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Abstract :

This paper describes the design and experience of a new training program on drug informatics intended for phar-
macy students in their third year of study. As part of the program, we asked some community pharmacists to act
as either patients or physicians in a role playing session. During the session, students were asked to play the role
of a community pharmacist.

The contents of the program were as follows: (1) correct identification of commercially available products, (2)
gathering of drug information using the Japancse Drug Reference, PDR, USP-DI, MEDLINE, Web sites, and other
reference material for identification of medicine, (3) training in replying to certain questions using the collected in-
formation, (4) practical experience in communicating with patients, reviewing prescriptions for completeness, ask-
ing a prescribing physician for clarification regarding unclear area(s) in the prescription, collecting pertinent
information from patients, and counseling patients on proper administration. Through the training program, the
students acquire the knowledge and skills necessary for collecting information from drug information sources. They
also learn how to apply the collected information to patient care. After six months, questions were asked to fifty
students who took part in not only the above training program, but also in a didactic course on drug informatics
in their fourth year of study. Responses were obtained from all fifty students.

The results showed that in terms of drug information sources, more than 80% of students responded that
Interview Forms and Package Inserts were easily understood compared to other sources. As for professional respon-
sibilities in drug dispensing, more than 80% of students answered that the three steps involved in dispensing,

namely identifying a product, reviewing a prescription for completeness, and recording the patient’ s profile, were
easily followed compared to other steps.

Key words :

drug information, training program, pharmacy education
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Self medication can be defined as a
process by which the lay person acts
in his or her own behalf to detect and
to treat disease when it occurs using
non-prescription medications. For
example, consider the following true
case history:

Recently a 63 year old man came
to the emergency room with persis-
tent chest pain. Two days prior to
this time, he experienced six hours of
chest pain which eventually disap-
peared while watching television.
The following day when the pain re-
turned he treated himself by taking a
"handful’ of aspirin and by drinking
a large quantity of beer. This seemed
to stop the pain until about 4 o’clock
the following morning when he
awoke from sleep with much sharper
pain. This time he decided Lo come
the to emergency room rather than
attempt any further self-medication.
X-ray examination showed a large
lobar infiltrate

The definition of self-medication,
as illustrated in the above case,
raises several 1mportant issues.
First, a lay person - someone who 1is
not a physician, takes responsibility
for medical treatment. This raises
the immediate issue of training. Can
such a person be trusted to make the
correct diagnosis and select the ap-
propriate medication? For example,
the chest pain experienced by this pa-
tient could he confused with eso-
phageal reflux disease and although
a gastrointestinal problem can often
be treated safely with OTC medica-
tions, acute chest pain arising from
cardiovascular disease can be life
threatening. Secondly, the definition
implies that the individual who is se-
lecting the medication is also the

Self Medication: The Perspective from the United States

John F. Indiard] =

e

patient and is not, alternatively, ac-
quiring the medication for someone
else (e.g. a friend or relative who
happens to be ill). This may add an
additional element of danger if the
drug 1s intended for a child, elderly
parent or a pregnant spouse all of
who require special consideration
when taking medications. Finally,
we see in the definition, that pa-
tients generally seek information on
medications only when the disease
occurs and do not, as a rule, allow
much time to study their dilemma in
terms of a differential diagnosis or
alternative courses of treatment.
This suggests quick decisions that
have not been carefully considered
will be made to alleviate the problem
as rapidly as possible. For example,
in the case of this patient, his first
and only consideration was to relieve
his discomfort with an OTC pain-
killer along with a generous amount
of alcohol to further dull the senses.
Either of these choices could have
had serious consequences.

An important principle of pharma-
cology states that no medication has
only one effect. All drugs will have
both an intended therapeutic effect
as well as one or more undesirable
side effects. For any drug, safe and
effective use will depend on the edu-
cation of both the prescriber and the
patient. The purpose of this paper is
three fold: 1) to describe how the use
of non-prescription medications, spe-
cifically OTC products, may have
important pharmacoeconomic ad-
vantages 2) to describe some atti-
tudes on the part of US pharmacists
with respect to "switch’ OTC medica-
tions and 3) to examine the factors
that promote the wuse of self-
medication in the United States.
Finally, this paper will conclude by

emphasizing the benefits of OTC
medications can be safely obtained
only if accompanied by patient edu-
cation programs. Before addressing
these central issues, several facts
about OTC medications in the
United States should be pointed out.

