

One observation!! noted mostly in anesthesia is that most avoidable deaths
occur not because of failure to manage exotic diseases or complications but
because of failure to recognize common complications of diseases or equip-
ment failure. One common example of equipment failure has been found in
anesthesia machines where a mechanical valve was used to switch between
manual and mechanical ventilation. It was possible to connect the ventilator
hoses in the wrong order, thereby blocking the patient’s exhalations during
mechanical ventilation.
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Authority in the Intensive Care Unit

Because care of the patient with critical illness is a multidisciplinary responsi-
bility, a closely related problem is that of authority for and coordination of the
patient’s care. Writing orders and making patient care decisions are the
responsibility of the attending physician. On a moment to moment basis
decisions also have to be made by resident staff and nurses. No single person,
however, has the authority to take care of the patient by himself. Whereas the
law may view this as examples of ‘‘too many cooks,”’ the legal liability when an
injury occurs will rest with all the people involved in the patient’s care. The
court will ultimately sort out the tangle of overlapping authority and hold one or
more persons liable. Telephone orders on critically ill patients should be
discouraged. This often gives rise to conflicting orders with resultant poor
patient care or mishap. Physician and nurse coverage should also be arranged
so that there is smooth transition between the different physicians who assume
responsibility for a patient’s care.

Economic Considerations

Currently, there is pressure on physicians to prevent economic waste. In many
hospitals the ICU is an area of financial drain and sometimes disaster.'® The
AIDS epidemic, expensive high technology, and the shortage of nurses have
made intensive care a losing proposition for many hospitals. Despite this, many
hospitals are building ICUs."? Balancing economic considerations against
policies that jeopardize patient care and outcome is a matter of good judgment.
The ICU director who can successfully do this balancing act is likely to come
out a winner.'? Although no strict guidelines exist, denying intensive care to
patients with severe organic brain syndrome, persistent vegetative state,
irreversible disease, and those who have come to the end of their lives seems
like a reasonable guideline.

What is Quality Care in the Intensive Care Unit?

Quality of care is a difficult question to answer.'* As stated by Dr. Otis Bowen,
Secretary of Health and Human Services, to measure it we must first be able to
recognize it when see we it. Some have defined it as the end result of treatment.
However, as most critical care specialists know, the end result can be bad
despite following the strictest scientific standards.

One fact, however, is clear. From all the studies on outcome from surgery
and diagnostic procedures, there is an association between high volume rates
and outcome from the procedure.!* Through the study of a new field called the
epidemiology of medical care, some answers are beginning to emerge on what
hospital would be best equipped to do what procedure.' Directors of critical
care units should also be aware of recently described’ iatroepidemics.
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An iatroepidemic is a systematic error introduced into patient care. It can
produce severe harm or even death to large numbers of patients. Almost no
specialty of medicine is immune. Iatroepidemics can be and should be
prevented. It is an interesting fact about physicians that few (if any) in a
specialty acknowledge the existence of an iatroepidemic in that specialty.
Thus, cardiologists more easily acknowledge pulmonary iatroepidemics than
they do epidemics in their own specialty.

Noninvasive Trends

“Big medicine’’ with its attendant high-powered technology also has been
accompanied by numerous procedures.'® Because of justifiable criticism of
these highly invasive trends, many of which have not lead to a better
end-product, numerous attempts have been made to perform noninvasive
testing. Among these are the respiratory inductive plethysmograph, for nonin-
vasive respiratory monitoring,” polysomnography for sleep apnea monitor-
ing,?’ and the noninvasive evaluation of right ventricular function using nuclear
cardiology techniques. Other noninvasive diagnostic tests that can be applied
in the ICU are computed axial tomography (CAT) scanning, nuclear magnetic
resonance (NMR) scanning, and echocardiography. The function of the dia-
phragm can be evaluated by the use of magnetometers or measuring its
electrical activity. One of the latest noninvasive techniques is the use of DNA
molecular biology in the diagnosis of pulmonary disease.?

Do Not Resuscitate Orders

Currently, there is pressure from administrators to reduce costs in ICUs."
Physician directors of ICUs are frequently in a difficult position because they
are members of the medical staff and not the administrative staff. Their main
aim is to protect the patients from policies that would jeopardize patient care.
One way to reduce costs in the ICU is to write ‘‘do not resuscitate orders’’ on
patients who are terminally ill or in whom there can be no reasonable hope of
survival. However, there are inevitably legal consequences from writing such
an order. These are discussed in another chapter (Chapter 23).

Summary and Conclusions

Care of the patient who is critically ill has developed into a recognized
discipline.! A nationally recognized certification is available for intensivists
practicing this discipline. In the changing economic climate of this nation, and
medicine in particular, physicians will have to contain costs and provide
intensive care only to those individuals who are mostly likely to benefit from it.
Whereas this may deny access to care for certain groups of patients who are
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hopelessly ill, limited resources dictate that such policies be implemented.
There is dire legislative need for those with catastrophic illnesses who have no
insurance coverage or in whom one illness can wipe out the resources of an
entire family.

References

1.

2.

3.

10.

11.

12.

13.
14.

15.

16.

17.

18.

19.

20.

Bone RC: Critical Care—a Comprehensive Approach, A publication of the Ameri-
can College of Chest Physicians, Park Ridge, Illinois, 1984, 532 pp.

NIH Consensus Conference. Development conference on critical care medicine.
Crit Care Med 1983;11:466—-469.

Myer AA (guest ed): Critical Care Management of the Trauma Patient. Philadel-
phia, WB Saunders Co., 1986, pp 673-677.

. Bone RC: Critical care medicine: The past and changes in the future. J Am Med

Assoc 1984;252:2060-2061.

. Miles HS, Cranford R, Schultz A, et al: The do not resuscitate order in a teaching

hospital. Ann Intern Med 1982;96:660-664.

. Robin ED: A critical look at critical care. The Herbert Shubin Memorial Lecture

given at the 20th Annual Symposium of the Critical Care Society, Las Vegas,
Nevada. Crit Care Med 1983;11:2.

. Robin ED: Iatroepidemics: A probe to examine systematic preventable errors in

(chest) medicine. Am Rev Respir Dis 1987;135:1152-1156.

. Relman AS: Intensive care units: Who needs them? N Engl J Med 1980;302:965-

966.

. Butler PW, Bone RC, Field T: Technology under medicare diagnosis-related groups.

Implications for intensive care. Chest 1985;87:229-234.

Weinberg SL: DRG dilemmas in intensive care. Financial and medical. Chest
1985;87:141.

Richards EP, Rathbun K: Legal issues in critical care medicine. J Intensive Care
Med 1986;1:101-110.

Bone RC: Address to the American College of Chest Physicians, 52nd Annual
Assembly, 1986.

Bowen O: What is quality of care? N Engl J Med 1987;316, No. 25:1518-1580.
Robin ED: The cult of the Swan-Ganz catheter. Ann Intern Med 1985;103:445—
449,

Robin ED: Medical Care Can Be Dangerous to Your Health: A Guide to Risks and
Benefits. New York, Harper and Row, 1986.

Kanaus WA, Draper EA, Zimmerman JE: An evaluation of outcome from intensive
care in major medical centers. Ann Intern Med 1986;104:410-418.

Wennberg JE: Dealing with medical practice variations: A proposal for action.
Health Affairs 1984;3:7-32.

Luft HS, Banker JP, Enthoven AC: Should operations be regionalized? The
empirical relation between surgical volume and mortality. N Engl J Med
1979;301:1364—1369.

Steel K, Gertman PM, Crescenzi: Iatrogenic illness on a general medical service at a
university hospital. N Engl J Med 1981;304:638.

Shure D (guest ed): Diagnostic techniques. Clin Chest Med 1987;8(1):1-75.



13. Legal Problems in Critical Care Units 91

Legal Aspects of Critical Care Units
SENATOR JOHN R. DUNNE

The legal aspects of medical treatment, particularly the critical care and
intensive care areas of medicine, are probably far more complex than the legal
considerations in any other medical discipline. Rare is the day when a critical
care staff physician is not confronted with a case involving questions of life and
death. These questions may present themselves both in situations of emer-
gency and chronic critical care. In both instances, the physician is faced with a
plethora of legal, and certainly moral, considerations.

The physician’s dilemma is not only in addressing the conflict between an
individual’s right to choose his fate and the physician’s oath, if not instinct, to
do everything that is possible to save a life,! but also knowing the legal limits of
a person’s freedom of individual choice, and the physician’s responsibility to
preserve the life. Furthermore, physicians and hospital administrators must
resolve these dilemmas in a context of scarce resources. The law of life and
death, ever changing and expanding, simply exacerbates those problems,
making it almost impossible for physicians to address critical care cases with
any sense of unequivocal decisiveness.

