158

Case Reports and Qualitative Research — Two I mportant Approaches to
Evaluation and Communication in Medical Science

Asan Editor of theBrazlian Journal of Infectious
Diseases, itisapleasureto announcethat the* Case
Report”, as a method of communicating medical
experienceand summarizing key educationa points, is
diveandwel inour journal. During thefour and ahalf
years of publication of the BJID, 25 manuscripts
identified as case reports have been published, an
averageof 1 perissue.

Thisrecordisparticularly relevant because other
journasareasking their readers, “What has happened
to the case report as a mechanism of medical
communication?’ [1, 2]. The journal, Clinical
Infectious Diseases, recently asked its readers to
ignorerumorsthat it did not accept such reports; its
editors stated that therewas no truth to such rumors,
and that they needed to have more information
transmittedinthat format. Inan articlein the Annalsof
Internal Medicineafull defense of casereportsand
case series was presented, asif acrisisin medical
education wasnear [1]. Our readers can takecomfort,
astheBJID hasnever even considered placingthecase
report or case seriesinaninferior position. Infact, this
form of communication isvital to the exchange of
medical experiences.

After al thisconcern, one must ask why hasthere
been aperception that personal experience, asaform
of medica communication, isnolonger necessary?The
answer is clear; “evidence-based” medicine has
achieved arolein medical education that hasbegunto
affect the big picture of how we think, learn and
communicate. This is dangerous. The following
argumentsare presentedin favor of communicating our
experiences(casereportsand cases series), of studying
open-ended questions (qualitative research), and of
recording opinions (expert reviewsand editorials) as
critical componentsof information exchange.

“Evidence-based” medical studieshave emerged
over thelast S0 yearsasacritical part of the process
of data gathering and communicating medical
information [3]. These studiesincludeensuring proper

sample sizes of study populations, randomization,
blinding of dl participantsto prevent bias, focused end-
pointsfor analysis, and statistical rejection of thenull
hypothesisin order to properly evaluate any effects
studied. Thesehavebeenlaudablegods, and they have
contributed a great deal to our ability to do proper
science. Unfortunately, what hasal so happenedisthat
we have forgotten the major limitations of this
approach and have allowed animbalancein medical
information gathering to occur. Recently, there have
been effortstoredirect, or at least put in perspective,
various approachesto medical information gathering
and communication. Here, we summarize someof the
rationalesand directionsof thisprocess.
Therearetwo mgjor problemswith evidence-based
medical studies: 1) errorsinthemedical designof a
study arefar morelikely to affect the outcome of the
evidence-based study design than hasbeen previoudy
thought, and, 2) thetheoretica basisand limitationsof
rejecting thenull hypothesishave beenforgotten. These
two overlooked pointshaveled to serious problemsin
the use of these studies. More important, these
problemshavenot, and probably cannot be corrected,
thus requiring usto always use other forms of data

gathering.
Poor design of evidence-based studies

We recently published argumentsurging achange
in the requirement for most Phase I11 and Phase |V
sudiesfor drug registration[4]. Theseargumentswere
based on the growing costsand ethical issuesrelated
to these studies, and on thefact that alarge number of
them haveincluded design flaws. Theseflawshave
included poor definition of thetypeof diseased patient
enrolled, inaccurate selection of the drug dose or
duration to betested, ingppropriate study samplesize,
andignoring imba ancesin demographicsof the study
groups. Theseflawshave meant that evenwhenastudy
yielded positiveresults, the dose, duration, or target
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disease werewrong. When results of the study were
negative, thiswasmorelikely dueto study designflaws
than to drug inefficacy.