Fact Number One about OTC Use
in the US: In 1997 it was reported
there were over a half million medi-
cations in the US  market.
Approximately 300,000 of these are
OTC products that contain only
about 1000 active ingredients®’. Since
apparently a thousand (active)
remedies can be packaged in about
300,000 ways, this implies a very
large number of potentially confus-
ing choices for the patient to con-
sider. This raises an important
question: 'Is the average citizen suf-
ficiently informed to understand the
differences between products and to
make an informed decision about
which product will best suit his or
her needs?’

Fact Number Two about OTC Use
in the US: Out of approximately 3.5
billion health problems, ahout two
billion are treated with an OTC
medication” . Thus most (57%)
health care problems are self-treated
rather than brought to the attention
of a physician.

Fact Number Three about OTC
Use in the US: About $1 trillion
was spent on health care in the US in
1997 but only $17 billion of this
amount was spent to purchase OTC
medications?’. This means less than
2 cents from every dollar was spent
on OTC medications so that it ap-
pears that in the US the majority of
health care problems (57%) are

#* PharmD, MS School of Pharmacy University of California, San I‘rancisco
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being treated with relatively few
dollars ($17 billion). These numbers
lead us to consider the first point re-
garding OTC use namely the connec-
tion between self-medication use and
pharmacoeconomic benefits.

FThe Pharmacoeconomics of
Self Medication using OTC
Medications

The goal of pharmacoeconomics is
to measure the efficiency of using
one drug product compared to an-
other. Whereas efficacy is a measure
of drug benefit in the setting of a
controlled clinical trial, and effec-
tiveness is a measure of the overall
benefit in the community, efficiency
asks the question about overall
worth. Although a medication may
have a dramatic clinical effect, effi-
ciency goes the next step to address
the size of the benefit with respect to
cost. A pharmacoeconomic analysis
of OTC drugs could address several
questions: 1) Does the use of OTC
drugs represent a savings of money?
In other words, how much money is
saved when a patient selects an OTC
product to treat a medical problem
mstead of seeing a physician? 2)
Does the use of OTC drugs represent
a saving in time? Time has a very
important economic value. An
acutely sick person may be able to
successfully treat a medical problem
more quickly by purchasing an OTC
drug instead of scheduling and keep-
ing an appointment with a physician
3) Can OTC medications when prop-
erly used enhance the quality of life?
As people become older and begin to
experience a variety of chronic dis-
eases, OTC medications may be able
1o bring comforts above and beyond
what is available from the usual care
provided by clinicians.

The Economic Meaning of Efficiency

Before  addressing the  issue
whether or not using OTC medica-
tions is a more efficient way to pro-
vide health care, it is important to
understand the concept of efficiency.
Assuming OTC medications are ef-
fective, what is the magnitude of the
improvement in health relative to
the amount of money invested in this
form of treatment? The theoretical
relationship between health care
costs and health benefits 1is

B fiE e Vol. 2 (20000
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Figurel: Developed nations like Japan and the US operate at point X, the high
end of the cost-benefit curve. To get more benefit without a large amount of addi-
tional cost, the curve must shift toward point Z rather than moving up the same
curve to point Y. The move toward point Z represents a move toward greater effi-
ciency. Self-medication with OTC remedies may represent such a move,