In critical care medicine, time is a luxury that is usually not afforded the
physician, the patient’s family, or hospital administrators. The emergency
critical care and chronic critical care scenarios force the involved parties to
acutely consider questions of life and death. Little time is usually afforded so as
to engage in lengthy philosophical or legal discourse over the rights and
intentions of patients or their physicians to terminate treatment or withhold life
supports.

The physicians involved in a critical care situation in which life and death are
in issue is necessarily faced with the task of determining his rights and liabilities
as they have been established in several developing areas of the law: do not
resuscitate orders, the right to die, and living wills. Each of these concepts has
been the focus of an enormous amount of attention during the past 15 years, in
large part because of the celebrated case of In Re Quinlan® and its progeny.
Generally, ‘‘do not resuscitate orders’’ (DNR) are contained in hospital records
and prohibit the application of routine resuscitative techniques, such as
cardiopulmonary resuscitation, in situations of cardiac distress or arrest. The
“‘right to die”’ issue revolves around the extent of an individual’s right to
self-determinism in the course and conduct of life-sustaining medical treat-
ment. Finally, “‘living wills’’ are documents expressing an individual’s inten-
tions and desires regarding DNR and the right to die.

Physicians, while faced with the enormous task of keeping abreast of
constantly changing legal and medical developments, must remember that it is
not a failure of the law to provide a more definitive sense of direction to follow
when faced with life and death decisions. The states through their legislatures
and courts, have continued to define and redefine the parameters of proper
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behavior for a physician, vis-a-vis an individual’s right to select or forego
treatment, as these issues are presented in varying factual situations. The
judicial and legislative branches, however, cannot simply impose new dictates,
but, rather, must respect and acknowledge certain long-standing common law
precepts and constitutional rights while giving direction to the gradual evolu-
tion of rights for terminally or critically ill patients.>

New York’s highest court, the Court of Appeals, established the common
law foundation upon which most, if not all, discussions of a patient’s rights
versus a physician’s duty have been developed. In Schloendorff v. Society of
New York Hospital,* the Court of Appeals determined that competent adults
have a common law right to do with their persons as they see fit. This right also
protects them against unwanted intrusions. The Schloendorff decision has long
been seen by courts throughout the country as establishing a right to determine
whether treatment will be accepted or refused.

The New York Court of Appeals, however, has greatly limited the common
law right to choose either a course of treatment or the withdrawal of treatment.
Eichner v. Dillon® and In Re Storar® collectively stand for the proposition that
the individual is the only person who may determine his course of treatment;
substituted judgment and the inferring of an individual’s intent were specifically
rejected.’

The development of “‘living wills,”” *‘right to die,”’ and ‘‘do not resuscitate’’
laws, now in 37 states and the District of Columbia,? have in many instances
specifically limited physician liability for failure to treat.’ It is important for
physician fraternal groups, medical societies, and hospital organizations to
thoroughly digest the applicable local law to determine exact rights and
liabilities of physicians, a measure that will require a closer cooperative effort
between attorneys and physicians.

The life and death question that inevitably will confront any physician who
routinely practices in critical care medicine should provide ample initiative to
the physician or hospital administrator to understand the rights of patients, the
rights and obligations of physicians, and the rights of the hospital or institution
in which he practices. The earnest physician also should determine if his
institution has an established procedure for dealing with life and death
situations and the procedure for obtaining consent. The physician’s failure to
adequately acquaint himself with the local law and practice may, indeed, pose
as much of a legal problem as does the actual decision of whether to terminate
treatment.

Physicians, and hospital administrators in particular, will also be placed in
the unenviable position of conducting risk-benefit analyses as financial re-
sources continue to strain under an ever-growing demand for critical and
intensive care treatment, and under the reality that as the general population
ages, the benefit of critical medical care decreases. These considerations
should be analyzed as soon as possible, for the projections indicate that by the
end of this century, 49% of all elderly persons will be over the age of 75.!°
Additionally, studies indicate that the longer a patient remains in critical care
units, the greater the chance is that the patient will die.!! This begs the
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questions of whether it is feasible to employ and devote scarce resources to
irreversibly ill patients.

The risk-benefit analysis goes not only to the preservation of resources, but
to the proportional benefit received by the patient. In Matter of Beth Israel
Hospital, a New York trial judge in state Supreme Court ruled that a terminally
ill patient would incur greater burden than benefit by having her leg amputated,
and thus blocked the hospital from performing the procedure.!'? The court said
that the action by the hospital had no curative effect, but would simply prolong
the dying process. The court specifically involved a risk-benefit analysis,
considering within that context the best interest of the patient.

Another situation in which physicians and patient (or patient’s representa-
tive) are at odds over the course of treatment, with neither party knowing for
certain the scope of their rights, is found in the following case study.

Case Study Brophy v. New England Sinai Hospital, Inc."

Hospitals and physicians never know when a critically injured individual or the
intensive care treatment rendered on behalf of that individual will present a
clear-cut question of life and death. The physicians at New England Sinai
Hospital were faced with this very question in dealing with the case of Paul
Brophy, victim of a cerebrovascular accident, the rupture of an aneurysm.
He presented at the hospital unconscious, and surgery to correct the damage
from the CVA was not successful. The hospital, however, with a patient in
critical condition, did not know how to proceed from that point (i.e., there
was great uncertainty of the hospital’s and physician’s rights and liabilities
when faced with the patient’s wife’s request for a withdrawal of nutritional
support.)

The opinion rendered in Brophy, provides a ‘‘blueprint’’ analysis that all
hospitals and physicians should perform when facing a controversy of this
nature. The court, in addressing Mrs. Brophy’s request, considered the state’s
interests in preserving life, preventing suicide, protecting innocent third parties
and maintaining the ethics of the profession. The court also took into account
the local practice of using substituted judgment.! The court concluded, with
Solomonesque wisdom, that the individual, through his representatives, did
have a right to forego support, but that the institution, New England Sinai, and
its physicians could maintain their ethical principles by not being forced to
withdraw support. The patient’s representatives were allowed to transfer the
patient to a facility that would satisfy the request for termination.

The Brophy case represents an all too common problem of institutions and
physicians being sued over their refusal to withhold treatment primarily
because those parties are unaware of the extent of the legal and ethical
parameters in which they can operate. This is rather ironic when one thinks
that it is usually the failure to provide treatment that proves to be the focus of
litigation. This reasserts the necessity to know, from the outset of development
of the physician-patient relationship, the rights of an institution and the
individual physician.
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The special considerations to be made in situations of life and death are not
the only medicolegal issues facing the critical care physician. The physician
must also be cognizant of the traditional legal rules of medical malpractice that
apply to his actions. In light of the strict time constraints imposed in most
critical care cases, the physician is required to be particularly adroit in his
diagnostic and treatment procedures, for the legal consequences could be
significant. Additionally, the critical care physician is, in most instances, a
specialist. Thus, he will be held to the standard of care becoming of members of
that speciality, and not simply the local or community standard of care that is
afforded general practitioners.

Because time is of the essence in most instances in which a patient requires
critical medical care, the physician must quickly weigh his options. This can be
problematic if, as is often the case, the physician providing the critical care is
not the patient’s attending physician. The physician in this situation, therefore,
must bear in mind that he should approach the medical problem in a logical way
by exploring his options, and choosing from among those options what he
considers in his professional judgment to be the most advantageous course of
action for that situation. If this regimen is followed, the physician will usually
not be held liable for any unforeseen or unfavorable outcome.'* The courts of
New York have provided wide latitude to the exercise of professional judg-
ment, and will in many instances give a charge to the jury that a physician
cannot be found to have committed malpractice upon a mistake in judg-
ment. '

In the defense of a medical malpractice action generally, and those situations
involving critical care treatment, the most pressing issue is that of proximate
cause. This element of the ‘‘chain of tortious liability’’ (i.e., the duty owed by
virtue of the physician-patient relationship, the breach of that duty, the
existence of an injury, the breach of duty representing the proximate cause of
the injury, and damages incurred as a result of the injury), is the most difficult
component of a plaintiff’s burden of proof. This burden dictates that the
plaintiff provide evidence not merely illustrating a departure from good and
accepted standards of medical practice, but also that this departure proxi-
mately led to the injury complained of by the plaintiff.'” The physician
providing critical medical care, in many instances of alleged malpractice, will
not be held liable for damages if it is seen that the injuries related to the
underlying ailment and not to the malpractice.'®

In most critical care litigation, expert testimony will be the order of the day.
Generally, expert proof is necessary to establish: .

