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This paper discusses the concept of educational malpractice as a 
cause of prolonged patient morbidity equal in magnitude to medical 
malpractice. Statements by national groups sanctioning and urging 
increased patient education efforts are reviewed. An example of 
specially designed problem-oriented patient education materials is 
provided. Also described are the process of materials development, 
the concept of an “Educational Prescription,” the place for the 
“Educational Prescription” in problem-oriented medical records, and 
the value of hospital-based patient education as a cost-containment 
activity.

It is incumbent upon a physician to give 
such instructions as are proper and neces
sary to enable the patient or his nurses and 
attendants to act intelligently in the further 
treatment of the case, and a failure to do so 
is negligence which will render him liable for 
injury resulting therefrom.1

The purpose of this article is four
fold: (1) to note the statements of
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major health-care organizations re
garding their official policies toward 
patient education, (2) to review legal 
judgments about liability and patient 
education, (3) to draw attention to the 
frequently neglected area of medical 
practice — patient education, and (4) 
to present a new approach to the 
development of patient education ma
terials.

In May 1974, the American Hospi
tal Association (AHA) approved its 
“ Statement on the Role and Responsi
bilities of Hospitals and Other Health- 
Care Institutions in Personal and Com
munity Health Education.” 2 The in
troduction to that statem ent included 
reiteration from the previously pub
lished AHA statement on Provision of 
Health Services. It read in part:

. . .  .In order to encourage individuals to 
take care of themselves to the maximum 
extent possible, programs of education to 
teach people how to exercise this responsi
bility must be developed, conducted, evalu
ated, and maintained.

In the body of that statement, 
hospitals and other health-care institu
tions were admonished that they 
“have an obligation to  promote, orga
nize, implement, and evaluate health 
education programs.”

The AHA emphasized its feeling 
that such patient education could 
“ contribute to  im portant health-care 
goals, such as improved quality of 
patient care, better utilization of out
patient services, fewer admissions and 
readmissions to inpatient facilities, 
shorter lengths of stay, and reduced 
health-care costs.” They felt that “ sig
nificant (hospital) corporate commit
ment, including staff and financial 
resources, is essential.” They also en
couraged program development by in
dependent groups of consumers and 
professionals. The AHA statement in
cludes their opinion that “ financial 
responsibility for health education 
that is integral to the treatm ent and 
care of the patient is a legitimate part 
of the cost of caring for the patient. 
Health education, that is designed to 
maintain the good health of the com
munity at large and to prevent illness, 
should be viewed as a service to the
community. Such services are legiti-

2mate activities for hospitals . . . .
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Legal Precedence for Patient Educa
tion

In addition to the items cited in the 
quotation which begins this article, 
other acts or omissions relating to 
patient education may, if proved, re
sult in physician liability. The follow
ing passage from the American Law 
Review  also has specific relevance to 
this discussion: “ It is the duty of a 
physician to give instructions for the 
patient’s care and treatm ent, if neces
sary, and a failure to do so will render 
him liable for any injury resulting 
therefrom .” 3

While instructions to  inpatients 
and their nurses and attendants are 
discussed in a series of cases, the 
liability is no less, and perhaps more, 
in treatm ent of homebound patients. 
One such example is described in Miles 
vs Hossman:4 “The patient was at 
home in the country, some miles from 
the physician’s office, and being 
nursed by women w ithout nursing 
experience. The doctor knew of the 
situation, but failed to leave any in
structions or warning, visited infre
quently, made no repeated examina
tions, and failed to detect an infection 
in a wound, resulting in increased 
morbidity to the patient.”

The physician’s malpractice liability 
from prior precedent, the current liti
gious population, and the policy back
ing of organizations such as the AHA 
have led individuals and groups to  
increase patient education activities. 
Both have been supported in these 
activities by Medicare, a number of 
private foundations, and occasionally, 
state health department grants and 
Medicaid.

Tangentially, it should be noted for 
conceptual relevance that in 1972, the 
Massachusetts legislature passed a Spe
cial Education Law, Chapter 766, de
scribing the authority and responsibili
ty of the Department of Education in 
diagnosis and treatm ent of children 
having special educational needs.5 Of 
special interest is the description of a 
multidisciplinary core evaluation team, 
which includes private practitioners. 
Medicaid regulations specify that the 
evaluating physicians are responsible 
for ensuring the delivery of needed 
services and that this responsibility 
does not cease, nor is it discharged, 
until their recommendations are car
ried out and the problems resolved.6 
Translation of these ideas into adult

patient education may be cumbersome 
and difficult, but is possible.