illustrated in the Figure 1. At first,
as costs rise, health benefits improve
at a steady rate but above a certain
level of cost the slope of the curve de-
creases. At this point very large in-
creases in costs are necessary to
obtain just a small increase in bene-
fit. For example, in the early years
of economic development in coun-
tries like Japan and the US, creating
a source of sanitary water had a
large health benefit for everyone.
The money spent to develop a clean
water supply undoubtedly prevented
a great deal of disease and saved
many lives. Interventions like this
and others (e.g. providing prenatal
health care for low income women)
that lie on the steep part of the curve
represent highly efficient use of
money. On the other hand, purchas-
ing expensive technology (e.g. MRI
scanners) or using expensive drugs
(e.g. drugs from recombinant ge-
netic technology) represent health
care operating on the more horizon-
tal part of the curve. Here large
amounts of money must be spent
just to save a single life. When large
investments of resources are neces-
sary to produce relatively small im-
provements in the overall health of
the population these interventions
represent a drop in efficiency.
Overall, Japan and the United States
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currently operate on the horizontal
part of the curve and must make the
difficult choice of whether to stay at
point X or move up the curve to
point Y where there is improvement
in outcome but at a very large addi-
tional cost. The question then be-
comes: 'Does the use of OTC
medications represent an alternative
choice?” To answer this question,
consider a new point (Z) which lies
off the curve.

The move to point Z requires
redrawing the curve to represent a
new, more efficient relationship be-
tween costs and outcomes. Rather
than moving along the horizontal
portion of the curve, we move verti-
cally such that the same cost now
provides new improvements in
health. If using OTC medications in
place of more expensive care repre-
sents a more efficient strategy, we
should see a shift in this curve
through some point like 7.

Does the Use of OTC Medications
Represent a Shift to Greater
Efficiency in Terms of Cost Savings?

In 1996 the Consumer Healthcare
Products Association (CHPA), an
association of US manufactures of
non-prescription drugs conducted a
study to measure the economic bene-
fits of sell-medication using OTC



drugs®®. Costs included the value of
wages and time lost from work, av-
erage costs for prescription and OTC
drugs and reimbursement policies.
The data were obtained by contact-
ing organizations such as govern-
ment and trade associations,
pharmacy and medical associations
and university professors. The report
included OTC categories that to-
gether comprised approximately
599 of the entire OTC market. These
categories included OTC medications
for: 1) allergy, cold and sinusitis 2)
heartburn and indigestion 3) minor
pain such as headache, arthritis and
backache and 4) dermatological
problems such as vaginal yeast infec-
tion, itchy skin and acne. The meth-
odology 1nvolved a mail survey
which asked consumers about their
perceptions of OTC drugs, and the
likelthood to use an Rx-to-OTC
switch product for minor health
problems. The study concluded that
the availability of OTC products
saved US consumers $20.6 billion
annually. At the same time, the re-
tail value of the OTC market in 1997
was approximately $14 billion.
Thus for every dollar spent on an
OTC product, the consumer saved
approximately $1.47 ($20.6 saved
/" $14 spent).

Although the use of OTC medica-
tions seems to represent a new level
of efficiency, these numbers do not
make clear who is actually benefit-
ing. For example, poor patients who
cannot afford to buy OTC drugs may
be worse off if they could obtain a
prescription medication for free
through government assistance pro-
grams. Also in countries like Great
Britain where the National Health
Service pays for prescription medica-
tions, shifting drug use from pre-
scription to OTC means a savings
for the government but higher costs
for the individual. On the other
hand, if the government saves money
on drugs, this may in turn benefit
the society as a whole or reduce the
need to charge co-payments for pre-
scription medications. Thus, al-
though shifting to OTC use appears
to represent a higher level of effi-
ciency, further studies are needed to
see if this benefit is evenly distrib-
uted throughout all segments of the
population.

R R Vol. 2 (2000

Does the Use of OTC Medications

Represent a  Shift to Greater
Efficiency in terms of Saving Time?

Several studies have shown that
the use of OTC medications may de-
pend on the level of education (peo-
ple with higher education tend to use
more OTC medications than people
with lower education). It has heen
suggested that the reason for using
an OTC is because highly educated
people tend to be high income people
who place a high value on time. To
these people self-medication with
OTC drugs takes much less time than
if they were to obtain the usual care
from a physician®’.

