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Rural areas of the United States face serious shortages in health care personnel.
This report evaluates the effect of a rural preceptorship during the second or third
year of a family practice residency on interest in rural practice and on practice
site selection. A majority of participants (n = 123) felt that this experience influ-
enced their choice of a practice site. Furthermore, a large majority felt that it in-
creased their interest in rural practice opportunities. Rural preceptorships during
residency are a timely solution to increase the number of family physicians inter-

ested in rural practice.

he geographical maldistribution of physicians, es-

pecially of family physicians in rural areas, isa major
health care problem in the United States in general and
in rural states in particular. The American Medical As-
sociation’s recent multidisciplinary publication The Health
Policy Agendafor the American People' states, .what
is needed is a concerted effort to get health professionals
into geographic areas and settings where they are needed

special attention should be directed at recruitment
and retention of health care professionals practicing in
under-served areas.”

The number of physicians per 100,000 population in
the United States as a whole was 163.3 in 1985. In counties
with populations of less than 10,000, however, it was 53.
Furthermore, in the ten years from 1975 to 1985, the
growth rate in physicians per 100,000 population was 32.5
percent for the entire United States, while it was only 14.2
percent for rural counties of less than 10,000.2

One method of increasing the number of family phy-
sicians in practice in a rural area is to provide a rural
training period during residency. The purpose of this re-
port is to examine the effect of this type of program. The
Montana Family Practice Residency Satellite Program has
been previously described in the literature.31tisatraining
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program that places second- and third-year family practice
residents from various residency programs in educational
rotations throughout Montana. The residents work with
board-certified family physicians for periods of one to two
months. The program began in 1982, and at the time of
the most recent resident alumni survey in July 1987, 123
residents had completed an educational rotation.

Rural preceptorship programs have been used in many
aspects of medical education. They have been extensively
used at the predoctoral level.49 They have also been used
at the residency level in several specialties9-13 for various
periods of training time. The purposes of the rural rota-
tions have included providing an enhanced clinical ex-
perience, exposing physicians in training to clinical med-
icine in rural settings, and increasing the number of
physicians interested in rural practice.

This paper utilizes data gathered from the second- and
third-year family practice residents who participated in
rotations offered by the Montana Family Practice Resi-
dency Satellite Program. Most of Montana is rural in
character; it ranks 48th among the states in population
density, with only Wyoming and Alaska possessing less
dense populations. Montana is one of three states (Alaska
and Wyoming are the others) where the entire state is
designated “frontier,” with a population density of less
than six people per square mile (actual 5.6 people per
square mile) (F. S. Newman, personal communication,
July 3, 1987). Only two of the 30 rotation sites in the
Montana program are in metropolitan areas (>25,000
population). Thus, almost all of the rotations are rural in
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RURAL PRECEPTORSHIP AND PRACTICE SELECTION

TABLE 1 RESULTS OF SURVEY QUESTION ON WHETHER
A RURAL ROTATION INFLUENCED CHOICE
OF PRACTICE SITE (N = 95%)

Resident Percent

Year Positive Negative Positive
1982-83 4 1 80
1983-84 7 4 63
1984-85 20 8 71
1985-86 19 7 70
1986-87 13 10 54
Totals 63 30 66

*In some cases not all residents answered a particular question, so the
number of answers may not equal the number of surveys returned

character. This report evaluates the effect ofthese rotations
on the participants’ choice of a practice site and their
interest in rural practice.

METHODS

At the end of each resident training year (July 1to June
30), all physicians who have done a rotation in the Mon-
tana Family Practice Residency Satellite Program are
mailed an alumni survey. The survey is designed to elicit
basic information concerning when the resident will finish
residency, where the resident plans to practice, the pop-
ulation of the practice site, and the type of practice site
(ie, nongovernmental vs governmental, such as National
Health Service Corps, Indian Health Service, military).
Additional information collected determines the resident’s
perception of the influence of the Montana rotation on
the choice of a practice site and the influence on consid-
eration of rural practice opportunities (positively, nega-
tively, or not at all). The returned surveys for the first five
resident years of the Montana program have been col-
lected and analyzed. The resultant data are presented here.

RESULTS

During the first five resident years of the Montana pro-
gram, 123 residents from over 100 approved family prac-
tice residency programs participated in Montana rota-
tions. An alumni survey was mailed to each of these
residents following the rotation. Ninety-five residents (77
percent) returned their surveys. The number of residents
returning their surveys in each year varied from a low of
60 percent in 1982-83 and 1986—87 to a high of 100 per-
cent in 1983-84.
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TABLE 2. EFFECT OF ROTATION ON INTEREST IN RURAL
PRACTICE OPPORTUNITIES

Resident Not at Percent

Year Positively Negatively All Positive
1982-83 5 0 1 83
1983-84 10 0 1 91
1984-85 27 0 1 96
1985-86 26 0 0 100
1986-87 22 0 2 92
Totals 90 0 5 95

The residents’ responses to the question “Did your ro-
tation in Montana influence your choice of a practice
location?” were recorded as those who answered the ques-
tion positively and those who answered negatively. The
percentage of those who answered positively (vs nega-
tively) was then calculated. The percentages are based only
on those who returned the survey, not on the entire group.
These results are shown in Table 1. In addition to ana-
lyzing these data for all residents who responded to the
survey, the responses were also analyzed for the subset of
residents who did a rotation in a town with a population
of fewer than 10,000 people. In both cases 66 percent of
the residents felt their Montana rotation influenced their
choice of practice site.

Responses to the question “How did this rotation in-
fluence your consideration of rural practice opportunities?
Positively, Negatively, Not at all,” were then tabulated.
Once again, the data were evaluated for all residents who
returned the survey (and answered this question) as well
as analyzed for the subset who were assigned to towns of
fewer than 10,000 population. The percentages shown
represent the number ofthose who answered the question
positively compared with the total number of surveys re-
turned that year. Ninety-five percent of all residents re-
sponding and 96 percent of the residents assigned to
smaller towns responded positively. The 95 percent and
96 percent averages, respectively, indicate a significant
impact on positive consideration of rural practice. This
information is presented in Table 2.

The last comparison from these surveys is a listing of
the population sizes of the communities where these res-
idents have entered practice. The information is presented
as a general breakdown of how many residents are prac-
ticing in metropolitan (>25,000 population) communities
and how many are practicing in nonmetropolitan
(<25,000) communities (Table 3). Also presented is a list-
ing of residents in practice in very small communities
(< 10,000). It is notable from the survey that out of 36
residents who entered practice in towns with fewer than
10,000 people, 32 ofthem (89 percent) did their Montana
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TABLE 3. SIZES OF RESIDENTS’ PRACTICE SITES

Metropolitan

Resident Number in Community Community
Year Practice > 25,000 < 25,000

1982-83 10 5 5
1983-84 11 4 7
1984-85 22 3 19
1985-86 19 8 1
1986-87 19 5 14

Totals 81 25 (31%) 56 (69%)

rotations in towns of less than 10,000 population. The
data on practice sites also indicate that 19 of the first 123
residents who participated in this program selected a
practice site in Montana, all in nonmetropolitan com-
munities. Ifall ofthe survey respondents who are in gov-
ernmental practices are deleted from the analysis on the
basis that they might not have been able to select their
practice site, then 71 percent of respondents are practicing
in nonmetropolitan communities.