Patient Education Activities
Individual teams, such as Drs. 

Young and Rardin in Asheville, NC, 
have reported7 on the favorable results 
of educating their private rheumatoid 
arthritis patients taking antimalarial 
therapy. They have devised their own 
educational materials to  specifically 
meet the needs of the patients. The 
major purpose of the education is to 
inform the patients of possible adverse 
side effects, so that they will discon
tinue use of the drug before they 
sustain any irreversible side effects.

On a more comprehensive, state
wide scale, the Rutgers Medical School 
Office of Consumer Health Education 
has maintained a program since Sep
tember 1972, under the direction of 
Anne Somers.8 This program has edu
cated thousands of students, uses near
ly 100 physicians and other profes
sionals as teachers, and functions with 
the assistance of a large Advisory 
Council, including representatives of 
the state medical society, hospital as
sociation, and nurses association.

A New Source of Liability: Education
al Malpractice

Standard liability from errors in 
medical judgment or procedure is only 
one aspect of the malpractice problem. 
A second form of liability may be 
educational malpractice. In an original 
work on the subject,9 Stewart defines

a series of educational malpractices 
some of which are briefly described in 
Table 1. These malpractices relate spe
cifically to  secondary school and 
college-level situations, but given a 
legal precedent in which any “stu
dent” (in the generic sense) has suc
cessfully brought suit against a “teach
er” or educational system, then the 
relevance of these conceptual remarks 
increases markedly.

As a result of the belief that avoid
ance of educational malpractice (EM) 
is im portant when designing informa
tional materials (irrespective of the 
legal implications), each EM has been 
considered vis-a-vis the creation of a 
new patient inform ation segment. Ta
ble 1 matches each of Stewart’s EMs 
with a short summary statement de
scribing how each EM was avoided in 
designing problem-oriented patient in
formation materials.

There are some interesting parallels 
between the attitudinal set of many 
teachers in regard to certain students, 
and that of physicians and allied 
health professionals toward educating 
patients. Some of these are cross- 
cultural (“Patients won’t understand, 
so why tell them anyway.” ); some 
grow out of the God-like syndrome 
(“ Only a doctor should know certain 
things.” ); and some have their roots 
partially in reality (“We could teach, 
but we don’t really have the time and 
even if we take the time, we will not 
get paid for it.” ). One approach 
(which avoids these barriers to initia
tion of a patient education program) is 
to reject all excuses for why patients 
are not educated by health profession
als; assume that it m ust be done as a 
therapeutic and cost-containment mea
sure, create the materials avoiding EMs 
as described, provide the time and 
manpower, and charge a reasonable fee 
for the service provided.

Patient Education Project
With the ideas of both medical and 

educational malpractice in clear relief
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and with recognized institutions, such 
as the AHA and AMA, on record as 
favoring patient education, a design 
project was undertaken in early 1974, 
by a team including a nurse practi
tioner, an internist, two pharmacists, 
and a doctor of education. Each seg
ment of educational materials was 
structured in a form at described by 
Easton10 as Problem-Oriented Patient 
Care Instruction. This material has two 
major aspects:

1. Problem-Finding: The substance 
of the material is inform ation which 
will help patients find problems (ie, 
help patients identify whether they are 
getting worse because of disease pro
gression, lack of therapeutic efficacy, 
or other causes).

The substance is further divided 
into subjective inform ation which only 
the patient can detect (eg, pain, nau
sea, dizziness) and objective informa
tion which others could verify about 
the patient (eg, patient looks pale or 
sweaty).

2. Problem-Solving: The style of 
the material forces the patient (or 
those helping him) to  synthesize the 
Subjective information (eg, feels more 
chest pain, weaker, short of breath and 
dizzy) with the Objective data (eg, 
appears pale, sweaty, and is vomiting) 
together into an Appraisal (eg, patient 
is worse, medicine must not be work
ing properly, and patient requires med
ical assistance). The final step suggests 
elements of an initial Plan upon which 
the patient should embark immediate
ly (eg, Take two nitroglycerin pills and 
call the physician immediately.)

An example of problem-oriented, 
patient educational therapy material 
on chest pain (angina pectoris) is given 
in Table 2. Note that each of the four 
steps: (1) Subjective, (2) Objective, (3) 
Appraisal, and (4) Plan (SOAP) is 
identified and defined for the patient 
in a short paragraph. The initial por
tion of each paragraph defines the step 
itself and part of the problem-solving 
sequence. The remainder of the step 
provides the problem-finding sub
stance, upon which the patient’s deci
sion will be based. The patient (or 
“helper” accompanying him) is given 
this written material to keep. The 
instructor reviews the material verbally 
with the patient and the “helpers” 
responsible for his continuing care.

