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THE COMPREHENSIVE APPROACH TO PATIENT CARE

Although the concept of active placebos is
appealing, its application is limited to the
study of active drugs the side effects of
which can be mimicied by the active pla-
cebo.

Limitations of the Double-Blind Pro-
cedure. The use of the double-blind pro-
cedure decreases the possibility of an er-
roneous conclusion that a drug is effective
when it is, in fact, ineffective. However,
the double-blind procedure may result in
incorrect conclusions about the effective-
ness of drugs. This comes about for statis-
tical reasons such as using too small a
sample or inappropriate randomization or
matching procedures, psychometric rea-
sons such as using measures which do not
adequately differentiate responses, and
methodologic reasons such as staff bias in
evaluating results. j

Some investigators believe that objec-
tive experiments do not exist. This has
prompted the suggestion that every ex-
periment should be done by an enthusiast
and a skeptic and that the investigator’s
bias about expected results be specified in
the paper. Various suggestions have been
offered concerning how to make method-
ology more sound and foolproof. Cer-
tainly, there is room for improvement.

Triple-Blind Procedure

The triple-blind procedure (a term more
euphemistic than descriptive) has been
used in two ways. Some investigators have
attempted to exclude or minimize placebo
effects by conducting a preliminary study
with placebos. Subjects who respond to
placebo are then excluded from the defini-
tive study which follows. Unfortunately,
because placebo responses are inconsis-
tent, nonplacebo reactors in the prelimi-
nary study may develop placebo responses
in the definitive study. A second use of the
term refers to the “‘blindness” in the as-
sessment of study results. An independent
assessment team, unaware of study design
and procedures, administers tests of thera-
peutic efficacy. j

IMPLICATIONS

Therapy- will be impaired. if physicians
are unaware of placebo effects. Therapeu-
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tic effects will be attributed to specific pro-
cedures, which, unknown to the physician,
are caused by placebo effects. The thera-
pist’s credulity about the efficacy and spec-
ificity of the procedure will be incorrectly
augmented, and the therapist may be en-
couraged to use one technique for all
patients. Therapists who rely on one tech-
nique may be unable to treat many
patients, some patients may be harmed
because of inappropriate treatment, and
specific indications for a therapeutic pro-
cedure will be confused. Awareness of pla-
cebo effects will enable physicians to bet-
ter evaluate the effects of therapy,
contribute to the development of more
flexible and appropriate procedures, and
make therapy more comprehensive, re-
sourceful, and effective. The recognition
that these factors will contribute to the
treatment process will improve studies by
investigators and may help clarify un-
solved problems of specificity in many
therapies.

It is important to remember that despite
the massive evidence supporting the con-
cept of placebogenesis and iatroplacebogen-
esis, the evidence is based primarily on
retrospective data. Careful prospective
studies will be necessary for clarification of
the processes and the relevancy and valid-
ity of the concepts.

REFERENCES

1. Shapiro AK: A contribution to the history of the .
placebo effect. Behav Sci 5:109, 1960

2. Shapiro AK: Placebo effects in medicine, psycho-
therapy, and psychoanalysis. In Bergen A, Gar-
field S (eds): Handbook of Psychotherapy and
Behavior Change. New York: John Wiley & Sons,
1971, pp 439-573

3. Shapiro AK: Emantics of the placebo. Psychiatr Q
42:653, 1968

4. Storms M, Nisbett RE: Insomnia and the attribu-
tion process. ] Pers Soc Psychol 2:319, 1970

5. Schachter S, Singer J: Cognitive, social and psy-
chological determinants of emotional state. Psy-
chol Rev 69:379, 1962

6. Green D: Preexisting conditions, placebo reactions
and “side effects.”” Ann Intern Med 60:235, 1964

7. Shapiro AK: Attitudes toward the use of placebos

in treatment. ] Nerv Ment Dis 130:200. 1960
. Shapiro AK: Int Pharmacopsychiatr 2:215, 1969
. Bok S: The ethics of giving placebos. Sci Am
231:17, 1974

w0