DISCUSSION

The purpose ofthis study was to assess the effect ofa one-
to two-month rural rotation during the second or third
year of family practice residency on interest in rural prac-
tice and on practice site selection. Previous studies have
indicated that 64 to 74 percent of graduates of family
practice residencies have chosen to practice in the state
where they completed their residency.1415 It has also been
noted that any previous residential stay in an area pre-
disposes a physician to locate in that area.1617

The physicians who participated in the creation of the
Montana Family Practice Residency Satellite Program
hypothesized that an exposure to a high-quality rural
family practice training site during residency would in-
crease the resident’s interest in rural practice, especially
ifhe or she were accompanied by spouse and family. They
further hypothesized that such a rotation would influence
the choice of a practice site for some ofthe residents. The
data presented here indicate that both of these hypotheses
were correct. A large majority of the residents (95 percent)
felt that the rotation had a positive effect on their interest
in rural practice. In addition, a majority (66 percent) felt
that the rotation influenced their choice ofa practice site.
Perhaps of more significance is the fact that 36 residents
from this group of 123 actually entered practice in a com-
munity with a population of less than 10,000. Further-
more, 19 residents (15.4 percent) who participated in the
program entered practice in Montana. This finding is of
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special significance, since Montana has no residency pro-
grams, and only one year of medical school is available
within the state.

Comparison ofthe data presented here with the national
experience regarding distribution of graduating residents
by community size reveals some interesting findings. The
American Academy of Family Physicians survey of 1987
graduating family practice residents indicated that 46
percent (764 of 1,648) of the 1987 graduating residents
chose practices in communities of less than 25,000 pop-
ulation.’8 Among the residents who participated in the
Montana program over the last five years, however, 69
percent (56 of 81) of those in practice chose communities
in this size range. Since the study group was self-selected
(ie, they freely chose a rotation in Montana), it is not
possible to generalize these results to all residents. There
may have been a preexisting heightened interest in rural
practice or Montana that led these residents to participate
in this program. It is encouraging, however, that the
Montana program seems to positively influence both the
residents’ perception of rural practice and the likelihood
of their selecting a rural practice site.

Access to medical care in rural areas remains a major
problem for Montana as well as for other rural states.?9
The data presented here indicate that programs of this
type, essentially rural preceptorships during residency, can
have a positive impact on the problem.
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Neurology. James L. Bernat, Fred-
erick M. Vincent. Medical Economics
Books, Oradell, New Jersey, 1987,
645 pp., $39.95 (paper). ISBN 0-
08749-407-7.

This textbook is the first in a new
series entitled Problems in Primary
Care. The purpose of Neurology is “to
provide a terse, practical and ready
office and bedside guide to the com-
mon complaints and disorders likely
to be encountered in primary care
practice.” The authors are only par-
tially successful in meeting this laud-
able goal.

Neurology is well organized for use
as a quick reference. Its four main
sections cover neurologic assessment,
common presenting symptoms, spe-
cific neurologic diseases, and emer-
gencies. Individual chapters are di-
vided into easily identified sections on
signs and symptoms, laboratory tests,
and management. Helpful tables
abound. The bibliographies are an-
notated and include 1986 references.
An unusual and valuable feature is
the appendix of patient resource
groups.

Unfortunately, the actual content
of the book is of mixed value to this
primary care physician. The most
helpful chapters outline a diagnostic
approach to common problems such
asdizziness and syncope. Chapters on
other challenging problems such as
weakness, aphasia, or the floppy in-
fant are less helpful because they
merely list the extensive differential
diagnoses.

Similarly, the writing style varies
tremendously. Some chapters are
quite dry, making extensive use of
statistics and anatomy descriptions.
Others, such as the demyelinating
diseases and movement disorders
chapters, were very interesting and
readable. This degree of variation is
surprising for a text with only two au-
thors.

My major criticism, however, con-
cerns some of the authors’ manage-
ment recommendations, particularly
in the sections “When to Consult.”
Although referral patterns vary
throughout the country, | question
whether all patients with dementia
require consultation with a neurolo-
gist, as is stated here. Similarly, do all

patients with suspected meningitis
really need the aid of a neurologist
and infectious disease specialist? An-
other alarming statement made in this
book is that “a preschool child with
minor head trauma should be admit-
ted to the hospital even if the neuro-
logic examination is unremarkable.”
Although these recommendations are
indeed terse and practical, many pri-
mary care physicians will disagree
with them.

In summary, Neurology is well or-
ganized and contains some very valu-
able chapters. A large portion of the
book is not helpful, however, and
several of the authors’ recommen-
dations are questionable. This book
does not seem to be a sufficient im-
provement over the neurology sec-
tions of standard medical textbooks
to warrant its purchase by primary
care physicians.

Diane J. Madlon-Kay, MD
Minneapolis, Minnesota

Cutaneous Side Effects of Drugs.
Konrad Bork. W. B. Saunders Com-
pany, Philadelphia, 1987, 466 pp.,
$95. ISBN 0-03-012688-5.

Many patients who present with
dermatologic conditions are on med-
ications, and it can be difficult for
physicians to determine whether the
drugs are the cause ofthe problem or
simply innocent bystanders. This text
helps to lessen the difficulty in making
the correct diagnosis. The author
states that it is not correct that “any
drug can cause any type of side ef-
fect.” Rather, most medications cause
specific sequences of drug-induced
cutaneous changes, and recognizing
these changes takes much ofthe ran-
domness out of making the diagnosis.

This excellent reference text is
intended for family physicians, inter-
nists, and pediatricians. It is suc-
cinctly written and includes 448
high-quality color illustrations. The
beginning chapters, which provide an
overview of the basic mechanisms in-
volved in cutaneous drug reactions,
make up a section that every physi-
cian would benefit from reading. The
remainder of the book, more for ref-
erence purposes, depicts important
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and frequent manifestations. Both a
general index and a medication index
give easy access to the information
one needs at the time of the patient
visit. A brief, well-written text sup-
ports the photographs.

The cost ofthe book is reasonable,
given the number and quality of the
photographs and the comprehensive-
ness of the material. This reference
text is appropriate for small group
practices or residency clinics, and it
is one that will not be outdated soon.

Lee A. Norman, MD
Swedish Hospital Medical Center
Seattle

Infections of the Hand. Ronald J.
Mann. Lea & Febiger, Philadelphia,
1988, 190 pp., $43.50.

The author of Infections of the
Hand has successfully undertaken the
task of updating this area of or-
thopedic surgery. Apparently this text
is the first major revision of its type
in several decades. Mann’s intent is
to provide a specific and aggressive
approach to the management of hand
infections using a team concept,
which he believes is critical to a pa-
tient’s good outcome. The value of
the team is reflected in the book’s or-
ganization in that rehabilitation and
nursing care are continuously em-
phasized when dealing with the major
types of hand infections.

The initial chapter presents clearly
an in-depth review of hand anatomy.
Diagrams add much to its clarity.
Subsequent sections build on the
topic by sequentially introducing
more complex clinical problems, such
as paronychia, felons, deep tenosyn-
ovitis, deep space infections, and bone
infections. Chapters are organized
similarly: first they address etiology,
then diagnostic considerations, bac-
teriology, treatment, and, finally,
complications. Surgical treatment is
presented in depth. Complications are
reviewed at each juncture with warn-
ings given to assist the reader in an-
ticipating pitfalls early and avoiding
them. Photographs, diagrams, and
radiographs are plentiful and effec-
tively illustrate points made by the
author.
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The most beneficial section from a
primary care point of view is the
chapter devoted to rehabilitation and
splinting. Here the seldom-empha-
sized yet critical aspects of infection
care, including dressing changing,
wound cleaning, and occupational
and physical therapy, are appropri-
ately highlighted with a special con-
sideration given to patient education.

Taken as a whole this text would
be best suited to the physician who
actively participates in treating hand
infections of more than superficial
clinical concern. Its technical level of
discussion would in all likelihood not
interest the casual reader who elects
to refer all but the most trivial infec-
tions of this nature. The target audi-
ence, however, will find the book easy
to read and efficient at yielding useful
concepts in diagnosing and treating
hand infections.