Pictures are drawn when necessary. 
Finally, the instructor seeks feedback

from the patient and “helpers,” and 
clarifies misunderstandings or miscon
ceptions before ending the session.

The language is kept simple and 
unsophisticated. The patients may re
turn or phone in for repeated instruc
tion and may request (or copy for 
themselves) additional or replacement 
copies of the information. Instruction 
continues during repeat patient con
tact to ensure either complete reten
tion (where relevant and possible), or 
to ensure that the patient is keeping 
the printed information available at all 
times.

Evaluation of success is based upon 
patient behavior (Does he keep the 
handout?), patient problem-finding 
knowledge (Are post-education scores 
higher than scores on the pre
e d u c a t io n  test?), patient under
standing of problem-solving approach 
to his own care (Can the patient 
reiterate the SOAP sequence and de
fine each step?), and patient satisfac
tion. Each of these criteria, except the 
last, is objective, and may, therefore, 
be assessed by any of the instructors.

Educational material reviewing ap
proximately 73 different problems and 
medications has been prepared, using 
this problem-solving style with the 
a p p r o p r ia te  problem-finding sub
stance.

The Educational Materials Develop
ment Process

Accepting the necessity of patient 
education, the questions then become: 
How does one develop the educational 
materials? Who should be involved? 
What sort of people, and from which 
disciplines, are required in the develop
mental process? The answers to these 
and other relevant questions are dis
cussed by Waldron.11 He outlines the 
services and capabilities, structure, 
staffing, position descriptions, space, 
and equipment requirements of an 
instructional development unit whose 
specific purpose would be to design 
educational materials for “health sci
ence educational institutions.” Al

though his comments are specifically 
directed to medical schools, the con
cepts can be easily adapted by inter
ested patient education groups to their 
own needs. Waldron describes an 
eight-step process which includes: (1) 
definition and analysis of the instruc
tional problem; (2) organization of 
management resources; (3) identifica
tion of behavioral objectives and per
formance measures; (4) specification 
of methods; (5) construction of proto
types and evaluation design; (6) try 
out of prototype; (7) analysis of try
out results, and (8) decision concern
ing subsequent steps. The monograph 
is not intended to provide an in-depth 
understanding of the process, but with 
its modest bibliography it provides an 
adequate starting point for the in
terested reader.

The Concept of an "Educational Pre
scription"

Ideas are worth more if they can be 
understood as part of the existing 
system. The objective of the following 
brief discussion is: (1) to demonstrate 
how patient education can be viewed 
in terms of the “ diagnostic-therapeutic 
model” so familiar to medicine, and 
(2) to suggest how patient education 
can and should be integrated into the 
overall patient-care milieu. An inpa
tient model will be used, but as noted 
above, outpatient models have obvi
ously been in use for some time.

Normally, patients present with 
medical problems, are diagnosed and 
treated. If the problem is acute and 
the therapeutic plan is correct, the 
problem may be cured rapidly. If the 
problem is chronic, the plan may only 
control it. In either the acute or 
chronic situation, we would not ex
pect the patient to be discharged from 
care until the problem has been cured, 
or at least controlled. In the latter 
case, the patient may still not be 
discharged, but referred to others for 
continuing care, observation, and re
peated evaluation. If medical diagnosis 
and treatm ent, and continuing care, 
observation, and evaluation are the
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Table 1. Educational Malpractices to  
M aterials*

A vo id  When Designing Patient Education

Educational M alpractice Ways To Avoid

EM-1: R equiring students who are 
illite ra te  to  learn from  the w ritte n  
w ord alone.

Use handouts (w r it te n ) , explained 
(verbal) to  the patient, responsible 
fa m ily , or friends by a health educa
tor-professional, use pictures (visual) 
where appropriate.

EM-2: Using sophisticated materials 
fo r lay, disadvantaged, or unsophisti
cated students.

Use simple language, or local jargon 
or colloquia lism , and an unsophisti
cated, personal approach to  patients.

EM-3: Prom oting a student when he 
has no t learned the material (eg, 
te lling a pa tien t something once and 
discharging h im ).

A llo w  patients to  re turn or call as 
needed fo r  re-instruction, question- 
and-answer sessions, or a replacement 
copy o f lost instructions.

EM-4: Grading "o n  a curve" so th a t a 
certain percentage o f students fa il.