In the United States there is a
growing impatience with illness. The
culture demands that men and, espe-
cially working mothers, work in-
creasingly harder to be more and
more productive. These demands
make time off for illness a luxury
that only a few people can afford. In
addition, caring for a sick child can
be especially difficult under these
circumstances. These difficulties,
taken together with a high faith in
technology, may encourage parents
to self-medicate not only themselves
but also their children in order to
fulfill important business obliga-
tions that cannot wait for a later
time"’.

Can OTC Medications Buy a Higher
Quality of Life?

In the early days of medical sci-
ence, clinicians worked hard simply
to extend life. Now that those ef-
forts have largely succeeded, an im-
portant added goal of modern health
care is to allow us to live free from
discomforts and disabilities. In an
ideal sense, when the time of death
arrives, we would die very suddenly
and not because of repeated attacks
of ill health from chronic disease. In
reality, as we become older and begin
to acquire one or more chronic dis-
eases, a high quality of life becomes
more difficult to achieve. The use of
prescription drugs has certainly done
a great deal to extend life and relieve
suffering. But these powerful reme-
dies can also cause serious side ef-
fects and may not be appropriate for
minor aches and pains. On the other
hand, OTC medications which are
presumably safe enough to wuse
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without physician supervision, may
be boost quality of life whenever 1t
begins to sag. In this way, one goal
of self-medication is to allow the pa-
tient to treat himself in order to ob-
tain a quality of life above that
offered by a physician’s care.
Alternatively, some patients may
elect to remain in a lower quality of
life and avoid further medication. In
either situation, the decision to con-
trol the quality of life belongs to the
patient.

The Pharmacist's Attitude To-
ward ‘Switched” OTC Medica-

tions

The United States is one of the few
developed countries to have only two
classifications of drugs: prescription
and non-prescription. Many phar-
macy associations believe a 'third’
class of drugs, which would be super-
vised by pharmacists, 1s needed to
protect the public health. These asso-
ciations argue that 'switched medi-
cations may be too dangerous to use
without guidance for several reasons
including: 1) Patients do not pay
enough attention to directions and
warnings listed on the label. 2) The
number of elderly people is increas-
ing and this group will need special
attention to prevent side effects. 3)
If patients can buy drugs without su-
pervision, there will be no ability to
monitor compliance or to suggest
changes in life style (e.g. losing
weight). 4) Pregnant women and
their unborn child may be at high
risk for adverse drug effects and
should be carefully supervised.
However, other organizations such
as the American Medical Association
and the Consumer Healthcare
Products Association have argued
against the creation of a third class
on the grounds that such a move
would unnecessarily restrict access
of  medications to consumers.
Recently, US pharmacists have re-
sponded by suggesting that even a
"fourth’ class of medications should
be created that would initially re-
quire a physician’s prescription to
obtain the medication. After a phy-
sician’s diagnosis and after the first
prescription by the physician, the pa-
tient could have unrestricted OTC
access to the same medication if this
seemed appropriate to the pharmac-




1st®’. Thus although US pharmacists
generally support the idea of allow-
ing patients to have greater access to
drugs without a doctor’s prescrip-
tion, they do not favor the sale of
these products without some form of
supervision. Creating a ’third’" or
fourth’ category of medications
would allow some greater access
without  compromising  patient
health and safety.

of Self-Medication in the US

Factors that Promote the Use

Economic Pressures

The potential for consumers to
save money on a personal level and
escalating health care costs have had
major impacts on the national trend
toward greater self-reliance.
Consumers are well aware that the
use of self-medication saves not only
drug-related costs but also saves
money because of fewer physician
visits (e.g. it was estimated in 1991
that consumers saved more than $1
billion by not having to spend time
waiting to see a physician). Using
OTC medications can also save pub-
lic money as well. For example, a
study from the Massachusetts
Institute of Technology estimates
that even if only 2% of OTC users
decided to see a physician instead of
using self-medication, the annual
cost for patient office visits would
increase by 509%. Furthermore, since
more physicians would be required,
the society would need to invest an
additional $10 billion for medical
training®.