James F. Bergman, MD
Group Health Cooperative
Redmond, WA

Clinical Method: A General Practice
Approach. Robin C. Fraseer. Butter-
worths, Stoneham, Mass, 1987, 87
PP- $19.95 (paper). ISBN 0-407-
00430-0.

This short book has been written
by a group of general practitioner
academicians from the Department
of General Practice at the University
of Leicester, England. Its aim is to
present clearly to medical students the
physician’s role in patient manage-
ment in the ambulatory care setting.
The book is organized into seven
chapters, which cover epidemiology
and illness behavior, problem solving
and diagnostic processes, the physi-
cian-patient relationship, communi-
cation, patient management and
counseling, and anticipatory care.

Although there are features that re-
late specifically to the British health
care system, a major part of each
chapter deals with material that is ge-
neric to the teaching of physicians in
any country. Although much of the
material has been presented before in
other texts or articles, the attraction
for the reader in Clinical Method is
that it has been extremely well dis-
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tilled and very clearly written. It is
well referenced and includes a num-
ber of references from the American
literature. There are few illustrations,
but the authors include a number of
useful tables on the epidemiology of
symptoms, diagnosis, and health care
utilization. This book would be most
useful for medical students taking a
family medicine clerkship or elective
on introduction to medicine course.
It would also prove an excellent basis
for discussion during orientation for
incoming residents in any primary
care discipline. The cost is high, how-
ever, just under $20; consequently, it
is unlikely that a copy would be pur-
chased for each student or resident.
In some ways this slim volume makes
an impractical proposition unless
provided by a faculty person to share
often with certain students or resi-
dents.

Peter Curtis, MD
University of North Carolina
Chapel Hill

Handbook for the Academic Physi-
cian. William C. McGaghie, John J.
Frey (eds). Springer-Verlag, New
York, 1986, 398 pp,, $49.50.

With the establishment in 1969 of
family practice as the 20th medical
specialty, the major focus of the new
specialty was the organization of new
training programs for residents and
medical students. Many of the first
generation of family practice faculty
members were recruited directly out
of clinical practice, without previous
academic experience. Their leader-
ship guided family practice through-
out what Dr. John P. Geyman has
termed “phase one” in the evolution
of the specialty. The “second phase”
requires the further development of
an intellectual method and content
not central to any other clinical dis-
cipline. Academic viability also de-
pends on addressing the various re-
search questions that flow from the
special interests and skills of family
practice. Thus, the academic physi-
cian must be proficient in caring for
patients, teaching, conducting and
presenting research, and participating
in institutional and community or-
ganizational administration.

Fellowship training programs, such
as the excellent one at the University
of North Carolina, School of Medi-
cine at Chapel Hill, have been orga-
nized to prepare family physicians for
academic careers. Handbook for the
Academic Physician is based on the
fellowship curriculum developed at
Chapel Hill. The faculty there iden-
tified a need for educational materials
relevant to their program’s goals and
trainees. Although a myriad of
journal articles, chapters, and hand-
outs were available from numerous
sources, there was no single book that
could be used as a primary textbook.
The Handbook fulfills this need. Its
five sections reflect the five-part fel-
lowship curriculum: (1) professional
development and career manage-
ment, including how to function suc-
cessfully in professional organizations
and committees; (2) teaching and
evaluation; (3) clinical research and
data management; (4) written and
oral professional communications;
and (5) ethics in patient care and
medical education.

While the majority of chapters are
authored by individuals affiliated with
Chapel Hill, their nationally recog-
nized expertise as educators and ad-
ministrators prevents the book from
being parochial in scope. Moreover,
although the Handbook was originally
written for family physicians, it is a
valuable resource for those in other
medical specialties pursuing academic
careers. Experienced academicians
should not overlook this book’s use-
fulness as an excellent review of
methods for success in their chosen
profession. Such strategies as the for-
mulation of a professional develop-
ment contract are appropriate for
academic physicians in any stage of
their careers.

Klea D. Bertakis, MD
University of California, Davis
Sacramento

Community-Oriented Primary Care:
From Principle to Practice. Paul A
Nutting (ed). Government Printing Of-
fice, Washington, DC, 539 pp., 1987,
$16 (paper).

This book, edited by a prominent
American community-oriented pri-
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mary care (COPC) physician and the
recent director of the Office of Pri-
mary Care Studies in Washington, has
brought together 75 contributing au-
thors covering a wide spectrum of
topics relating to COPC. Dr. Nutting
and his many contributors have
put together a well-organized and
thoughtfully planned text that will not
only help the reader fully understand
COPC, but also will inform the pres-
ent and future COPC physician how
todo it.

The book is divided into nine sec-
tions or parts and includes methods
utilized to define a community, iden-
tify community health problems, de-
velop and monitor “emphasis” pro-
grams, and monitor the impact ofthe
emphasis programs. Also covered are
patient and community participation,
practice management for COPC, data
analysis, and resources needed to
build and develop COPC. After each
one of these parts a special chapter
referred to as a coda is written by a
well-respected academician from the
general field of public health or pri-
mary care and community medicine,
which gives that author’s views on the
general subject relating to the section.

The book’s many authors are from
diverse backgrounds including family
practice, public health, academic
family medicine (including research),
clinical epidemiology, community
and preventive medicine, social med-
icine, internal medicine, and the Na-
tional Center for Health Services Re-
search. Their contributions vary in
scope, quality, and content, as one
might expect in a volume with au-
thors of such varied backgrounds in

skills, experience, and perspectives.
They provide interested parties with
the methods that can be used to im-
plement COPC in a variety of differ-
ent settings in this country’s high-
ly diversified health care delivery
system.

COPC, which integrates the prin-
ciples of epidemiology, community
medicine, and comprehensive health
care, was originally conceived by Dr.
Sidney Kark in South Africa and fur-
ther developed with Joseph Abram-
son in Israel. The ideas expressed by
these authors are likely to be familiar
to many academic and practicing
family physicians. The basic model
consists of three essential compo-
nents, including a primary care pro-
gram or practice, a defined popula-
tion, and a process by which health
problems are identified, monitored,
and evaluated.

There are many show-and-tell ex-
amples of how to put together a
COPC program in part or in whole in
various different settings including
private practice and public health
clinics in both urban and rural com-
munities. The community is looked
upon not only as a people to be served
but also as a resource and a “partner
in coalition” for COPC.

In the concluding chapter, Dr.
Nutting offers the reader a set of five
questions that will help one determine
the ability to establish a COPC pro-
gram. The most important has to do
with commitment.

The difficulties in the implemen-
tation of COPC in family practice has
more to do with the varied and com-
plex practice settings, financial limi-

THE JOURNAL OF FAMILY PRACTICE, VOL. 27, NO. 5,1988

tations, support staff to collect and
even analyze the data, and just overall
cost containment efforts and pres-
sures in the current delivery systems
rather than a lack of appreciation of
the principles and merits of COPC.
The so-called denominator and nu-
merator problem is explored by many
of the authors and helps one also bet-
ter understand the complexities in-
volved in the integration of COPC
into practice. Another well-described
issue is the need in COPC practice to
understand or define the community.
To help develop COPC practices, our
residency programs will need to in-
corporate more effectively the disci-
plines ofepidemiology and behavioral
sciences into the curriculum. More-
over, COPC requires multiple com-
munity resources and a team ap-
proach if we expect this approach to
primary care to flourish. The book
makes this abundantly clear.

In summary, therefore, the book is
recommended to any practicing or
academic family and primary care
physician interested in COPC. It is
also recommended to those same
people even if the interest is limited
just to epidemiologic research and the
evaluation of one’s practice in a pri-
vate office, family practice center, or
outpatient clinic. Dr. Nutting, now
completing a family practice resi-
dency program, has moved COPC in
this country from rhetoric to practice.
This book is also very affordable; $16
is well worth the price.