1. The standard of skill or care ordinarily possessed by the medical profession
at the locality where the diagnosis or treatment occurred (or in the speciality,
if one is in issue)

2. The fact that the defendant-physician has not complied with the applicable
standards of skill and care

3. Proximate cause’®
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Each of these elements will vary from case to case, depending upon its
factual foundation, the speciality involved, and the nature and scope of the
injury. Thus, it is difficult to discern in the abstract what methods of procedures
in critical care will be deemed adequate and which actions will in fact constitute
malpractice. These determinations depend upon the state of medical care at the
time an alleged incident occurs, the condition of the patient, and the good and
accepted standard of applying that care to a patient in that condition. For
example, the failure to proceed with cardiopulmonary resuscitation on a patient
whose condition indicates this procedure will not constitute malpractice where
written consents have been obtained and a DNR order has been duly placed in
the hospital chart. This is one way in which statutory law determines good and
accepted practice; however, much of the responsibility for establishing good
and accepted practice remains with the medical profession.

In most cases involving complex medical concepts or difficult medical
situations, the plaintiff will be required to present expert proof as part of his
case in chief.? *‘Ordinarily, expert medical opinion evidence, based on suitable
hypotheses, is required, when the subject matter to be inquired about is
presumed not to be within common knowledge and experience and when legal
inference predominates over statement of fact, to furnish the basis for a
determination by a jury of unskillful practice and medical treatment by
physicians.”’?' Expert medical proof is also necessary for the plaintiff to
withstand a defense motion for summary judgment.?

The essential element of a critical care physician’s regimen of medical
judgment and treatment, aside from his knowledge of the law or his rights and
liabilities, is his caring for the total patient; that is, caring not exclusively for the
injury, but rather the entire patient and the ramifications the specific illness has
on his psychological well-being and emotional state. Physicians should also
remember that the family of the critically ill patient comes part and parcel with
the patient. The physician must treat the family crisis as well as the illness, for
that not only impacts upon the patient’s ability, and desire, to recover, but it
could very well reduce the tensions and resentment that so often develop in
times of serious personal trauma. Despite his limited role, the specialist is not
to be exempted from dealing with the patient or their family. He must
coordinate with the primary attending physician to assure that the diagnosis,
prognosis, and course of treatment is known and understood by the parties.
Addressing the needs of the family by simply extending understanding and
concern is a quick but invaluable way of diminishing the potential for litigation.

Summary and Conclusion

Critical care medicine, because of its need for emergency responses and use of
life-saving treatment, presents unique questions of legal rights and liabilities.
The physician and hospital administrator must understand that the days of
paternalism are over, that they must encourage partnerships with their patients
and their families, and that their actions, in either preserving a patient’s life or
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withholding treatment, will come under close scrutiny by the courts if there is
any uncertainty as to the rights and liabilities of physicians in dealing with
critically ill patients.

The burden upon physicians is admittedly intense, for they must not only
deal with lofty issues of life and death, but also the traditional laws of medical
malpractice. They must bear in mind that, as specialists, they are to be held to a
higher degree of care. Protections from malpractice can be a reality if the
physician knows that which is expected in his performance and the limits upon
that performance.
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Legal Aspects of Medical Inventions

HaroLD J.C. SWAN, MD, PHD

INTRODUCTION BY JAMES R. VEVAINA, MD

The 1956 Nobel Prize in medicine was awarded to a German physician Werner
Forssman for an intriguing experiment that he had conducted on himself 27
years before that time.

In 1929, Forssman graduated from Berlin University, and according to his
own account his dreams of becoming an internist were shattered when his
application to work with Dr. Georg Klemperer at Moabit Hospital in Berlin was
declined. 3 weeks later Forssman found a position in a small hospital in
Eberswalde and there he found a friend and mentor in Dr. Richard Schneider, to
whom he proposed his plans for introducing a ureteral catheter ‘‘via an
antecubital vein which would inevitably find its way to the heart.”

Dr. Schneider denied Forssman permission to try the experiment on pa-
tients, but he could not deter him from trying the experiment on himself. In the
summer of 1929 Forssman decided to proceed and after persuading the
surgical scrub nurse to let him tie her up so he could get sterile instruments, he
anesthetized the antecubital fossa and advanced the catheter into the right
atrium. He then ran down several flights of steps to the x-ray department to
document his achievement. His idea was published in Klinische Wochenschrift.

Forssman’s excitement was not shared by the German medical community.
In fact, at the Charite Hospital he encountered hostility, antagonism, and
questioning of his claim to the idea. Over the next 2 years he made several
attempts at imaging the right side of the heart with inadequate results.

Forssman turned to surgery and urology. During World War II he served as
an army surgeon in Germany, Norway, and Russia. He returned home
‘“‘embittered and half starved.”” When the Nobel committee awarded him the
Nobel Prize, Forssman is reported to have commented, ‘‘I feel like a village
parson who has just learnt that he has been made bishop!”’

G. Liljestrand who presented the Nobel Prize to Forssman stated, ‘“Even in
our enlightened times, a valuable suggestion may remain unexploited on the
grounds of a preconceived opinion.”” Presumably, he was working in a milieu
that did not clearly grasp the great value of his idea.

Because we were curious to know what kind of legal advice a modern-day
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investigator had obtained, I asked Dr. Bone to write to Dr. Jeremy Swan, the
innovator of the balloon-tipped flow-directed pulmonary artery catheter, a
device that virtually brought cardiac catheterization to the bedside.

Dr. Swan did not feel that he could write an entire chapter; however, his
letter to Dr. Bone was so sparkling with originality that I requested Dr. Swan’s
permission to publish his letter as his contribution to the book. Dr. Swan kindly
consented.

Should a physician obtain legal advice and a patent if he believes his
invention has merit? Our answer is definitely, yes.
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CEDARS-SINAI MEDICAL CENTER

Reply to:
Box 48750
Los Angeles, California 90048-0750

Direct Dial Number: (213) 855-

Roger Bone, M.D., F.C.C.P.

Ralph Crissman Brown Professor & Chairman of Medicine
Chief, Section of Pulmonary Medicine & Critical Care
Rush-Presbyterian-St. Luke’s Medical Center

Chicago, Il1linois 60612

Dear Dr. Bone:

I have received your letter of February 9, 1987 concerning the book you are co-
editing on Medico-Legal Aspects of Chest Disease. I am most flattered and honored.

I really don’t believe that I could put together a meaningful chapter that would
have relevance to present day situations and conditions. However, for what it’s
worth, I offer the following account in regard to the balloon-tipped, flow-
directed catheter.

I have to confess a certain amusement at the naivete at which my colleagues,
Willie Ganz, George Diamond, Jim Forrester, and I entered into the floatation
catheter development. That was in 1967, when 1life was much less complicated. At
that time, I had been thinking of a steerable guidance device for right heart
catheterization but the notion of patent protection never occurred to me. The
development was entirely informal. Having experienced enormous frustration the
evening before on trying to float one of the soft, so-called soft Bradley
Catheters (a 0.9 mm outer diameter soft tubing attached to a transducer), the idea
came to me one sunny fall weekend while watching a sailboat catching the wind. If
one had a guidance device attached to the tip of a catheter it would "sail" into
the pulmonary artery.

Our motivation was to know more about the hemodynamics of acute myocardial
infarction, a topic characterized by near complete ignorance at that time.
Previously, (1959-1965) I had been Director of the Diagnostic Catheterization Lab
at the Mayo Clinic (St. Mary’s Hospital), Rochester, Minnesota. The heterogeneity
of patient coronary disease presentation and the frequently unpredicted outcomes
strongly suggested that few physicians really knew what they were doing and that a
major deficiency existed in regard to an understanding of hemodynamic performance
and factors which might modify it. Our motivation was to understand the
fundamental physiological processes better, and thereby improve clinical decision
making. Wider application of hemodynamic monitoring was predicted in our original
article in the New England Journal of Medicine in 1970. At the time of this
writing, 16 years later, it 1is perhaps gratifying that the original device has
been modified only by incorporation of additional sensors. Frankly, the notion of
persona. profit from broad application of hemodynamic monitoring to routine
clinical care - 1in contrast to the attainment of greater knowledge and
understanding of biological process - never occurred to us. Several years later
(and considerably better informed), we did obtain a patent on the multi-electrode
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catheter for sensing electrical signals within the right atrium and right
ventricle.

It so happened that in 1967 I was consultant on new devices to the then fledgling
Edwards Laboratories, which had been acquired by the American Hospital Supply
Corporation. I spoke with Dave Chonette and Will Perrie of American Edwards
regarding the concept and they evidenced an interest in the not‘on that a sail or
parachute could improve one’s ability to rapidly and easily catheterize the
pulmonary artery. We did not research the matter much further and they came up
with the practical solution from their standpoint - to take a balloon of the
Fogerty type, which they had already developed, and attaching it on a length of
extremely flexible catheter material. This they did and I received those catheters
in the fall of 1968. At that time, Willie Ganz was working with a dog for another
experiment. At its conclusion, I took over the animal and immediately demonstrated
consistent and easy passage from the superior vena cava into the right pulmonary
artery. Subsequently, we did Tittle further animal testing or research. The
concept worked eminently. The next batch of catheters were taken to the cardiac
catheterization laboratory, and once again, they demonstrated consistency and we
used them to simplify right heart catheterization. Indeed, the director of the
Taboratory suggested they should be banned from a training experience because they
made right heart catheterization "too easy". Without any human subjects review or
any of the other now current aspects of institutional review, we took them to the
the infant coronary care unit and George Diamond, Jim Forrester and myself carried
out the initial catheterizations. At that time, Willie Ganz in the laboratory made
most important technical improvements.