Set the objective tha t 100 percent of 
the patients (or fam ilies) w ill know 
(or have available) 100 percent o f the 
in fo rm ation  we give them. ( I t  is 
inconceivable tha t we would pur
posely " fa i l "  a pa tient in a "cou rse" 
where his own health and life are at 
stake).

EM-5: Requiring a student to  pay fo r 
and retake an entire course, when he 
has o n ly  failed to  learn a small part 
o f the material.

Test the pa tient fo r educational de
ficiencies and review on ly those w ith  
him (see EM-3 so lu tion).

EM-6: Teaching one th ing and testing 
fo r another.

Use the same materials to  teach and 
test the patient. This is like giving ou t 
the "F in a l E xam " at the start o f the 
course.

EM-7: Punishing a student caught 
w ith  a copy o f the test ( it  is presently 
considered wrong fo r  a student to  
fin d  ou t w hat he o r she is supposed 
to  learn).

(See EM-6 so lu tion).

EM-10: Teaching students facts and 
how to  in te rpre t s ituations based on 
those facts, bu t testing w ith  m u ltip le  
choice questions.

Teach patients facts about the deci
sion-making process, then verbally 
testing them fo r  the ir a b ility  to  de
scribe the decision-making process. 
The factual handouts are organized in 
a decision-making sequence.

EM-14: R equiring students to  learn 
in fo rm ation  by a given date and 
assuming all students learn at the 
same rate.

A llo w  patients an un lim ited  tim e 
(w ith  repeated exposure) to  learn 
100 percent o f the in fo rm ation.

EM-20: Giving up on teaching w ith 
o u t  t r y in g  d i f f e r e n t  teaching 
methods.

Use verbal, visual, and w ritte n  m eth
ods o f presentation; use fam ily  mem
bers or friends to  re inforce o r ex
plain.

EM-25: Basing the student's progress 
on a subjective (prejudiced) view by a 
teacher, especially when the evalua
tion  is m ore an ind ica tion  o f w hich 
teacher is doing the evaluation than 
what the student is able to  achieve.

Assume all patients, regardless o f 
race, national orig in , a b ility  to  pay, 
or other criteria  can learn, given 
proper tim e and instruction ; do not 
assume tha t "c lin ic  patients can 't 
learn" or "pa tien ts shou ldn 't be 
taught because they w ill m isapply the 
knowledge."

’ Adapted fro m  S tew art1 0

norm for acute or chronic medical 
problems, and if ignorance may result 
in a prolongation of morbidity and/or 
mortality from the original medical 
problem or its therapy, then it would 
seem logical to  conclude that educa
tional diagnosis and treatment, and 
continuing care, observation, and eval
uation are of equal importance to their 
medical counterparts.

The analogy between medical and 
educational diagnosis and therapy may 
be extended further to arrive at the 
concept, new to some, of the “Educa
tional Prescription.” In the problem- 
oriented medical record, there are spe
cific places for the Educational Pre
scription in (1) the primary work-up 
of the patient, (2) the initial plans, and 
(3) the subsequent details of care 
documented in the daily progress 
notes. Table 3 shows the format of a 
problem-oriented progress note, its 
plan and subcomponents as originally 
suggested by Weed and as modified 
to more accurately portray the inclu
sion of educational diagnosis and ther
apy.

The logical application of the analo
gy, not often applied to patient-care 
situations, would dictate that the nor
mal admission and the subsequent care 
process should be modified to parallel 
a sequence similar to  the following: 
(1) a patient with a medical problem is 
admitted to the hospital; appropriate 
medical diagnostic and medical thera
peutic activities are begun; (2) the 
patient’s medical condition stabilizes; 
(3) soon after the patient’s condition 
stabilizes and components of his/her 
medical disease and medical therapy 
are assessed, an educational diagnosis 
is made and educational therapy be
gun; (4) efficacy of both medical 
therapy and educational therapy are 
assessed and reassessed at appropriate 
intervals; (5) the patient is considered 
ready for discharge only when medical 
problems are controlled by medical 
therapy and educational problems (ig
norance) are controlled by educational 
therapy, since failure of either medical 
or educational therapy could result in 
disease recurrence or exaqerbation 
(prolonged or recurrent), costly hospi
talization, morbidity and/or mortality; 
and (6) after discharge the patient 
is referred to a source of educational 
therapeutic assistance and medical 
therapeutic continuing care (probably 
at the same site, but not necessarily)-
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Table 2. Angina Pills (N itro g lyce rin , etc) P atient Educational Material 

Step 1.
Things on ly you (the pa tient) cou ld  know  about w hat th is drug does to  you : how i t  makes you feel, how fast it  w orks, if  it  helps you if 
it makes you feel worse, when you take it ,  when you d o n 't take it .  These are all things yo u r d o c to r w ill w ant to  know  about. Th is is 
called Subjective In fo rm a tion . Know ing th is in fo rm ation  w ill help him  decide w hether you should con tinue the m edicine o r not:

Do you get th robb ing  headaches, flush ing o f yo u r face, o r feel d izzy a fter you take you r angina pills? (This may go away a fte r you 
have used these p ills  fo r  a few  days).