Nikitas J. Zervanos, MD
Lancaster, Pennsylvania
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CEFTIN® Tablets
(celuroxime axetil, Glaxo)

BRIEF SUMMARY

The following is a brief summary only. Before prescribing, see complete
prescribing information in CEFTIN* (cefuroxime axetil. Glaxo) Tablets product
labeling

CONTRAINDICATIONS: CEFTIN* is contraindicated in patients with known
allergy to the cephalosporin group of antibiotics.

WARNINGS: BEFORE THERAPY WITH CEFTIN* IS INSTITUTED. CAREFUL
INQUIRY SHOULD BE MADE TO DETERMINE WHETHER THE PATIENT HAS HAD
PREVIOUS HYPERSENSITIVITY REACTIONS TO CEPHALOSPORINS. PENICIL-
LINS, OR OTHER DRUGS. THIS PRODUCT SHOULD BE GIVEN CAUTIOUSLY TO
PENICILLIN-SENSITIVE PATIENTS. ANTIBIOTICS SHOULD BE ADMINISTERED
WITH CAUTION TO ANY PATIENT WHO HAS DEMONSTRATED SOME FORM OF
ALLERGY. PARTICULARLY TO DRUGS. IF AN ALLERGIC REACTION TO CEFTIN
OCCURS, DISCONTINUE THE DRUG. SERIOUS ACUTE HYPERSENSITIVITY
REACTIONS MAY REQUIRE EPINEPHRINE AND OTHER EMERGENCY
MEASURES.

Pseudomembranous colitis has been reported with the use of cephalo-
sporins (and other broad-spectrum antibiotics); therefore, it is important to
consider its diagnosis in patients who develop diarrhea in association with
antibiotic use.

Treatment with broad-spectrum antibiotics alters normal flora of the colon
and may permit overgrowth of Clostridia. Studies indicate that atoxin produced
by Clostridium difficile is one primary cause of antibiotic-associated colitis.
Cholestyramine and colestipol resins have been shown to bind the toxin in
vitro.

Mild cases of colitis may respond to drug discontinuance alone. Moderate to
severe cases should be managed with fluid, electrolyte, and protein supple-
mentation as indicated.

When the colitis is not relieved by drug discontinuance or when it is severe,
oral vancomycin is the of choice for antibioti iated pseudo-
membranous colitis produced by Cdifficile. Other causes of colitis should also
be considered.

PRECAUTIONS: General: If an allergic reaction to CEFTIN* occurs, the drug
should be discontinued, and. if necessary, the patient should be treated with
appropriate agents, eg, antihistamines, pressor amines, or corticosteroids.
As with other antibiotics, prolonged use of CEFTIN may result in overgrowth
i If i occurs during therapy, appro-

of
priate measures should be taken.
Broad-spectrum antibiotics should be prescribed with caution for individuals
with a history of colitis.
Information for Patients: (Pediatric) CEFTIN is only available in tablet form
During clinical trials, the tablet was well tolerated by children who could
swallow the tablet whole. Children who cannot swallow the tablet whole may
have the tablet crushed and mixed with food (eg, applesauce, ice cream).
However, it should be noted that the crushed tablet has a strong, persistent,
bitter taste. Discontinuance of therapy due to the taste and/or problems of
administering this drug occurred in 13% of children (range. 2% to 28% across
centers). Thus, the physician and parent should ascertain, preferably while still
in the physicians office, that the child can ingest CEFTIN reliably. If not
alternative therapy should be considered.
Interference with Laboratory Tests: A false-positive reaction for glucose in the
urine may occurwith copper reduction tests (Benedict's or Fehling's solution or
with Clinitest* tablets), but not with enzyme-based tests for glycosuria (eg,
Clinistix®, Tes-Tape*). As a false-negative result may occur in the ferricyamde
test, it is recommended that either the glucose oxidase or hexokinase method
be used to determine blood plasmaglucose levels in patients receiving CEFTIN.
Cefuroxime does not interfere with the assay of serum and urine creatinine
by the alkaline picrate method.
Carcinogenesis, Mutagenesis, Impairment of Fertility: Although no long-term
studies in animals have been performed to evaluate carcinogenic potential, no
mutagenic potential of cefuroxime was found in standard laboratory tests.
Reproductive studies revealed no impairment of fertility in animals.
Pregnancy: Pregnancy CategoryB: Reproduction studies have been performed
in rats and mice at doses up to 50 to 160 times the human dose and have
revealed no evidence of impaired fertility or harm to the fetus due to cefuroxime
axetil. There are. however, no adequate and well-controlled studies in pregnant
women. Because animal reproduction studies are not always predictive of
human response, this drug should be used during pregnancy only if clearly
needed.
Nursing Mothers: Since cefuroxime is excreted in human milk, consideration
should be given to di inuing nursing ily during with
CEFTIN* (cefuroxime axetil. Glaxo).
ADVERSE REACTIONS: The adverse reactions to CEFTIN* are similar to
reactions to other orally administered cephalosporins. CEFTINwas usually well
tolerated in controlled clinical trials. Pediatric patients taking crushed tablets
during clinical trials complained of the bitter taste of CEFTIN Tablets [see
ADVERSE REACTIONS: Gastrointestinal and PRECAUTIONS: Information for
Patients: (Pediatric)]. The majority of adverse events were mild, reversible in
nature, and did not require discontinuance of the drug. The incidence of
gastrointestinal adverse events increased with the higher recommended
doses. Twenty-five (25) patients have received CEFTIN 500 mg twice a day for
one to 2.5 months with no increase in frequency or severity of adverse events.
The following adverse reactions have been reported.
Gastrointestinal: Nausea occurred in 2.4% of patients. Vomiting occurred in
2.0% of patients. Diarrhea occurred in 3.5% of patients. Loose stools occurred
in 1.3% of patients. There have been rare reports of pseudomembranous colitis.
Crushed tablets have a bitter taste. In pediatric clinical studies conducted
with crushed tablets, complaints due to taste ranged from 0/8 (0%) in one
center to 47/71 (66%) in another center.
Hypersensitivity: Rash (0.6% of patients), pruritus (0.3% of patients), and
urticaria (0.2% of patients) have been observed. One case of severe broncho-
spasm has been reported among the approximately 1,600 patients treated with
CEFTIN. Of the patients treated with CEFTIN who reported a history of delayed
hypersensitivity to a penicillin and not a cephalosporin, 2.9% of patients
i adelayed i reaction to CEFTIN.
Central Nervous System: Headache occurred in less than 0.7% of patients, and
dizziness occurred in less than 0.2% of patients.
Other: Vaginitis occurred in 1.9% of female patients.
Clinical Laboratory Tests: Transient elevations in AST (SGOT, 2.0% of patients),
ALT (SGPT, 1.6% of patients), and LDH (1.0% of patients) have been observed.
Eosinophilia (1.1%of patients) and positive Coombs' test (04% of patients) have
been reported.

In addition to the adverse reactions listed above that have been observed in
patients treated with CEFTIN, the following adverse reactions and altered
laboratory tests have been reported for cephalosporin class antibiotics:

Adverse Reactions: Allergic reactions including anaphy-
laxis. fever, colitis, renal dysfunction, toxic nephropathy, and
hepatic dysfunction including cholestasis.

Several cephalosporins have been implicated in triggering
seizures, particularly in patients with renal impairmentwhen
the dosage was not reduced. If seizures associated with drug
therapy should occur, the drug should be discontinued.
Anticonvulsant therapy can be given if clinically indicated.