At the time I inquired of Cedars-Sinai Medical Center as to whether they had any
interest in pursuing the patentability of this device. They had no objection to me
doing it on my own money (of which I had none), but were not interested in
supporting any type of patent search. Later, when American Edwards looked into the
matter, it was found that the use of the balloon as a guidance mechanism had been
suggested previously, although 1in a secondary context. Therefore, it was not
possible to obtain a patent. The concept of a parachute-sail, however, might have
been successful.

So, although subsequently several process patents were obtained, we did not seek
legal protection for our device. Dr. Ganz and I receive a fee and other benefits
from American Edwards Labs for the use of our names with the catheter. If it was
nunk pro tunk (now as if then) obviously, we would have proceeded in a different
manner.

I certainly lTook forward to seeing your book when it is published. I think it is a
most important and worthy project. I wish to thank your co-editors, Dr. Vevaina
and the Hon. Justice Kassoff, for their kind invitation to participate. Keep up
the good work. With best wishes.

Most cordially yours,

H.J.C Svan, M.D., PH.D., F.A.C.C., M.A.C.P
Senior Cardiology Consultant
Cedars-Sinai Medical Center
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Mysteries Unravelled by Postmortem
Examination

CyriL H. WECHT, MD, JD

History and Development

Dissection of the human body was performed as long ago as the 3rd century BC
to obtain medical knowledge. A postmortem examination conducted on Julius
Caesar concluded that only one of 23 stab wounds inflicted by his fellow Roman
senators was fatal. In 1247 Ap, the Chinese compiled a fascinating tome, The
Washing Away of Wrongs, which set forth guidelines for medical investigators
called upon to determine whether an individual found dead unexpectedly had
died from unnatural causes. This remains today as one of the oldest classics on
forensic medicine.

After the Dark Ages, autopsies were done for medicolegal purposes in
several European cities. An extensive and detailed tome on forensic medicine
was written by Zacchia, an eminent Papal physician, in the 16th century.

Modern concepts of forensic pathology and toxicology applied to death
investigation evolved in the latter part of the 18th and 19th centuries with the
evolution of pathology into a true medical science. Morgagni and Rokitansky
performed thousands of autopsies in which they correlated clinical signs and
symptoms with postmortem findings, categorized various pathologic diag-
noses, and established the importance of the autopsy to academic medicine and
research.

Significance

There are many important and significant reasons why autopsies should be
undertaken to the greatest extent possible. These include a variety of benefits
to the family of the deceased, such as identifying familial disorders and
assisting in genetic counselling, providing information for insurance purposes
and death benefits, and indirectly helping in grief assuagement; benefits for the
public welfare, such as discovering contagious diseases and environmental
hazards, providing a source of organs and tissues for transplantation and
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scientific research, and furnishing essential data for quality control and risk
assessment programs in hospitals and other health care facilities; benefits to the
overall field of medicine, such as the teaching of medical students and
residents, the discovery and elucidation of new diseases (Legionnaire’s disease
and AIDS), and the ongoing education of surgeons and other physicians
regarding the efficacy of particular operations and medications; and benefits to
the legal and judicial systems, such as determining when an unnatural death
(accident, suicide, or homicide) has occurred, and enabling trial attorneys and
judges to make valid decisions pertaining to the disposition of civil and criminal
cases.

In light of all the significant contributions and substantial data that are
derived directly and indirectly from postmortem examinations, it is rather
incredible that the Joint Commission on Accreditation of Hospitals in 1970
dropped its long-standing requirement that hospitals perform autopsies in a
certain percentage of patient deaths to maintain JCAH certification (teaching
hospitals, 25%; other, 20%). Moreover, when one keeps in mind the increasing
numbers of wrongful death cases involving medical malpractice and other
personal injury and products liability claims, as well as thousands of homicides,
suicides, and drug deaths each year, all of which require definitive and
complete autopsy findings to pursue legitimate objectives within the civil and
criminal justice systems, it is an amazing paradox that the JCAH adopted such
a regressive policy revision.

Areas of Concern

A surprising percentage of clinicians, hospital administrators, and even pathol-
ogists have expressed a general reticence toward any new, concerned effort to
increase the number of hospital autopsies. The reasons usually given are
economic, educational, and legal.

Hospital executives and their nonmedical administrative personnel are
constantly seeking ways to cut costs and increase income. Autopsies cost
money: pathologist, technician, toxicology, chemistry, bacteriology tests on
tissues and fluids obtained at postmortem, and supplies. Pathologists are busy
with all their other responsibilities and do not get paid extra for autopsies.
Attending physicians and house staff rarely attend and do not even bother to
seek information concerning the postmortem later. Both clinicians and hospital
administrative chiefs are concerned that autopsies may reveal evidence of
malpractice in certain instances, and generally provide more data for plaintiffs’
attorneys in professional negligence lawsuits brought against doctors and
hospitals. The reasoning is that in the absence of pathologic evidence, the
plaintiff will have a difficult or even impossible task in proving the death was in
any way directly and causally related to errors of omission or commission in
the diagnosis and treatment of the patient; that is, that there was any deviation
from acceptable and expected standards of care on the part of the attending
physicians or nurses.
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The truth is that in the great majority of cases, autopsy findings clearly
demonstrate that there was no medical negligence in the patient’s treatment.
The objective, scientific documentation of the cause and mechanism of death,
will be the single most important factor in dissuading a patient’s family and
their attorney from initiating a malpractice action, or if a lawsuit has been filed,
in providing the defendant-doctors and/or hospital with tangible evidence of an
advantageous nature. Speculation and conjecture will help plaintiffs more often
than physicians in medical malpractice cases.

The idea that new technology and improved diagnostic skills have made
autopsies obsolete is incorrect and naive at best, and intellectually arrogant and
dangerous at worst. Although it is true that certain cases are so well understood
and unequivocally documented that it is not necessary to perform an autopsy,
there are many clinical questions to be asked and answered in a majority of
deaths. No matter how competent and experienced the treating physician may
be, and despite highly sophisticated equipment like computed tomography (CT)
scans and magnetic nuclear resonance (MNR), there can be no substitute for
actually examining organs and tissues at autopsy, insofar as definite and
accurate diagnoses are concerned.

Infectious Diseases

Numerous postmortem surveys have demonstrated that a significant percent-
age of infections are not correctly diagnosed, and hence, not properly treated.
In addition to the obvious adverse clinical ramifications to the patient and
potential legal consequences for the doctor in such instances, there are other
important considerations, such as the need to protect family members, fellow
employees, and hospital personnel in those cases in which the infection may be
of a communicable and contagious nature. Infection Control Committees,
required by the JCAH, cannot be effective if they do not obtain necessary
information concerning infections, including nosocomial and iatrogenic
processes, from postmortem examinations.

Statutes

Laws and various governmental regulations pertaining to postmortem examina-
tions have been adopted in response to the public’s general ignorance and
abhorrence of autopsies, so that at the present time, most countries require
consent from the next of kin to proceed with a postmortem examination.
However, in the United States, such permission is not required in those
instances in which the coroner or medical examiner has assumed jurisdiction.

The laws of the 50 states and the District of Columbia vary considerably with
regard to the circumstances under which a coroner or medical examiner may
be called in to investigate a death and perform an autopsy. The Model Medical
Examiner’s Act compiled a half century ago by the National Municipal League
has served as a basis for several statutes.
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The Oregon Statute sets forth the circumstances under which a medicolegal
autopsy may be authorized:

Where death was or apparently caused by external force, including but not limited to the
following causes: homicide, and suicide; criminal abortion, including one self-induced;
accident; thermal, chemical, electrical or irradiation injury; and in the following
situations: where death was caused or apparently caused by a disease which is of a
hazardous or highly communicable nature as specified by the board; where death was or
apparently cased by deceased’s employment or accident while employed, including
diseases relating to injury; where a person who is found dead or has died suddenly has
not been under the care of a person licensed to practice one or more of the healing arts
during the period immediately previous to death; where deceased was admitted to a
public or private institution for less than 24 hours and is not known by the medical
investigator to have been under the care of a person licensed to practice one or more of
the healing arts during the period immediately previous to admittance; where a death
certificate has been signed, but circumstances indicate that further investigation may be
necessary to determine the cause of death; where death occurred under suspicious or
unknown circumstances, the medical investigator or coroner shall make an investiga-
tion.