Do you get d izzy when you stand or sit up suddenly?

How many o f these p ills  do you  take each day? Or, how many do you have to  take a week? W hat is the m ost n itro  you have ever had 
to use in one day? When was tha t?  W hy d id  you have to  use so many?

Do they relieve yo u r chest pain in a m inu te  or tw o? Do you ever take tw o  o r three p ills  to  relieve one episode o f chest pain?

Have you had chest pain tha t lasted longer than a few  m inutes and was not helped by yo u r angina pills?

Have you ever had chest pain and shoulder, arm , o r neck pain all at once?

Do you perspire (sweat) a lo t when you have chest pain?

These are things you  should te ll yo u r docto r.

Step 2:
Sometimes othe r people  w ill te ll you  things they notice about how  you look or behave when you are taking certain medicine. You m igh t 
not notice these things about yourse lf. Someone else may have to  te ll you before you notice them. Th is is called Objective In fo rm a tion .

Have other people noticed how  o ften  you  seem to  have chest pain?

Do they notice tha t you r angina p ills  help you qu ickly?

Have they noticed th a t you  looked pale or grey, o r th a t you perspire a lo t when you have chest pain?

What other things in Step 1 have they noticed?

Step 3:
After th ink ing  about Steps 1 and 2, you should come to  some conclusions about w hat you th in k  is going on. Th is is called you r 
Appraisal o f w hat the drug is doing:

Is the medicine making you feel better?

Is it  making you feel worse even though you are taking i t  ju s t the way yo u r do c to r to ld  you to?

Is it doing w hat it  is supposed to  do?

Is it  causing you problem s th a t you did no t have before taking it?

Do those problem s go away when you stop taking it?

Step 4:
Once you have decided w hat you th in k  is going on (your A ppra isa l), you should have a Plan. You should stick to  the Plan exactly so you 
can tell you r d o c to r w hat you  have done if  the Plan doesn't w o rk . T ha t way he w ill know w hat you have already done and w ill be able 
to suggest things w hich may w o rk  be tter. Y o u r Plan fo llow s:

Take these p ills  exactly  as you r do c to r has to ld  you to  take them.

Keep you r p ills  w ith  you  at all times.

Never take you r p ills  ou t o f the ir orig inal bo ttle . Make sure you keep the b o ttle  top  tig h tly  closed between usage. Do not let these 
pills get ho t and do no t leave them in the d irec t sun light (they may lose the ir strength).

If you have chest pain: s it dow n , pu t a n itro  p ill under you r tongue and w a it tw o m inutes. I f  the pain has not gone away in tw o 
minutes, pu t another n itro  p ill under yo u r tongue. A fte r the second n itro  p ill w a it tw o  m inutes. I f  the pain does no t ease o ff  or begin 
to go away o r if  the pain continues to  get much worse, have someone n o tify  you r do c to r im m ediate ly.

The purpose o f th is  in fo rm ation  is to  help you understand yo u r medicine be tter, to  help prevent side effects w hich may make you 
worse and to  help you recognize these side effects ( if  they do happen to  you) so you can do something about them qu ick ly .

If you have suggestions about how  we can make th is  in fo rm ation  more he lp fu l, please f i l l  ou t the evaluation sheet.