Altered Laboratory Tests: Increased prothrombin time,
increased BUN, increased creatinine, false-positive test for
urinary glucose, increased alkaline phosphatase, neutro-
penia. thrombocytopenia, and leukopenia
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LETTERS TO THE EDITOR

continued from page 469

In reply to Dr. Ganiat’s letter, there
is an error in Table 1 It should be as
shown below:

Posi- Nega-
tive tive Total

High prevalence
(10%) for

1,000 tests
Positive 90 360 450
Negative 10 540 550
Total 100 900 1,000

For the example, the incidence (10
percent), the sensitivity (90 percent)
and the specificity (60 percent) were
set. | apologize, for there was an error,
and I did not fix it correctly. The pos-
itive predictive value ofthe low-prev-
alence case is correctly calculated. For
the example percentages were all
quoted as full numbers. | did not
think it necessary to carry calculations
to tenths of a percent.

Lucy M. Osborn, MD
Department ofPediatrics
The University of Utah
Medical Center

Salt Lake City

LSD INTOXICATION

To the Editor:

Lysergic acid diethylamide (LSD)
burst upon the drug scene in the mid
to late 1960s and was popularized by
reports of its use in the Haight-Ash-
bury district of San Francisco. We are
seeing it with increased frequency to-
day in our county hospital. The pur-
pose of this letter is to alert medical
practitioners that the drug is resur-
facing and that the majority of toxi-
cology laboratories do not routinely
screen for LSD. The test needs to be
specifically requested by the suspect-
ing clinician.

The most recent case seen in our
hospital involved a 22-month-old
toddler. The patient was taken to
Medical Center Hospital by his par-
ents. Upon admission to the emer-
gency room, the child was crying
loudly, was highly agitated, and com-

plained of seeing rats. The mother
initially denied any drug ingestion by
the child but then admitted that the
child might have gotten into some
LSD their friends left in their house.
The patient vomited twice. Physical
examination revealed a blood pres-
sure of 84/62 mmHg, temperature
100.6°F, pulse rate 148 beats per
minute, and respirations 32/min. The
remainder of the physical examina-
tion was normal. The child was given
1 mg of diazepam, spent the nightin
the hospital for observation, and was
released the next day under the care
of the Texas Department of Human
Services.

LSD is rapidly absorbed from the
gastrointestinal and nasal mucosa.
Oral forms include tablets, powder,
sugar cubes, or postage stamps im-
pregnated with liquid LSD.1The du-
ration of symptoms averages about six
to eight hours depending on the dose
and the personality of the user. The
plasma half-life is three hours.2 Most
LSD is excreted within 24 hours
through the feces. The lethal dose in
humans is not known, and fatalities
are usually secondary to trauma, in-
curred when the user attempts un-
realistic feats, such asjumping out of
a window to “fly.”

Clinically the patient who has in-
gested LSD may develop drowsiness,
paresthesias, diaphoresis, ataxia, and
tremors. Pupillary changes are incon-
sistent. Severe toxicity may result in
coma, bleeding, convulsions, and
respiratory arrest.3

Most cases of LSD intoxication re-
solve without incident. Acute panic
reactions and gross motor stimulation
may require intravenous diazepam, as
in our patient’s case.

Physicians confronted with pa-
tients who are intoxicated and hal-
lucinating should once again consider
LSD in their differential diagnosis and
specifically request that an assay
unique for this drug be performed for
verification.

Joyce G. Schwartz, MD
Aviva M. Hopkovitz, MD
University of Texas
Health Science Center at
San Antonio
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HISPANICS, LOW
BIRTHWEIGHT, AND
PRENATAL ACCESS

To the Editor:

Readers have contacted us directly
concerning an apparent omission in
our paper, which compared maternal
factors and low birthweight infants of
blacks and Mexican-Americans.1

Although inadequate prenatal care
wes considered as a variable—one of
six behavioral conditions—in our
analysis, as mentioned in the Meth-
ods section, the actual data were
omitted through an oversight from
the characteristics listed in Table 2.
The table should have included the
following information concerning the
timing of the first prenatal visit.

Blacks (n = 236)

Month of

First Visit No. (%)
1-3 150 (63.4)
4-6 73 (31.1)
7-9 or none 13(5.5)

Mexican-Americans (n = 236)

Month of

First Visit No. (%)
1-3 141 (59.8)
4-6 70 (29.8)
7-9 or none 25(10.4)

When the two groups are com-
pared, a significantly higher propor-
tion of Mexican-Americans than
blacks (x2 = 4.1212, P < .05) in our

study population received either no
prenatal care or delayed care until the
last trimester.

These figures are consistent with
national data which report that both
Hispanics and blacks have inadequate
access.231n spite ofthe low incidence
of low birthweight reported in our
study, it is incorrect to assume that
Mexican-Americans have good access
to medical care. For this particular
group the incidence of low birth-
weight does not correlate with health
needs or access.

Patrick Dowling, MD, MPH
Department ofFamily Medicine
Brown University/Memorial
Hospital ofRhode Island
Pawtucket, Rhode Island

Michael Fisher, MD
Chicago, lIllinois
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PAPANICOLAOU SMEAR AND
ENDOCERVICAL CELL YIELD

To the Editor:

| was quite interested to read the
recent article “Improved Endocervi-
cal Cell Yield with Cytobrush” in The
Journal of Family Practice (Deckert
JJ, Staten SF, Palermo V. J Fam
Pract 1988; 26:639-641). This study
is yet another that has shown the
value ofusing the Cytobrush to collect
endocervical cells on Papanicolaou
smears. This study was helpful in that
there were large numbers of patients
studied. We feel it isindeed important
to harvest endocervical cells with our
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Papanicolaou smears and feel prob-
ably the absence ofendocervical cells
on Papanicolaou smears constitutes
an inadequate sampling in most
women.

The results of this study were fur-
ther cemented by your other recent
article “Comparison of Two Papa-
nicolaou Smear Techniques in a
Family Practice Setting” (Reissman
SE. J Fam Pract 1988; 26:525-529).
This study also echoes the previous
literature showing that the Cytobrush
is indeed helpful in increasing the
harvesting of endocervical cells in
Papanicolaou smears.

We were particularly interested in
these results, since we have just com-
pleted a study on the comparison of
the cotton swab and the Cytobrush in
Papanicolaou smears in our Family
Practice Center. We feel that we an-
swered two other questions that have
not been previously addressed in
doing our study. We conducted a for-
mal and instructional program for the
residents and attending physicians in
the use of the Cytobrush before the
initiation of the study. We then re-
turned to the cotton swab after the
use of the Cytobrush for a period of
time to determine what the signifi-
cance ofthe educational intervention
was as opposed to the Cytobrush it-
self. We again went back to the Cy-
tobrush at a later date both to deter-
mine whether the Cytobrush again
showed a similar endocervical cell
harvesting rate, and to demonstrate
the ability of the residents and at-
tending physicians to retain skills that
would harvest the same increased
percentage of endocervical cells.

This answers the question of how
much drop-off will there be in endo-
cervical cell collection rate after time
as physicians possibly lose their skills
over time.

Again, we applaud the study in this
area and the publishing of these re-
sults to further underline the need of
increased endocervical cell harvesting
rates in Papanicolaou smears.

Robert F. Shadel, MD

Family Practice Residency Program
Lutheran General Hospital

Park Ridge, Illinois
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LETTERS TO THE EDITOR

DRUG TREATMENT
OF MODERATE
HYPERCHOLESTEROLEMIA

To the Editor:

The controversy article on drug
treatment of moderate hypercholes-
terolemial?2 presented the evidence
supporting the affirmative and op-
posing views clearly and, forthe most
part, accurately. Comparing our re-
spective closing statements, however,
it appears that Dr. Zweig and | may
have attributed different meanings to
the word “routinely.” Websters New
World Dictionary defines routine as
“aregular, unvarying procedure, cus-
tomary, prescribed, or habitual.” This
denotation, which Dr. Zweig appears
to have had in mind, differs from the
connotative meaning that | em-
ployed, which was “frequent, as op-
posed to infrequent” or “more likely
than not.” If restricted to the literal
denotative meaning, | would agree
that not all patients with cholesterol
values in the range in question should
be treated with drugs. Individual de-
cisions about drug treatment are best
made by considering the patient’s age
and sex, the presence or absence of
established atherosclerotic disease,
and the number and severity of other
risk factors for coronary heart disease.