This is an example of a good, broad law that fairly well ensures review of
those deaths requiring medicolegal investigation. If the statute is firmly,
consistently, and universally adhered to, and if competent forensic pathologists
are used, there should be no suspicious cases that evade professional scrutiny.

Investigation of Sudden Unexpected Deaths

The abrupt onset of cardiac arrest should be analyzed from both clinical and
pathologic perspectives to understand why an individual collapsed and died
unexpectedly. The autopsy may reveal dramatic and clear-cut findings, such as
an acute myocardial infarction, severe atherosclerosis of the coronary arteries
with a recent thrombus, or hemopericardium. However, a substantial number
of apparent cardiac deaths reveal very little from an anatomic standpoint, and a
thorough clinicopathologic correlation must be made to conclude with reasona-
ble medical certainty that the cause and mechanism of death can be attributed
to the cardiovascular system. These deaths are essentially due to the develop-
ment of a cardiac arrhythmia with dysfunction that leads to acute heart failure
and cerebral hypoxia. Cerebral edema usually develops, causing the swollen
brain to impinge upon the vital cardiac and respiratory centers in the brainstem,
and the heart is further compromised. If this vicious cycle is not reversed
within a few minutes, generally through effective cardiopulmonary resuscita-
tive measures, death will ensue, and the postmortem will demonstrate no
changes in the heart. These limitations, frustrating as they may be, must be
borne in mind and appreciated by the forensic pathologist in signing out the
cause and manner of death.

Other pathologic processes must be diligently searched for, also, including
interstitial myocarditis (a microscopic finding that requires dissection of the
cardiac conduction system with several dozen serial slides); prolapse or
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TaBLE 15.1. Suggested outline for analyzing clinicopathologic correlations.

Cardiovascular and pulmonary diseases
Determination of nature and extent
Etiology
Time of onset (period of development)
Relationship to other disease processes
Aggravation and exacerbation by external factors
Precipitating factors
Psychological factors
Sudden unexpected death
Atherosclerosis of coronary arteries
Cardiac arrhythmia
Precipitating factors
Clinicopathologic correlation
Myocardial infarction
Special histochemical techniques
Microscopic determination of time of occurrence
CVAs
Other causes
Chronic obstructive pulmonary disease
Pneumoconiosis
Anthracosilicosis (CWP or black lung disease)
Other chronic lung diseases—asthma, emphysema, bronchitis, and bronchiectasis
Cor pulmonale
Special stains
Microincineration and other special techniques
Environmental considerations
Smoking
Ethanol
Normal urban, industrial exposure
Employment activities—physical and emotional stress
Usual, ‘‘normal’’ duties
Atypical, ‘‘extra heavy’’ endeavors
Abestosis
Pulmonary disease
Mesothelioma
Undifferentiated carcinoma
Adenocarcinoma, lungs and other organs
Special stains
Lung cancer
Incidence among steelworkers; employees exposed to asbestos
Role of various chemical and physical compounds
Cardiotoxicity
Prescription drugs
Adverse reaction or idiosyncrasy
Drug and food interactions

rupture of a valve, a previously undiagnosed congenital anomaly; or a
pulmonary thromboembolism.

Clinicopathologic studies have revealed that as many as 40% of cases
involving pulmonary emboli are misdiagnosed during the patient’s life. This is
an astounding figure and has obvious medicolegal implications of a serious and
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TABLE 15.1. (Continued.)

Cardiovascular injuries
Blunt force trauma
Acute
Delayed
Penetrating injuries
Toxic exposure
Ingestion
Inhalation
Occupational relationship
Iatrogenic
Cardiac catheterization
Pericardial and thoracic taps
Surgical procedures
Pacemaker deaths
FDA investigations
Products liability lawsuits
Role of Pathologist
Clinical laboratory tests
Surgical specimens
Autopsies
Correlation with clinical data, occupational environment, and social factors
Preparation of laboratory reports
Postmortem protocols

extensive nature. At autopsy, it is often difficult for the pathologist to
differentiate between an antemortem embolus and a postmortem clot. Careful
dissection and microscopic examination of appropriate representative sections
are required to distinguish between intravitam process and a postmortem
artefact. The pulmonary artery should be opened in situ so that a very recent
embolus, which has not yet become adherent to the internal surface, is not
dislodged and overlooked in the subsequent dissection of the heart, lungs, and
great vessels.

Role of Pathologist in Evaluation of Medicolegal Issues
Involved in Cardiac and Pulmonary Deaths—Coal
Workers and Other Pneumoconiosis Cases, Lung
Cancer, Heart Attacks

In the review and evaluation of fundamental medicolegal issues encountered in
the litigation of coal workers’ pneumoconiosis (CWP) claims, particularly in
death cases where an autopsy has been performed, the pathologist frequently
plays a major role. The postmortem findings must be correlated with the
clinical data, as well as the patient’s occupational, medical, and social history
to analyze the nature and extent of all the pathological processes, with
particular emphasis on the pulmonary and cardiovascular systems. Careful and
thorough gross and microscopic examination of all the vital organs will usually
be sufficient to determine whether CWP is present and to what extent.
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Polarized light microscopy should always be done in these cases, and in some
instances, special stains and physicochemical studies (e.g., microincineration
and ashing) are indicated. Weighing the significance of the lung findings in
relationship to other disease processes for the purpose of determining the exact
mechanism of death, as well as the sequence and relative importance of
antemortem clinical events, will be critical to the disposition of the black lung
claim.

The evidentiary burdens confronting the claimant’s attorney require the
pathologist to express expert opinions with a reasonable degree of medical
certainty or probability. In most cases, chronic obstructive pulmonary disease
(COPD) will not be the sole or principal cause of death. Furthermore, questions
relating to the decedent’s smoking habit, ordinary and ubiquitous exposure to
nonoccupational carbonaceous and silicaceous materials, and other environ-
mental factors should be considered by the pathologist to evaluate the role of
CWP as either the principal or major concomitant cause, or as a substantial
contributing factor, in the patient’s death.

To thoroughly evaluate the various environmental, social, and medical
factors, and correlate all the known antemortem clinical facts and circum-
stances with the gross anatomic and microscopic autopsy findings, it is helpful
to take into consideration any and all known disease processes and injuries that
the patient may have suffered. Table 15.1 suggests an outline format that can be
used in analyzing such clinicopathologic correlations.

While disability is a medical question to be evaluated and determined by the
clinician, the role of CWP as a causative factor in the patient’s death is a matter
that falls within the special purview and expertise of the pathologist.

Paternity Suits and Blood Typing

Dramatic advancements have occurred in the field of blood typing. These have
revolutionized the legal approach in disputed parentage cases and in criminal
cases involving the identification of possible assailants in homicide and rape
cases. Of course, these studies are used routinely in organ and tissue transplant
cases to match donors with recipients, and also for blood product transfusions.
The following is a typical report in a paternity case, which illustrates the
degree of sophistication of clinical pathology laboratories that perform these
studies.
Conclusions. Paternity cannot be excluded. For this mother-child combination,
our blood test results would have excluded 98.84% of falsely accused men as
the true biological father. As no paternal exclusion was found, we have
calculated the cumulative paternity index, which represents an odds ratio of the
alleged father and a random male producing a sperm carrying the paternal
genes observed in the child. For this case, the cumulative paternity index is 84.
The probability of paternity was also calculated from the paternity index on the
basis of a prior probability of 0.50. The probability of paternity may vary from



15. Mysteries Unravelled by Postmortem Examination 109

Re: Paternity test results.

Race Blood drawn

Mother w 27 Apr 87
Child 27 Apr 87
Alleged father w 28 Apr 87
Case number
System Mother Child Alleged father Paternity index
ABO Al Al 0 0.93
Rh dce DcEe DCcEe 3.23
MNSs MSs Ms MNs 1.62
Kell K-k+ K—-k+ K—k+ 1.04
Duffy a+b+ a+b+ a—b+ 0.98
Kidd a+b— at+b+ a+b+ 1.03
HLA A 2,x A23 A 3,32 16.43

B 15,40 B B 15,35

15,35
Cumulative paternity index: 84

100% (proof of paternity) to 0% (proof of nonpaternity). For this case, the
probability of paternity is 98.83%.

Physicians should be aware of the nature of these reports and appreciate
their applicability and relevance to particular clinical, medicolegal, and foren-
sic scientific investigations.

Limitations of Autopsy

Physicians, pathologists more so than others, are aware of the fact that in a
small percentage of cases, there will be few or no findings of a substantial
nature at autopsy to satisfactorily provide an explanation for the individual’s
death. Forensic pathologists encounter this frustrating dilemma much more
often than hospital-based pathologists because sudden, unexpected, unex-
plained, and medically unattended deaths fall within the jurisdiction of coro-
ners or medical examiners and usually become the subject of a medicolegal
inquiry, thereby leading to the withdrawal of the hospital pathologist.