Thank you.
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Table 3. P roblem -Oriented Progress 
Note Formats: T rad ition a l and M o d i
fied

" T it le  o f P rob lem "

Subjective:
How the pa tien t feels

Objective:
Factual data about the problem  

Appraisal:
W hat we th in k  is going on given the 
subjective and objective data

Plan:
W hat to  do about the problem 

Diagnosis:
Diagnostic plan subcom ponent 
Therapy:
M e d ic a l the rapeutic  subcom
ponent
Patient Education:
Educational subcom ponent

or

Plan:
Diagnosis:
Medical and educational 
Therapy:
Medical and educational

The hospital could be the place in 
which patients could obtain the major
ity of “educational prescriptions” for 
a number of reasons: (1) it could serve 
both inpatients and outpatients; (2) 
nursing service personnel (RNs, LPNs), 
or other employees, could be taught 
necessary skills in order to  deliver 
educational prescriptions (in addition 
to their present delivery of medical 
prescriptions); (3) given that the ser
vice is viewed by third parties as a 
legitimate activity, the costs involved 
in delivering it could be recouped, thus 
creating a source of income to con
tinue, expand, and perfect the service 
and its educational offerings; and (4) 
the educational service might function 
as a cost-containment measure from 
three points of view: reduction of 
hospital and physician liability in
surance premium costs; reduction of 
the number of rehospitalizations of 
discharged inpatients due to educa
tional deficiencies leading to recurrent 
morbidity; and reduction of the num
ber of unnecessary new admissions of 
outpatients due to  educational defi

ciencies leading to  new morbidity 
which could have been prevented by 
education.

Conclusions
People provide service for which 

society dictates there is a felt or real 
need. When a service for which there is 
a felt need does not take place, the 
legal profession will claim negligence by 
the party felt to be responsible for 
providing the service. Providing the 
service should decrease the to tal liabili
ty.

People do what they have been 
trained to do. In the absence of 
courses in educational technology in 
our schools of medicine and the allied 
health professions, there is no reason 
to believe health professionals have, or 
will soon acquire, the skills to  ade
quately diagnose and treat patients’ 
educational problems. Neither is it 
apparent why they should acquire 
these skills, given the excellence of 
available professional educators.

People do what they are paid to  do. 
In the absence of general reimburse
ment for patient education per se, 
there is no reason to  believe that the 
majority of health professionals will 
voluntarily choose to  spend their time 
in financially unproductive pursuits, 
developing new materials, or adminis
tering those now available. Grocers do 
not order food they cannot sell, nor 
do they give away the products on 
their shelves.

People do what they are conceptu
ally prepared to  do. In the absence of 
a concept, clarifying the essential diag
nostic and therapeutic similarities be
tween organic medical problems and 
functional educational problems, dis
ease and “ignorance” respectively, no 
action should be expected to: (1) 
create patient education development 
groups; (2) institutionalize patient ed
ucation activities; (3) educate patients 
on a broad scale; nor (4) reimburse the 
professionals in health and educa
tion for doing this on a significant 
scale, especially at the private practice 
and community hospital level. People 
need a conceptual framework within 
which to accomplish most tasks on 
any broad scale.

If the consequences of not meeting 
the growing demand for education are 
recognized by society, and if there are 
professional educators available and 
willing to  collaborate with physicians 
and a reimbursement system which 
views patient education as a valuable 
service with cost-containment advan
tages, then involvement of medical and 
allied health professionals would be 
more easily accomplished. Future ef
forts to organize patient education 
should maintain an awareness of these 
factors and their implications for med
ical, educational, and allied health 
disciplines and the communities of 
patients which they are supposed to 
serve.
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Book Excerpts

The fo llow ing artic le  has been selected by 
the Publisher from  its new book, Legal 
Medicine 1976, edited by C yril H. W echt, in 
the hope that i t  w ill have im m ediate useful
ness to our readers who otherw ise m igh t not 
have had access to  it.

Physicians' Liability for Failure 
to Anticipate and Control Reac
tions and Interactions Precipi
tated by Prescribed or Adminis
tered Drugs

James J. Junewicz, Esq

Side effects in the use of drugs are 
an old story. Practically every useful 
drug causes with its administration the 
danger of one or more side effects.1

No drug is absolutely safe. If it 
were, it perhaps would not cure any
thing.2

I. Introduction
The anticipation, control and pre

vention of reactions and interactions 
among prescribed and nonprescribed 
drugs is a primary goal of our national 
health care policy.3 Any adminis
tration of drugs, however well-inten
tioned, may precipitate a wide range 
of adverse consequences, including 
death.4 As indicated by the Per- 
manente Medical Group of Oakland, 
California:

Undesirable effects of drugs present a real 
threat to health and a substantial burden to 
medical practice. Recent studies have shown 
that about four to six percent of hospital 
administrations are due to adverse drug 
reactions and about 10 percent to 18

percent of hospitalized patients experience a 
drug reaction before discharge. While many 
reactions are mild and temporary, a substan- 
tail number are seriously disabling and life 
threatening.5

The medical profession has tried 
diligently in the past decade to elimi
nate complications arising from the 
adverse response of patients to drug 
reactions and interactions.6 Physicians 
and hospitals alike have called for a 
heightened awareness of the problem.7 
In addition, the looming spectre of 
legal action by aggrieved patients or 
their legal representatives, qua plain
tiffs, has stimulated the anticipation, 
control and prevention of drug reac
tions and interactions.