Some recent evidence suggests that
many individuals with cholesterol
values in the 6.20 to 6.85 mmol/L
(240 to 265 mg/dL) range would ben-
efit from treatment. Most of the sub-
jects in the Cholesterol-Lowering
Atherosclerosis Study who had had a
coronary infarction had total choles-
terol values in or below the range in
question, and the subjects with the
lowest cholesterol values benefited al-
most as much as those with the high-
est values.3 Given the incidence of
acute myocardial infarction, several
hundred thousand Americans each
year are prime candidates for post-
coronary infarction cholesterol low-
ering to stabilize or to bring about the
regression of obstructive coronary le-
sions or prevent the occlusion of cor-
onary bypass grafts.

Dr. Zweig’s discussion of the un-
favorable cost effectiveness of choles-

terol-lowering treatment highlights a
major obstacle to widespread preven-
tive treatment with medications—
excessive cost ofthe medications. The
high cost of drug treatment may be
better justified in the post-coronary
infarction population, where choles-
terol control usually is still ignored.
The recent emergence of psyllium
hydrophilic mucilloid as an inexpen-
sive ($7 to $12 a month), safe, effec-
tive means for lowering low-density
lipoprotein cholesterol4 will, it is
hoped, precipitate competitive re-
ductions in the cost ofthe prescription
lipid-lowering medications.

Dr. Zweig’s statement that the
Helsinki Heart Study5 does not ad-
dress the value ofdrug therapy in men
with moderately elevated serum cho-
lesterol isincorrect. The value he cited
for the subject’s baseline mean serum
cholesterol level, 7.50 mmol/L (289
mg/dL), was the nonfasting screening
mean value, not the fasting baseline
mean for the study, which was 7.00
mmol/L (270 mg/dL). The difference
mostly stems from higher very low
density lipoprotein cholesterol values
for the screening samples that were
drawn relatively soon after caloric in-
take. The Helsinki article does not
provide the range and distribution of
cholesterol values, but with anything

ERRATUM

In the August 1988 article on
sigmoidoscopy by Buckley et al
(Buckley RL, Smith MU, Katner
HP: Use ofrigid andflexible sig-
moidoscopy by family physicians
in the United States. J Fam Pract
1988;27:197-200), the fourth sen-
tence of the abstract should read,
“Nationwide, more of the flexible
procedures are performed in pri-
vate offices than in the hospital.
Physicians in communities of less
than 500,000, however, are more
likely to use the flexible sigmoid-
oscope in a hospital setting than
are physicians in larger urban
areas.”
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close to a normal distribution, almost
one halfofthe subjects’ baseline cho-
lesterol values would be in or below
the range under discussion.

The evidence is far from conclusive
on this matter. Many clinicians may
consider the existing evidence to be
insufficiently strong to be convincing,
but phrases such as “the evidence
simply does not exist” and “the lack
of evidence from clinical trials re-
garding this group” are inaccurate
overstatements. What Dr. Zweig also
describes as “little evidence” is al-
ready comparably substantial to the
evidence upon which some previous
treatments were judged to be justifi-
able (for example, moderate hyper-
tension). It is puzzling to me that the
treatment of hypercholesterolemia
continues to be viewed by many with
an unusually high degree of intellec-
tual scepticism, approaching thera-
peutic nihilism, compared with the
clinical empiricism with which the
evaluation of so many other issues is
tempered.

| agree wholeheartedly that it will
take a combination of individualized
and population-based strategies for
reducing the risk of coronary heart
disease. | would also support a heavy
emphasis on population-based strat-
egies despite (again) a relatively mod-
estamount ofevidence supporting the
cost effectiveness or efficacy of such
approaches. The issues of long-term
safety, cost, and cost effectiveness are
formidable problems. To clarify and
resolve these problems, further re-
search and dramatic reductions in
drug costs are needed.

Michael A. Crouch, MD, MSPH
Department of Family Medicine and
Comprehensive Care

Louisiana State University

Medical Center

at Shreveport
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The preceding letter was referred to
Dr. Zweig, who responds asfollows:
Although each of us had sufficient
opportunity to express our views on
the drug treatment of moderate hy-
percholesterolemia, | feel compelled
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to address some of Dr. Crouch’s
comments. | suppose he is correct that
I defined “routine” as “regular.” This
interpretation grows out of recom-
mendations to measure total serum
cholesterol in all adults 20 years of
age and olderland the implications
of such screening. The large body of
literature that we both addressed deals
particularly with primary prevention
of coronary heart disease. This is
appropriate because asymptomatic
nondiseased individuals make up the
vast majority of individuals for whom
primary care physicians must make
decisions regarding dietary and drug
therapy for hypercholesterolemia. |
believe that “routine” especially refers
to this group of people without cor-
onary heart disease.

Dr. Crouch does refer to the Cho-
lesterol-Lowering Atherosclerosis
Study (CLAS) illustrating the benefit
of secondary prevention.2 Implica-
tions from this study must also be in-
terpreted with care, however. Lesions
that progressed and new coronary ar-
tery lesions were significantly more
common in the placebo group com-
pared with the treatment group (P
< .03, one-sided t test) over the 24-
month period ofthe study trial; how-
ever, the number of cardiac and vas-
cular events was the same for both
groups. In addition, in order to have
been randomized, subjects must have
already been found to be responders
to the drug therapy used in the trial
(colestipol and niacin), thus excluding
noncompliant individuals and non-
responders to drug therapy. This de-
sign impairs the generalizability ofthe
findings. The two groups were also
consuming different diets; the placebo
group diet included more cholesterol
and fat.

| too am encouraged by the work
of Anderson and co-workers who
have demonstrated reductions in low-
density lipoprotein cholesterol in men
with oat bran and bean diets, as well
as more recently with psyllium hy-
drophilic mucilloid.34Perhaps in dis-
tinction to Dr. Crouch, | believe that
intellectual skepticism is appropriate
when evaluating any medical inter-
vention, particularly when consider-
ing expensive and long-term phar-
macotherapy for asymptomatic
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healthy individuals such as those most
often considered for primary preven-
tion. It is simply not wise medical
practice to jump on a drug treatment
bandwagon before good evidence is
available. That we physicians may
have done so before does not make
me more willing. I would agree with
Dr. Crouch that long-term safety and
cost effectiveness are issues that must
be resolved.

Steven Zweig, M.D.

Department of Family and
Community Medicine

University ofMissouri-Columbia
School o fMedicine
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CARDIAC ISCHEMIA
DECISION-SUPPORT TOOLS

To the Editor:

Green and Smithlare to be con-
gratulated for investigating decision-
support tools in their setting. Their
report, however, follows a pattern of
assumption and speculation, com-
mon in the decision-support litera-
ture, that might have been avoided.

The three dimensions of (1) pre-
dictive accuracy, (2) usefulness, and
(3) acceptability are described in the
literature relating to assessment of
predictive instruments.2 Addressing
each of these dimensions allows the
researcher to describe more fully the
decision-support tool as a part ofthe
environment in which it is intended
to be used.

Green and Smith studied only pre-
dictive accuracy of the heart disease

predictive instrument (HDPI) and the
electrocardiographic scoring systems
of Brush et al. Unfortunately, insuf-
fient numbers of outcome variables
(complications) were interpreted asa
drawback of the Brush et al protocol
rather than (correctly) as a limitation
in sample size. The authors’ conclu-
sion that the HDPI has several ad-
vantages over the Brush et al protocol
lacked support in their data.