In a significant number of these puzzling cases, the answer is found in the
postmortem toxicologic analyses. There are many more prescription drug-
related deaths than most people realize, often because of the synergistic CNS
depressant effect of ethanol, and sometimes because of interactions with other
drugs. (These cases are in addition to all the illicit drug-related fatalities
occurring among drug abusers and addicts.)

Among the categories of cases in which substantial gross and microscopic
anatomic evidence is lacking at postmortem, the two most frequently encoun-
tered are so-called crib deaths (SIDS, sudden infant death syndrome) and those
apparently attributable to epileptogenic or other convulsive disorders. In these
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cases, a detailed medical and social history is essential to appreciate the
patient’s background and arrive at a logical conclusion after a clinicopathologic
analysis of all the facts and circumstances surrounding the death.
Laryngospasm, sometimes associated with a hypersensitive or idiosyncratic
reaction to a medication or other allergenic compound, cannot be determined at
autopsy, although there usually are some gross and microscopic findings that
enable the pathologists to conclude that such a mechanism most probably
caused the patient’s death. This kind of evaluation is exceedingly important in
those instances in which a drug, food, or other substance was inadvertently
given to patient with a known allergic history to that particular compound.
Anesthetic-related deaths are exceedingly difficult to evaluate, also, and
thereby present serious medicolegal problems for everyone concerned: pa-
tient’s family, surgeon, anesthesiologist, pathologist, hospital, and attorneys.
All perioperative fatalities should be reported to the medical examiner or
coroner immediately, and no tubes or other detachable instrumentalities or
pieces of equipment should be removed or altered before the postmortem
examination. A meticulous analysis of the anesthetic record and operative note
ideally should precede a thorough autopsy, in which appropriate body fluids
and tissues are taken for biochemical analysis as well as for pathologic study.

Conclusion

Postmortem examinations continue to play an important and necessary role in
the advancement of medical science. Frequently, they provide definitive
answers in all kinds of medicolegal situations and may prove to be dispositive
of the key issues involved in various civil, criminal, and worker’s compensa-
tion lawsuits.

The requirements of any civilized society and the best interests of justice
mandate the performance of autopsies whenever feasible and in compliance
with existing statutes and regulations. Current negative attitudes prevailing
among many physicians and hospital administrative personnel, as well as
among many nonmedical and nonpathologist coroners, must be recognized and
revised to accomplish this goal. It is not realistic to expect that the public at
large will ever become sufficiently informed to appreciate what must be done
when a member of their family dies and spontaneously overcome their adverse
visceral reaction to the idea of an autopsy. If physicians and other health care
professionals, attorneys, courts, legislators, and other governmental officials
do not provide the intellectual influence and emotional guidance in society’s
approach to death investigation, nobody else can be expected to do so.
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Legal Implications of Adverse
Drug Reactions

EpwARrD C. RoseNnow III, MD, AND
Scott E. ROSENOW, JD

Americans are a drug-taking society. They take 2 to 10 times more prescription
and over-the-counter drugs than a comparable population anywhere else in the
world. The hospitalized patient takes an average of 6 to 13 drugs. The
risk-benefit ratio of this many medications is unknown. However, there is no
question that medications have saved and prolonged many lives. As there is no
mandatory reporting of adverse drug reactions (ADR) in this county, we have
no way of knowing what percent of drugs taken produces adverse side effects.’
More than 1.6 billion prescriptions for more than 30,000 different drugs are
written each year in the United States,! with about 200 new drugs approved
each year. The estimates of significant side effects, meaning adverse drug
reactions, range from tens of thousands to several million per year!

There are a number of studies reporting various estimates of adverse drug
reactions. The University of Florida reported that 2.9% of admissions to a
medical service were due to drug-induced illness and that more than 6% of
these patients died. They pointed out that 82% of these reactions were due to
prescription medications.? Another study from the Boston Collaborative Drug
Surveillance Program noted in that 3.7% of 7,017 patients an ADR either
caused or strongly influenced the admission of the patient to the hospital.? In
another study of 6,199 consecutively monitored medical patients, it was
estimated that death due to drugs administered in the hospitals caused
27 deaths (0.44%) and 3.6% of all deaths in the hospital.* Shapiro et al*
summarize other reports of estimates of deaths in the hospital from ADRs
ranging from 1.0% to 2.3%. Up to 18% of hospitalized patients experience a
drug reaction before discharge.’ The Boston Collaborative Drug Surveillance
study estimated that 0.9 patients per 1,000 monitored in patients died as a result
of an ADR.®

At one point there was an estimate by Senator Ted Kennedy of up to 140,000
ADR deaths per year in this country!”® Stettler® explains how this number was
blown out of proportion and estimates 2,000 to 3,000 deaths associated with
drug reactions in patients suffering from apparently nonlethal diseases. Ballin®
says if we would accept the figure promoted by Senator Kennedy, that
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iatrogenic drug reactions would account for 8.4% of all deaths and would rank
as the fourth cause of death exceeded only by heart disease, cancer, and
stroke!

Dr. Koch-Weser!® tries to put this into some perspective. He says that
legislation is not the answer and that the best chances of reversing some of
these ADRs is through greater national effort in research and training of clinical
pharmacology.

To get a better understanding of ADR numbers, it is important to know a
little about the Food and Drug Administration (FDA). Congress directed the
appointment of the FDA in the late 1950s as a result of a number of cases of
aplastic anemia due to chloramphenicol.' In 1962 the revision of the Food and
Drug Act required the pharmaceutical industry to report all adverse reactions
to the FDA, and since 1969 nearly 300,000 reports have accumulated. More
specifically, in 1984 there were 26,753 spontaneous ADR reports from individ-
uals or manufacturers in the United States.! Twenty-four percent were classified
as serious because they involved hospitalization (18%) or death (6%). The 6%
deaths would amount to a total of 1,605 deaths in 1984 from ADR. (All of this
was reviewed and summarized by Karch and Lasagna.'') This may be the tip of
the iceberg, when one realizes that the reports are submitted voluntarily.
However, 90% of the total reports come through the manufacturer, probably as
a report to the manufacturer from the physician. The physician has fear of
reporting a serious and fatal reaction because of the possible subsequent
lawsuit that this might engender. However, the FDA reassures the physician
that no suit would come from this kind of report. Four to six times a year all
physicians receive the FDA Drug Bulletin, in the back of which is a single sheet
to report the reactions (FDA form 1639). It is estimated that in only 19% all
details are included, such that most reports are incomplete and it is difficult to
abstract appropriate data from these reports. There is one estimate that only
2% of ADRs are reported to the FDA.!? Many physicians do not even know of
the FDA ADR report forms and their availability in the back of the FDA Drug
Bulletin or, if they do, they do not keep it on hand to report a reaction when it
does occur.

Clearly we have a problem, but how many of these patients with ADRs
required this medication for significant and even life-threatening illness? It is
unknown what underlying factors such as drug interactions, systemic debility
and extrasensitivity to medications may have brought about their ADR and
even death. The public demands the best of medical care and realizes that this
cannot come about without medication.

Yet there is no medication that is without side effects. Table 16.1 lists the
classification of drug reactions.'® Table 16.2 lists the majority of the drugs that
we know will potentially produce adverse drug reactions affecting the lungs and
airways.

More is known about the incidence of adverse reactions on the lung
produced by nitrofurantoin than almost any of the other drugs, with the
possible exception of bleomycin. In regard to nitrofurantoin, the incidence
varies from 0.001% to 0.26%!'*"'7 D’Arcy'® reviewed the manufacturers’
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TABLE 16.1 Classifications of drug reactions.

Predictable reactions

Overdosage: (toxic effects): the untoward effects directly related to absolute
overaccumulation which prevents breakdown or excretion of drug at normal rate. Can
occur with any drug.

Side effects: the undesirable but unavoidable pharmacologic actions of the drug (e.g., sedative
effect of antihistamines).

Secondary effects: indirect consequences of the primary action of the drug (e.g., disturbance
of normal bacteriologic balance while on antibiotics).

Drug interactions: the alteration of metabolism of certain drugs by another drug(s) (e.g.,
cimetidine impairing the metabolism of theophylline).

Unpredictable reactions

Intolerance: untoward effect represents a qualitatively normal pharmacologic effect of the
drug which, however, is quantitatively increased.

Idiosyncrasy: the reaction to the drug is qualitatively abnormal and does not correspond to its
usual pharmacologic actions (e.g., slow acetylator of isoniazid).