The purpose of this paper is to 
compare the advances of medical tech
nology with respect to  drug reactions 
and interactions with the growing 
recognition by the courts of the physi
cian’s duty to  anticipate, control and 
prevent drug reactions and interac
tions. In other areas of medical treat
ment, the law — from the commanding 
perspective of Mount Olympus — has 
subjected the conduct of physicians 
and hospitals to the most severe scru
tiny. The law has required physicians 
to use “reasonable care and skill for 
the safety and well-being of the pa
tient,” 8 and from that springboard, 
has imposed liability for a variety of 
activities common to the physician- 
patient relationship. This paper will 
develop the thesis that the law sur
rounding medical malpractice is, as 
currently stated, Amt of step with 
advances by the medical profession to 
curb drug reactions and interactions. 
The upshot is the failure of the law to 
guide physicians with consistency and 
specificity regarding their legal duties 
when they prescribe or administer 
drugs, and to regulate their conduct to 
deter otherwise avoidable drug reac
tions and interactions.

Certain terms merit definition. 
Drug “reactions” are actions of a drug 
other than the anticipated pharmaco
logical effect.9 Drug reactions are dis
tinguishable from “side effects,” a 
term frequently used to denote effects 
of a drug apart from its intended 
therapeutic effect, for example, the 
drowsiness produced by an antihist
amine drug used in treating hay fe
ver.10 Reactions are more severe than 
“side effects,” and more drastically

counter the intended therapeutic pur
pose.

Drug “interactions” are pharmaco
kinetic events occurring when one 
agent alters the absorption, distribu
tion, biotransform ation (metabolism), 
or excretion of another agent.11 An 
editorial in the Journal o f  the Am eri
can M edical Association defined 
“interaction” more specifically when 
it stated that an interaction is a 
“pharmacologic response that cannot 
be explained by a single drug but is 
due to two or more drugs acting 
simultaneously.” 12 The editorial iso
lated two kinds of interactions — toxic 
and indirect. An indirect interaction is 
the interplay between two drugs in a 
way that alters the pharmacologic ef
fects of one or both of the drugs,13 
presumably without harm to the pa
tient. A toxic interaction results in 
harm to the patient.

A frequent manifestation of adverse 
reactions or interactions is anaphy
laxis. Anaphylaxis is an acute reaction 
which may range from mild, self
limited symptoms to a grave medical 
emergency, characterized by a massive 
release into the cardiovascular system 
of allergic mediator substances, espe
cially histamine, a slow reactive sub
stance of anaphylaxis, as well as com
plement fractions such as anaphyla- 
toxin. These substances cause general
ized vasodilatation and urticaria, in
creased vascular permeability, bron- 
chospasm, and epiglottic edema.14

This paper shall compare the atten
tion paid to drug reactions and inter
actions by the medical profession and 
the courts, for the purpose of illumi
nation the deficiencies of present gen
eral negligence standards in dealing 
with this im portant national health 
care problem. Accordingly, Part Two 
shall discuss the medical advances 
made by segments of the medical 
profession in the anticipation, control 
and prevention of drug reactions, and 
the specific directives made by the 
medical profession in the anticipation, 
control and prevention of drug reac
tions and interactions, and the specific 
directives made by the medical profes
sion to its practitioners. Part Three 
shall look to the law now patrolling 
the area and evaluate the behavior of

Continued on page 282
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the courts in regulating the adminis
tration of drugs with consistency and 
predictability. Finally, Part Four of
fers some of the writer’s own ideas 
regarding the response of the courts to 
the problems of drug reactions and 
interactions. Part Four suggests that 
the concept of “ specific duties” upon 
the physician is ideally suitable to 
malpractice actions concerning adverse 
reactions and interactions.

II. The Progress of the Science
Medical Advances in the Anticipation, 
Control and Prevention o f Adverse 
Drug Reactions and Interactions

There is clearly little basis for any 
attack upon the analytical approach of 
the courts in dealing with medical 
malpractice surrounding the reaction 
and interaction of drugs unless medical 
science has demonstrated a capability 
to achieve greater safety in the area. 
Accordingly, Part Two shall identify 
the scope of the problem presented by 
drug reactions and interactions and 
outline the success of a segment of the 
medical profession in anticipating, 
controlling and preventing adverse re
actions and interactions.