Usefulness of the HDPI output in
helping a physician direct a patient to
intermediate care rather than a cor-
onary care unit was assumed by
Green and Smith to be calculable by
simple substitution of the HDPI out-
put for the physician’s decision. Pre-
vious studies of the HDPI have ac-
knowledged that such a simple
substitution is not an adequate model
for decision support, and that useful-
ness must be empirically determined
by prospective randomized controlled
study of physician admitting be-
havior.24

Acceptability of the HDPI to the
physician was correctly assumed to be
an important variable. Green and
Smith have chosen to speculate on the
variables which they called “physician
acceptance” and “user friendliness”
rather than measure them. Accept-
ability of the HDPI has been previ-
ously found to be poor in a small
study.2 Acceptability may be ad-
dressed by both rationalistic and nat-
uralistic methods, contributing es-
sential information to a study without
adding significant cost or sample size
requirements.

Reports of decision-support tools
promising multimillion dollar savings
must measure the three essential di-
mensions or be viewed with skepti-
cism. Investigators should be encour-
aged to consider predictive accuracy,
usefulness, and acceptability in the
development, testing, and reporting
of decision-support tools.

George A. Corey, MD
Duluth Clinic, Ltd-Hermantown
Duluth, Minnesota

References

1. Green L, Smith M: Evaluation of two acute

cardiac ischemia decision-support tools in

a rural family practice. J Fam Pract 1988;
26:627-632

Continued on page 577

THE JOURNAL OF FAMILY PRACTICE, VOL. 27, NO. 6, 1988



INDICATIONS AND USAGE

Male pattern baldness (alopecia androgenetica) of the vertex of the
scalp. No effect has been seen on frontal baldness. At least four
months of treatment are generally required before evidence of hair
growth can be expected; further growth continues through one year.
The new growth is not permanent; cessation of treatment will lead to
its loss in a few months.

CONTRAINDICATIONS

Hypersensitivity to minoxidil, propylene glycol or ethanol.
WARNINGS

1 Need for normal scalp: Before starting treatment, make sure that
the patient has a normal, healthy scalp. Local abrasion or dermatitis
may increase absorption and hence the risk of side effects.

2. Potential adverse effects: Although extensive use of topical
minoxidil has not revealed evidence that enough minoxidil is ab-
sorbed to have systemic effects, greater absorption due to misuse,
individual variability or unusual sensitivity could, at least the-
oretically, produce a systemic effect.

Experience with oral minoxidil has shown the following major
cardiovascular effects (Review the package insert for LONITEN®
Tablets for details)

— salt and water retention, generalized and local edema
— pericardial effusion, pericarditis, tamponade

— tachycardia

— increased incidence of angina or new onset of angina

Patients with underlying heart disease, including coronary artery
disease and congestive heart failure, would be at particular risk of
these potential effects. Additive effects could also emerge in pa-
tients being treated for hypertension.

Potential patients should have a history and physical, should be
advised of potential risks and a risk/benefit decision should be
made. Heart patients should realize that adverse effects may be
especially serious. Alert patients to the possibility of tachycardia
and fluid retention, and monitor for increased heart rate, weight gain
or other systemic effects.
PRECAUTIONS
General Precautions: Monitor patients one month after starting
ROGAINE and at least every six months afterward. Discontinue
ROGAINE if systemic effects occur.

The alcohol base will burn and irritate the eye. If ROGAINE

reaches sensitive surfaces (eg, eye, abraded skin and mucous mem-

branes) bathe with copious cool water.

Avoid inhaling the spray.

Do not use in conjunction with other topical agents such as
corticosteroids, retinoids and petrolatum or agents that enhance
percutaneous absorption. ROGAINE is for topical use only. Each mL
contains 20 mg minoxidil and accidental ingestion could cause
adverse systemic effects.

Decreased integrity of the epidermal barrier caused by inflamma-
tion or disease of the skin, eg, excoriations, psoriasis or severe
sunburn, may increase minoxidil absorption.

Patient Information: A patient information leaflet is included with
each package and in the full product information.

Drug Interactions: No drug interactions are known. Theoretically,
absorbed minoxidil may potentiate orthostatic hypotension in pa-
tients taking guanethidine.

Carcinogenesis, Mutagenesis and Impairment of Fertility: No carci-
nogenicity was found with topical application. Oral administration
may be associated with an increased incidence of malignant lym-
phomas in female mice and hepatic nodules in male mice. In rats,
there was a dose-dependent reduction in conception rate.
Pregnancy Category C: ROGAINE should not be used by pregnant
women.

Laborand Delivery: The effects are not known.

Nursing Mothers: ROGAINE should, not be administered.

Pediatric Use: Safety and effectiveness have not been established
under age 18.

ADVERSE REACTIONS

ROGAINE was used by 3510 patients in placebo-controlled trials.
Except for dermatologic events, no individual reaction or reactions
grouped by body systems appeared to be increased in the minoxidil-
treated patients.

Respiratory (bronchitis, upper respiratory infection, sinusitis)
5.95%; Dermatologic (irritant or allergic contact dermatitis)
5.27%; Gastrointestinal (diarrhea, nausea, vomiting) 3.42%;
Neurology (headache, dizziness, faintness, lightheadedness)
2.56%; Musculoskeletal (fractures, back pain, tendinitis) 2.17%;
Cardiovascular (edema, chest pain, blood pressure increases/
decreases, palpitation, pulse rate increases/decreases) 1.28%;
Allergy (non-specific allergic reactions, hives, allergic rhinitis,

facial swelling and sensitivity) 1.03%; Special Senses (conjuncti-

vitis, ear infections, vertigo) 0.94%; Metabolic-Nutritional
(edema, weight gain) 0.60%; Urinary Tract (urinary tract infec-
tions, renal calculi, urethritis) 0.46%; Genital Tract (prostatitis,
epididymitis) 0.46%; Psychiatric (anxiety, depression, fatigue)
0.28%; Hematology (lymphadenopathy, thrombocytopenia)
0.23%; Endocrine 0.09%.

Patients have been followed for up to 5 years and there has been
no change in incidence or severity of reported reactions. Additional
events reported since marketing include: eczema, hypertrichosis,
local erythema, pruritus, dry skin/scalp flaking, sexual dysfunction,
visual disturbances including decreased visual acuity, exacerbation
of hair loss, alopecia.

Caution: Federal law prohibits dispensing without a prescription.

Upjohn
The Upjohn Company
J-8603 Kalamazoo, M| 49001, USA B-1-S
December

LETTERS TO THE EDITOR

Continued from page 576

2. Corey GA, Merenstein JH: Applying the
acute ischemic heartdisease predictive in-
strument. J Fam Pract 1987; 25:127-133

3. Pozen MW, D’'Augustino RB, Mitchell JB,
et al: The usefulness of a predictive in-
strument to reduce inappropriate admis-
sions to the coronary care unit. Ann Intern
Med 1980; 92(part 1):238-242

4. Pozen MW, D’Augustino RB, Selker HP,
et al. A predictive instrument to improve
coronary-care-unit admission practices in
acute ischemic heart disease: A prospec-
tive multicenter clinical trial. N Engl J Med
1984; 310:1273-1278

The preceding letter was referred to
Dr. Green, who responds asfollows:

Dr. Corey raises a concern about
whether the conclusion we reached
regarding the Brush et al instrumentl
was simply a reflection of lack of
sample size. Recall that their instru-
ment categorized 57 percent of our
patients as high risk, while less than
4 percent sustained major complica-
tions. A large enough study mightin-
deed demonstrate a statistically sig-
nificant association between the
instrument’s classification and patient
outcomes. Statistical significance is
not clinical significance, however. An
instrument that classifies most pa-
tients as high risk in a population that
clearly has a low risk of complications
is simply not useful in that popula-
tion.