Societal Pressures

A national trend in the US toward
directing one’s own health care has
greatly encouraged the use of self-
medication. Some advocates of self-
care contend that self-medication is
a basic human right and that
Americans are capable of making
good decisions regarding their own
health. Tn addition, consumers see
these new medications as a product
of modern technology to which they
Want to have full access. Correctly
or incorrectly they believe all OTC
products have a low risk for toxic-
ty.

Some sociologists claim the de-
mand for self-care is a genuine social
movement and compare it to other

7
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movements such as women's rights
and protecting the environment.
Other sociologists argue that the de-
mand for self-care is not a social
movement because in order to fulfill
this definition there must be a
clearly defined political organiza-
tion. Both sides agree, however, that
all the elements for creating such a
movement now exist and that in the
future the demand for free access to
medications could become not only a
full scale social movement but per-
haps even a political revolution™.

Commercial Pressures

Since 1976 approximately 80 ingre-
dients or dosage strengths have been
'switched’ from prescription to OTC
status and the market for these
drugs reached all time highs in 1999.
But can this trend continue? The
OTC pharmaceutical industry in the
United States has succeeded in per-
suading the Food and Drug
Administration to switch only those
drugs that were easily approved. The
next group of drugs (those for cho-
lesterol reduction, osteoporosis, and
hypertension) will be much more dif-
ficult to switch because of issues
that were not as important for pre-
vious medications. Chronic problems
like hypertension and excess choles-
terol are referred to as 'silent killers’
and the issues of monitoring and
compliance become very important.
These issues may not be so impor-
tant when buying an OTC medica-
tion for a headache or fungal
infection, but when dealing with
chronic diseases they can become
critical to maintaining health.

The Place for OTC medications-
Can they be used safely and ef-
fectively?

As the populations of both the
United States and Japan shift in-
creasingly toward the elderly, the
availability of OTC medications
may represent an important means
of controlling health care costs. In
fact some experts suggest that the
most important factor in decreasing
health costs by the year 2007 will be
increasing self-medication and other
forms of self-care®. There are many
good pharmacoeconomic reasons and
numerous pressures from both soci-
ety and industry to provide more and
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more OTC products. But can this be
done safely? Can we trust the pa-
tient to act responsibly in his own
behalf or will we need close supervi-
sion by pharmacists?

Recommendations for Implementing
Broad Use of OTC Medications

1. We need to develop patient edu-
cation programs to teach the public
about medications that can be
bought OTC. The emphasis should be
on when to use OTCs and when not to
use them. This education campaign
should begin at an early age.
Pharmacists and doctors should take
primary responsibility directly in the
work setting, in schools and through
the media (i.e. television and radio).

2. We need to develop a method for
listing and tracking patient medica-
tion profiles that include OTC drugs.
This information should be easily ac-
cessible to all health care providers
so that these professionals can prop-
erly advise patients when they pur-
chase OTC medications.

3. We need to develop close com-
munication links between all health
care professionals to avoid sending
conflicting advice to patients about
selecting an appropriate OTC medi-
cation. This cooperation may also
extend to the development of com-
mittees that set policies regarding
OTC use.

Conclusion

The lure of self-medication, with
all of its benefits 1s almost irresisti-
ble. It is now common for pharma-
ceutical companies in the US to
consider duel status’ for their prod-
ucts so that prescription drugs can
be 'switched’ to OTC several years
before the patent expires. This bene-
fits the company (by being able to
capture the OTC market before ge-
neric companies can begin produc-
tion) and it benefits the patient if
the OTC product costs less. But this
flood of new and potentially danger-
ous chemicals puts added pressure on
health care professionals to be espe-
cially vigilant. The task of safe-
guarding the public could become
overwhelming unless safeguards are
put into place. Community education
programs, accessible and detailed pa-
tient records, and close communica-
tion among health care professionals



must take top priority. By doing so,
the important pharmacoeconomic
benefits of OTC can be enjoyed with-
out the worry of unnecessary added
risk.
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