Allergy or hypersensitivity: a result of an immune response of the organism (or organ) leading
to the formation of specific antibodies or of sensitized lymphocytes or both to the
medication, in turn releasing toxic substances with adverse effects on various parts of the
body (e.g., penicillin reactions).

records in which they estimated that there were 120 million courses of the drug
given during a 30-year period and found an incidence of 0.001%. Koch-Weser
et al,'” on the other hand, found 1 in nearly 400 (0.26%) patients experienced an
adverse pleuropulmonary reaction to nitrofurantoin! This is more than a
250-fold difference. The physician does not really know how great a risk he is
subjecting the patient to as a result of this variability in statistics, and this can
have an influence on his prescribing a drug. The details of these adverse
reactions have been reported by a number of different authors and will not be
given here.'® "

There are no tests available to diagnose an adverse drug reaction affecting
the lungs, except in the rare cases of drug-induced systemic lupus erythemato-
sus, and no specific chest roentgenogram change or blood test. The best test is
a “‘high index of suspicion.”” Treatment consists of discontinuing the medica-
tion and, in some instances, adding corticosteroids. Most ADRs affecting the
lung do not progress to death if the reaction is recognized early enough by the
physician (or the patient) and the drug is stopped. Confirming the cause and
effect relationship between the drug and the disease is not always easy, but it is
very likely that the entity has been described in the medical literature.'®!” We
do not advocate rechallenging the patient with the drug. If the clinician believes
that it is absolutely necessary to rechallenge a patient for whatever reason, then
this must be fully explained to the patient (preferably in writing along with a
signed consent form), the risk-benefit ratio fully explained to the patient, and
the rechallenge, if necessary, carried out in the hospital setting.

The court has now made it clear that the FDA listing of adverse reactions is
held up by the court system, meaning the physician must know all of the
potential side effects of the 30,000 available drugs!” He is expected to be
familiar with the data listed on the package insert which, for the most part, is
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TABLE 16.2. Drugs inducing lung disease.

Cardiovascular Illicit drugs
Amiodarone Heroin
Protamine sulfate Methadone
Beta blockers Propoxyphene

Propafenone

Angiotensin-converting-enzyme anhibitors

Tocainide
Hydrochlorothiazide

Chemotherapeutic drugs

Bleomycin
Cyclophosphami-ie
Busulfan

Anti-inflammatory

Acetylsalicylic acid

Nonsteroidal anti-inflammatory agents
Gold

Penicillamine

Miscellaneous

Blood products
Tocolytic agents

Azathioprine Oxygen

Mitomycin Streptokinase

Vinblastine Dilantin

Procarbazine Amphotericin B

Melphalan Inhaled beclomethasone

Chlorambucil Ethiodized oil

Nitrosoureas Ehanolamine oleate

Methotrexate Drugs inducing SLE (more than 30)

Cytosine arabinoside Methysergide
Antibiotics

Nitrofurantoin

Azulfidine

Sulfonamides

INH

Gentamicin

Polymyxin

Colistin

Neomycin

Streptomycin

the same data available in the Physician’s Desk Reference (PDR). No longer is
the patient in the dark regarding the potential adverse side effects of drugs. The
PDR is available in any bookstore for a reasonable price and, by law, the
patient is to be given a package insert describing all the potential side effects.
The FDA regards the package insert as an extension of the labeling of the drug.
Information on the package insert begins with the manufacturer’s New Drug
Application (NDA). For an indication to be listed in the package insert, it must
be proved that the drug is safe and effective for that purpose. The package
insert follows the regulation of ‘‘full disclosure’’ requiring that information of
the indications, effects, dosages, routes, frequency and duration of administra-
tion, side effects, contraindications, and other precautions must be listed.

However, there is concern that so much will be written into the package
inserts that no one will read it. There have been a number of legal cases now
tried in court concerning the manufacturers’ package insert. The manufacturers
engender their own legal culpability if insufficient warning is not included on
the package insert.

The lack of knowledge about drugs is no excuse, and failure to know the
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possible universal reactions to prescribed drugs can be interpreted as negli-
gence.?! Prescribing drugs without a diagnosis makes the physician even more
prone to future problems. If the physician deviates from the prescribing
recommendations contained in the package insert, this can be recognized as
negligence. These recommendations are supplied by the manufacturer after
extensive trials and then approval by the FDA and serve as a legal notice to the
prescribing physician that any deviation from this is negligence. There is little
recourse if there is death or disability from the drug and the reaction is listed in
the package insert. If it is not listed, then the manufacturer may be at fault.

The liability for a patient’s adverse reaction to a prescribed medication is
determined by general standards of due care.?! If the physician uses a degree of
skill, knowledge, and care that prevails in his state in prescribing drugs as well
as recognizing the ADR and managing the reactive symptoms, he is not usually
liable. A patient cannot necessarily infer negligence simply because results of
treatment were unsatisfactory. However, it is important that he be aware of the
side effects of any medication prescribed. The patient should be informed of
the risk and given a chance to refuse to take the medication. Again, ignorance
of the possibility of a reaction is evidence of negligence. Continuing to
prescribe a drug with adverse reactions can result in physician culpability.? If,
according to the standard of due care, the medication given was not the proper
one for the disease diagnosed, negligence can also be imputed even though the
adverse reaction that occurred could not have been prevented.? If, indeed, the
physician is certain that the drug being used is the proper one from the
therapeutic standpoint as an appropriate treatment of the presumably correctly
diagnosed disease and knows the possibility of adverse reaction is present, yet
believes it is necessary to take the risk, he must then inform the patient of his
decision and receive the patient’s consent to proceed with the drug administra-
tion, in order to be legally protected. This is keeping in mind that the physician
does not guarantee a cure of any disease nor is he an insurer of the patient’s
welfare. But the patient should be involved in the decision of the administration
of drugs.?*

Before prescribing any medication that has the possibility of causing an
adverse reaction (and this is essentially almost every medication prescribed),

the physician is legally bound to make a reasonable effort to determine if an
" adverse reaction is likely to occur.?? The use of a thorough history can often
lessen the problems of drug reactions. For example, knowing a patient’s
history of alcoholism can alter the availability of the use of some medications.
The physician is liable if he does not warn the patient of side effects that can
occur while taking a medication.”’”?® After the principle of ‘‘informed con-
sent,”’ the physician is required to discuss the possibilities of permanent
adverse effects by medication with the patient.” This is frequently not done
when medications are prescribed by phone, a practice that should be avoided.
If there is any doubt, then for full protection a properly signed and witnessed
informed consent should be obtained.

In conclusion, maintaining an active dialogue with your patient on the
possibility of ADRs will limit the risks that physicians subject themselves to
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when unexpected results occur. Patients should be placed in the position of
active participation in their care.
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Chest Trauma: Differing Medical and
Legal Perspectives

A Surgical Perspective
KENNETH L. MATTOX, MD

Scope of Potential Legal Issues Resulting from Thoracic Trauma

According to the Centers for Disease Control in Atlanta, trauma is the leading
cause of premature death in America for persons 65 years of age and under.
There are more than 4 million patient encounters per year for nonmilitary
trauma. From this number, approximately 150 thousand deaths will result,
including suicides, homicides, burns, and accidents. Chest injury directly
accounts for at least 25% of these deaths; and in another 25% a chest injury or a
thoracic complication contributes to the death.

The physician taking care of the patient with a chest injury may be an
emergency room physician, general surgeon, thoracic surgeon, or a consultant
in critical care medicine, pulmonary medicine, cardiology, pediatrics, radiol-
ogy, or anesthesiology. These physicians may encounter legal issues involving
these patients in at least three potential areas:

1. Contagious diseases and acts of social violence fall into the category of
“‘reportable diseases and conditions’’ that must be reported to legal or public
authorities. In this area, the health care team initiates legal notification and is
liable only if appropriate authorities are not notified.

2. For chest injuries secondary to industrial mishaps or involving third parties,
including the state (i.e., in instances of attempted murder or persons injured
while committing a crime), often the physician will be asked to prepare
briefs, reports, letters, or statements regarding cause/effect and prognosis.
In this area, the physician may be asked to appear in court for the purpose of
introducing matters of clinical record into evidence.

3. Professional liability lawsuits against a physician for alleged malpractice
may be filed for any of a large number of thoracic injuries. Certain types of
chest injury, however, are among the most litigious in America. Cited
reasons for such suits being charged against the physician stem from at least
three problem areas: 1) Patient dissatisfaction with a result. Although the
result may be acceptable to and even expected by the physician and the
medical community at large, if the patient and his or her family believe a
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“better’’ result could or should have been achieved, consultation with a
lawyer usually occurs; 2) incomplete, inappropriate, inaccurate, or delayed
medical record maintenance. Although a patient’s care may have been
exemplary, the written record is what endures and what is relied upon by
insurance companies, attorneys, consultants, experts, and all others in
judging the quality of care rendered. The importance of complete and
accurate records cannot be overemphasized. Comments concerning appar-
ent conflict between nursing notes, consultant notes, and the primary
physician notes must be concise and reflective of the true course of
treatment. Operative notes and documentation of complications must be
dictated or written in a timely manner, not days or weeks later; and
3) informed consent. Although much has been written about informed
consent and its importance, it is highly probably that no patient fully
comprehends all aspects of his injury and treatment. Furthermore, several
months after an event it is likely that both the patient and his or her family
will not recall all of the ramifications of the ‘‘informed consent session,”’
even if the form is signed, notarized, or even videotaped. Nevertheless,
again, as in the area of medical record maintenance, specific informed
consent with complete documentation and appropriate signatures are imper-
ative.