The usefulness of the HDPI2 and
its acceptability in actual practice
certainly cannot be deduced from our
study, as Dr. Corey points out. Our
retrospective review can only dem-
onstrate that the HDPI would be ap-
plicable in this population if physi-
cians actually used it as intended. A
prospective study is necessary to de-
termine whether, why (or not), and
how physicians actually use the
HDPI. Such a prospective study has
been underway since July 1, 1988 at
our institution. The details ofthe im-
plementation ofthe HDPI in the pro-
spective study were designed with
Corey and Merenstein’s3 results in
mind, and it is our hope that this will
shed some light upon ways to improve
the acceptability ofthe HDPI in clin-
ical practice.

Lee Green, MD

Department of Family Practice
The University ofMichigan
Ann Arbor, Michigan
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PAPANICOLAOU SMEAR
TECHNIQUES

To the Editor:

Two recent research articles by
Reissmanland Deckert, Staten, and
Palermo2 add to the accumulating
data on the increased capture rate of
endocervical elements with use ofthe
Zelsmyr Cytobrush cell collector. The
outcome of either study, however,
may have been a result ofthe research
design or method, not the Papani-
colaou smear collection technique. |
will address three specific points re-
lated to research design and method
for Papanicolaou smear studies: (1)
populations and controls, (2) proto-
cols, and (3) cytology review.

First, several factors unrelated to
choice of instrument used to collect
the Papanicolaou smear sample can
influence the rate of capture of en-
docervical cells. The factors that must
be controlled among treatment and
control populations in studies of cell
collection techniques are age,3 preg-
nancy status, parity, and gravidity
status,4 contraceptive method used,
day of menstrual cycle,5and history
of cervical destructive surgery. Dr.
Reissman did consider pregnancy and
age by breaking the populations into
age groups and excluding pregnant
women. His study did not consider
the other factors. The gynecology
clinic population in Reissman’s study
could easily have been of lower parity,
higher rates of oral contraceptive use,
and higher rates of previous cervical
surgery than the family practice clinic
population; such differences could
account for the lower rate of capture
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of endocervical elements. In addition,
the population in the family practice
clinic may have differed on any of
these factors between the phases ofthe
study, thus effecting the outcome un-
related to the intervention. Deckert,
Staten, and Palermo excluded preg-
nant women from the study and
demonstrated no difference in mean
age of the three study populations.
Again, the population receiving Pa-
panicolaou smears may have had
lower rates of capture ofendocervical
elements with the extended-tip spat-
ula or cotton swab than with the Cy-
tobrush cell collector because the
groups differed on any one or more
ofthese factors. Thus in either study,
the noted increased rate of capture of
endocervical elements with the Cy-
tobrush cell collector may have re-
sulted from differing characteristics of
women studied and not from the in-
tervention.

Second, the protocol used to collect
the Papanicolaou smear can affect the
cytologic findings significantly.6
Studies comparing the effectiveness of
tools for collecting endocervical ele-
ments must adhere rigidly to an ideal
collection protocol. This ideal pro-
tocol7 should include the following:

1. All smears collected from non-
menstruating women with no douch-
ing or vigorous sexual intercourse 24
hours prior to examination

2. No lubrication ofthe speculum
except water or saline

3. Visualize the cervix and remove
only excessive vaginal discharge. Do
not clean the cervix

4. No procedures performed on
the cervix prior to collecting Papa-
nicolaou smear

5. Sample endocervix and fix on
slide immediately

6. Sample ectocervix and fix on
slide immediately

In addition, some method of mon-
itoring adherence to this protocol
must be used, such as observation by
a trained nurse. The Reissman pro-
tocol for the family practice clinic
population dealt only with applying
the tools to the cervix, transferring the
material to the slide, and training of
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the physicians. His comparison pop-
ulation received Papanicolaou smears
by an unknown protocol, which easily
could have resulted in the lower cap-
ture rate ofendocervical elements re-
gardless oftool used. Deckert, Staten,
and Palermo do not indicate whether
the Papanicolaou smears were col-
lected using standard protocol or
whether physicians received any
training. Neither study had a method
to monitor adherence to a standard
collection protocol.

Third, the persons performing the
interpretation of the cytologic find-
ings should be blinded to the presence
ofa study and the tool used to collect
the specimen. Cytologists or cyto-
technologists who are aware that the
study is in process may change their
screening patterns. The change may
affect the results in a number of ways
as the technicians attempt to be more
diligent. The need to blind the cytol-
ogists to the tool used for collection
is obvious. In addition, one should
use a cytology service that has an es-
tablished practice of reporting the
presence or absence of endocervical
elements. The study must not require
changes from usual methods of re-
viewing the slides. If the study man-
dates such changes, then the effect of
these changes must be evaluated sep-
arately from any intervention on col-
lection techniques. Reissman did not
provide information on any of these
aspects except that two cytotechnol-
ogists performed all of the reviews.
Deckert, Staten, and Palermo indicate
the cytotechnologists reviewed the
slides in the usual manner and were
trained to estimate the number ofen-
docervical elements present. Thus, it
appears the cytotechnologists were
aware of the study and may have
changed the routine in reviewing the
slides. No information was provided
on blinding of the cytotechnologists
to tools used. In addition, the amount
of endocervical elements present has
no clinical significance.

In summary, studies of cervical cell
collection methods must adhere to
several rigid design requirements. Es-
tablishing that the populations stud-
ied have essentially the same distri-
bution of factors that can affect the

cytologic findings is of primary im-
portance. Adherence to the ideal pro-
tocol for collection of the material is
the next requirement, with a method
to monitor adherence to the protocol.
Finally, the slides must be reviewed
by cytologists or cytotechnologists
blinded to study and tools. The dif-
ference in capture of endocervical
elements shown in Reissman’s study
may reflect different population
characteristics, different tools, and
different protocols used to collect and
transfer the cytologic material. Deck-
ert, Staten, and Palermo demon-
strated that the difference in capture
of endocervical elements may reflect
different population characteristics,
protocol differences, or changed re-
viewing procedures of the slides by
cytotechnologists.

Mack T. Ruffin, MD

Department of Family Practice and
Community Health

University ofMinnesota

Medical School

Minneapolis, Minnesota

References

1. Reissman SE: Comparison of two Papa-
nicolaou smear techniques in a family
practice setting. J Fam Pract 1988; 26:
525-529

2. Deckert JJ, Staten SF, Palermo V: Im-
proved endocervical cell yield with cyto-
brush. J Fam Pract 1988; 26:639-641

3. Gondos B, Marshall D, Ostergard DR: En-
docervical cells in cervical smears. Am J
Obstet Gynecol 1972; 114:833-834

4. Hamblin JE, Brock CD, Litchfield L, Dias
J: Papanicolaou smear adequacy: Effect
of different techniques in specific fertility
states. J Fam Pract 1985; 20:257-260

5. Vooijs GP, van der Graaf Y, Elias AG: Cel-
lular composition of cervical smears in re-
lation to the day of menstrual cycle and
method of contraception. Acta Cytol 1987;
31:417-426

6. Vooijs GP, Elias A, van der Graaf Y, Poe-
len-van der Berg M: The influence of sam-
ple takers on cellular composition of cer-
vical smears. Acta Cytol 1986; 30:251-
257

7. Cervical cytology: Evaluation and man-
agement of abnormalities. ACOG Techni-
cal Bulletin. No. 8. Chicago, American Col-
lege of Obstetricians and Gynecologists,
October 1984

THE JOURNAL OF FAMILY PRACTICE, VOL. 27, NO. 6, 1988