A. The Increase in the Num ber o f  
Drugs Has Increased the Num ber o f  
Possible Reactions and Interactions. 
The number of drugs available to 
physicians for prescription has dra
matically increased in recent years.

Of the number of drugs in use in 1961, 95 
percent were unknown 25 years ago, 90 
percent were unknown 15 years ago, and 50 
percent were unknown 5 years ago.15

As the number of drugs increases, 
the number of drug reactions increases 
geometrically.16

It is likely that the introduction of many

new potent therapeutic drugs during the
past decade has increased the risk of drug 

17reactions.

As the result of the introduction of 
new drugs, the United States Public 
Health Service estimated that 1.3 
million adverse reactions occur annu
ally.1 8

Medical researchers have success
fully isolated these reactions and iden
tified their causes.19

The number and possibility of drug 
interactions has also increased in re
cent years. This increase is attributable 
to the increase in the number of drugs 
available for prescription, causing a 
fortiori a geometric increase in drug 
interactions, and the growing tendency 
for physicians to prescribe several 
drugs to attack a single infection or 
disease.

With the increasing use of multiple thera
peutic agents it has become increasingly 
clear that the pharmacologic action of a 
drug may be qualitatively altered in patients 
receiving other drugs. Antibiotics may inter
act with unrelated nonantibiotic drugs and 
the result may be the increased or decreased 
activity of the antibiotic or other drug. Two 
antibiotics may be administered in order to
(1) delay emergence of resistant organisms;
(2) treat mixed or undiagnosed infections; 
or (3) to enhance the rate of bacterial 
infection.20

A survey done at two of the largest 
university medical center hospitals in 
the country revealed that the average 
patient in the hospital received in 
average of 9.2 drugs during that hos
pital stay.2 1

B. M ed ic a l Technology Has 
Recently Devised Effective Ways to 
Anticipate, Control and Prevent Drug 
Reactions and Interactions. Despite 
their increasing number, medical tech
nology has assiduously detected drug 
interactions among prescribed drugs 
and has proliferated detailed literature, 
usually in short form, through its 
professional journals.22

In te rac tio n  between prescribed 
d rugs and over-the-counter med
ications has also been investigated by 
medical researchers.22

It has been repeatedly documented that 
interaction o f drugs may occur during self- 
medication . . .  As the number of drugs 
taken concurrently by an individual in
creases the number of adverse side effects 
increases in a geometric fashion. A number

o f over-the-counter drugs and foods may 
interfere with the gastrointestinal absorp
tion o f potent prescription drugs. For ex
ample, combined administration of antacids 
or milk products with a tetracycline anti
biotic causes erratic and incomplete gastro
intestinal absorption of an antiinefective 
drug since tetracyclines form a complex 
(chelate) with the multivalent calcium, mag
nesium, and aluminum found in antacids or 
with calcium in milk.23 (Emphasis added).

The phenom enon of “potentiation” 
has also received the critical atten- 
tionof the medical profession. Poten
tiation refers to the accentuation of 
the effect of one drug by another, so 
that if one drug is given, the amount 
of the other drug should be re
duced.24 For example, a recent dis
covery is that the antimicrobial re
action of neomycin on staphylococcus 
aureus is potentiated by the drug 
theophylline and ordinary caffeine.25

Dr. Monroe Trout has further dif
ferentiated between those interactions 
that are merely additive, viz. caffeine 
and neomycin, and those that are 
synergistic, referring to  the catalytic 
effect of one drug on another, pro
ducing a third, alien substance, sig
nificantly more dangerous in effect.

Very early in the pharmacologic game, this 
(synergism) was shown with the interaction 
of cocaine and adrenalin. We know that if 
you give a patient cocaine his blood pressure 
will stay just about the same or be slightly 
elevated. If you give the same patient 
adrenalin, his blood pressure will go up to a 
certain point. I f  you administer the two 
together, the patient’s blood pressure will go 
up four times higher than when you ad
minister the adrenalin alone.26 (Emphasis 
added.)

The possibility of drug interactions 
has also increased in recent years. 
Interaction is not the exclusive charac
teristic of prescription drugs, since 
certain antibiotics interact with over- 
the-counter drugs such as aspirin and 
common substances like caffeine. 
Interactions may be additive, miti
gating or exacerbating the effect of a 
drug, or synergistic, creating a new 
substance or heightened potency. The 
new substance created by synergism 
has discreet physical properties, often 
far more drastic physiologically than

Continued on page 297
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