General Factors Contributing to Litigation

Currently, controversy is evolving with regard to techniques and devices used
in thoracic trauma. Those not directly involved in patient care tend to espouse
only the side of the controversy that supports their bias. Academic discussions
continue on use and nonuse of synthetic vascular grafts, appropriate monitor-
ing techniques, protection of distal circulation when aortic clamping is neces-
sary, and the length of time the spinal cord, kidneys, and liver can endure
hypoperfusion. Valid arguments for both sides of each issue exist, and
dogmatically repeating only one biased view for the benefit of a jury will, in the
long run, benefit no one, neither physicians nor patients. The end result of this
tactic will be fewer and fewer physicians willing to treat patients with high-risk
(high potential for lawsuit) injuries and limitation on research into new and
innovative approaches to managing these injuries.

Trauma is a surgical disease. From the prehospital phase through rehabilita-
tion, the surgeon must direct the care of the patient with thoracic trauma.
Surgery is the only specialty that trains its residents to be involved in the total
continuum of care. Within the trauma center structure, invasive acts such as
tube thoracostomy and emergency room thoracotomy, as well as decisions
with regard to arteriograms, surgery, and necessity of invasive monitoring,
must be under the control of the surgeon. Emergency physicians, intensivists,
and other consultants must never be primarily responsible for triage, decision
making, or specific treatment schemas. The surgeon may become a victim of
transferred liability for actions taken by another physician before transferring a
patient. Transferring patient care responsibilities to other disciplines when
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treating the patient with chest trauma is asking for complications and delays in
diagnosis and therapy. The emergency room physician should call the trauma
surgeon, who is then in the emergency room when the patient arrives. It is
unacceptable for the emergency room physician or the intensivist to perform
procedures such as tube thoracostomy, emergency center thoracotomy, tra-
cheostomy, crycothyroidotomy, insertion of a Swan-Ganz catheter, or other
procedures on the chest trauma patient without the knowledge and direction of
the surgeon. Significant numbers of lawsuits against surgeons taking care of
patients with thoracic trauma have been ‘‘transferred’’ to the surgeon because
of delays or iatrogenic complications created by nonsurgeons. The surgeon, not
the radiologist or other consultant, decides the need for arteriography in the
patient with chest trauma. Angiography, not computed tomography (CT) or
magnetic resonance imaging (MRI), is the standard for determining the
presence of vascular injury requiring operative repair. Computed tomography
and MRI create further delay and only document the presence of mediastinal
hematomata rather than the specifics of a great vessel injury. At present,
nonsurgical intensivists have neither surgical nor operative training. The
patient with a chest injury in the intensive care unit has multisystem problems,
including cardiac, fluid and electrolyte, infectious, renal, hepatic, pulmonary,
metabolic, immunologic, wound, nutritional, and many others. Nonsurgical
intensivists are not trained in all of the disciplines and ramifications of the
post-traumatic surgical problems. Therefore, the surgeon must directly manage
the primary care of the patient, using any consultants he deems necessary.
Especially in the chest trauma patient, it is important that only one physician
write orders and orchestrate the treatment program. Consultants (with their
sometimes controversial and conflicting advice) must not a priori impose their
orders, but rather cite their opinions as progress notes.

Specific Complications Often Associated with Legal Issues

Paralysis is the most common condition following thoracic injury that results in
a lawsuit. The factors that lead to paralysis after blunt trauma are exceedingly
multifactoral and complex. Considerable debate exists as to the exact cause of
paraplegia and how to prevent it. Indeed, in patients with major aortic injury,
no treatment schema has reduced paraplegia to zero. The patient with severe
injury requires longer and more extensive repair and has more associated
injuries. In such a patient, all complications, including respiratory insufficiency
and paralysis, are not uncommon. Debates about clamp times, monitoring
techniques, shunt vs clamp/repair vs pump, and others are diversionary tactics
and ignore the more important issues of early diagnosis and location and timing
of operating on a critically injured patient who may not be in any condition for
transfer and meticulous evaluation of multisystem injury.

Currently, it is estimated that when paraplegia occurs after surgery for acute
injury to the descending thoracic aorta, a malpractice lawsuit is filed against the
surgeon, the hospital, the emergency room physician, and others in at least
25% of the cases. These cases occur regardless of appropriate informed
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consent and use of standard operative techniques on a documented critically
injured patient in a life-threatening situation. The obvious result of this trend is
for emergency facilities to refuse to accept patients with complex, obviously
“‘litigious-prone”’’ injuries. Society then trades a paraplegia rate of 8% in such
lesions for a mortality rate of greater than 75% because of nonavailability of
surgeons and/or hospitals willing to accept the associated legal risks. We have
already seen this situation develop in the specialty of obstetrics, where many
physicians limit their practice to gynecology. In many communities a pregnant
woman may find it almost impossible to find an obstetrician, especially if the
pregnancy is high risk or she is new to that community.

Iatrogenic and missed thoracic injuries pose potential for lawsuit. At times,
such misadventures are not possible to avoid. Aggressive therapy is manda-
tory, and the time for a ‘‘fishing expedition’” workup is simply not available.

Summary

In a recently published textbook on trauma, Professor Charles Weigel points
out that the surgeon treating the victim of trauma usually begins with an
undesirable result and a patient looking for someone to blame his injury and
suffering. He further points out that a less than perfect result does not infer
malpractice, but rather most frequently reflects the extent and severity of the
initial chest injury. If an undesirable result did infer malpractice, 50% of all
attorneys involved in court cases would be guilty, because one side in all
lawsuits will be unhappy with the outcome.

Trauma is the leading cause of premature death in America. Thoracic trauma
produces significant death and complications. Both the injuries and techniques
of treatment are complex. The surgeon interfaces with medical legal facets in
almost every patient with thoracic injury. There must be understanding on the
part of the patient, the family, insurance companies, attorneys, juries, and the
general public that the complexities of thoracic injury are multifactoral. The
“villain® of the undesirable outcome may not be identifiable, may be a
combination of many factors and circumstances, or may be entities impervious
to litigation, such as alcohol, drugs, and excessive speeds.

A Legal Perspective
HAroLD L. HIrSH, MD, ID

Physician-Patient Relationship

The physician who undertakes the care of a patient with chest trauma is
confronted by a number of medical dilemmas and potential legal liabilities. All
of the legal, as well as medical implications as to the physician, arise as a result
of the physician-patient relationship.! The relationship is generally considered
to be a contractual one, although the contract is usually implied from the
actions of the parties and is not often expressed in contract terms. This is
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usually the case in a chest trauma situation, when the patient is brought to the
emergency room or trauma center.

Protecting Patients’ Legal Status

If the thoracic trauma is due to an accident, the physician has the duty to
acquire information that will help determine the causal relationship of the event
to the trauma or injury to the patient, whether it be a worker’s compensation
situation, an environmental accident, or personal injury. The physician has the
duty to acquire and preserve all the facts to protect the patient’s legal status.
Documentation and recordkeeping are necessary to comply with the require-
ment that the patient be protected in any claim for compensation as a result of
the chest trauma.

Successive Tortfeasor

The physician is also faced with the specter of being a successive tortfeasor.>
Under the law, the initial wrongdoer is usually responsible for all damages to
the victim, including losses due to negligent medical care. However, the
original wrongdoer is entitled to seek indemnification from a negligent physi-
cian for the amount of damages caused by the negligence, even though the
victim selected the physician. In a recent case, an automobile driver who
accidentally injured an individual was allowed to seek indemnity from the
physician who negligently treated the injured individual and aggravated {(1e
patient’s injuries. This is a situation in which physicians have been held liable
to a third party which involves the patient or the negligent professional
treatment of a patient injured by a previous wrongdoer or tortfeasor.

Negligence

The physician who is involved in the case of a chest trauma patient has to
recognize that because of the nature of the trauma, he is vulnerable to
committing an act of negligence that may later make him a defendant. He must
comply with the standard of care for the treatment of this problem. It is likely
that he will be judged according to a national standard. Negligence by the
physician/surgeon in this type of situation can be defined as the failure to do
something that a reasonable specialist in the field, guided by those considera-
tions that ordinarily regulate the conduct of a reasonably prudent specialist,
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