Thisproblemin evidence-based studieshasgone
unrecorded because there hasbeen no adequate way
to placeascoreon the“quality” of the study inthe
assessment. Although effortsare being madeto teach
young scientists how to design and evaluate the
quality of studies, and recent publicationshavetried
to include assessments of article quality [5, 6], a
comprehensiveand useful “ quality score” for grading
studiesisnot available. The problem of assessing
the quality of astudy has been compounded by the
use of retrospective meta-analyses. Such analyses
have almost always asked whether arandomized,
blinded study was done and published? After a
Medline search for these studiesis done, all are
included inthe analysis. Thus, studies of very poor
quality regarding aspects of the study other than
blinding or randomi zation (which arethe mgjority of
published studies[6]) are mixed with good quality
studies, yielding aworthless piece of information.
The conclusion isthat, before we allow evidence-
based studiesto remain asthe “gold standard” of
medical research, ascaleto measure the quality of
the studies must be introduced. Until that time, all
other types of data gathering stand as important
methods for providing information about key
advancesin medical care.

Thergjection of thenull hypothesis

It has been reported for many yearsthat the use of
aconfidenceleve of 0.05to regject thenull hypothesis
is a practical compromise dependent on several
theoretica conditionsrelevant to thedataof the study,
but thesetheoretical conditionsamost never exist [7,
8]. For, example, a bell-shaped response curve is
required, whichissomething that almost never occurs.
A random event that occurred in 1 of 21 tests is
considered so unlikely that the drug being studied must
haveatered the condition. A random event of 1in 19
wouldindicatean absenceof drug effect. Thispractica
tool, although useful, has been pushed far beyondits

capacity to discriminate. Each study isviewed asif it
exiged inavacuumwiththeonly important factor being
whether random events could explain the outcome.
Noneof uslivesinsuch aworld.

Recently, the old idea presented in the Bayes
Theoremwasre-examined [9, 10]. Thisapproach was
rejected decades ago because it wastoo complicated,
but it may now beexactly what isneeded. Inthe Bayes
Theorem, oneisasked to factor other questionsinto
the statistical analysisof any study. These questions
are, “What isthe background setting withinwhich the
study was done, what other dataare available about
the class of drugs or what other studies were done
using the drug in question?’ The answers to these
questionsarethenincorporated into theanalysisasa
“factor”, inadditionto the null hypothesis. Thisfactor
essentidly summarizesthe entireenvironment relevant
to the study. For example, if thedrug studied wasan
antibiotic, in order to cal cul ate the factor, onewould
need to know how many other studiesweredonewith
thesamedrug and theresultsof those studies, aswell
astheresultsof studiesusing antibioticsthat areinthe
same drug class. The factor would also include the
effectsof other antibioticson thesamedisease. What
arefreshing addition - indeed, an addition very similar
to what the physician does every day in hisor her
decision making processesduring patient care. Isita
complicated addition? Certainly. Canit and mustit be
donein our computer sophisticated society?Yes. Until
thisaddition occurs, onemust |ook at evidence-based
studiesas serioudy compromised.

Other approaches for the communication of
medical information

Until these corrections of evidence-based data
collection aremade, we must turn to other methods of
datacollection. Thesemethodsincludethe presentation
of casereportsand case series, with an added careful
review of themedica evidence supporting pointsmade
based on the cases studied. After aproper medical
education, thereader providesthecontrol of biasfrom
his own experience, just as he or she doesin every
other agpect of reading. Criteriaat thebasisof controlled
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tridscandsobevery ussful inevauaingdinicd tridsthet
are not “evidence-based” in design.. For example,
obsarvationd andhigtoricd controlledtriscanbeessly
substituted for randomized, blinded, comparativetridsat
consderably lower expense, oncewehavelearned how
toassessthar quaity [11, 12]. Itisimportant toremember
that thesetypesof triashaveimproved agreet ded over
the past decades, in part because of pointslearned from
evidence-basedtrid designs.

Alsoof great interest isanother typeof trid included
under theheading of “qualitativeresearch” [13, 14].In
thistypeof trial, we ask an open-ended question that
cannot beanswered by use of thenull hypothesisor an
environment Bayes factor. The example used by
Giacomini [13] wasparticularly interesting in Brazil.
He asked how we can better understand the behavior
of peopleat atraffic light. An evidence-based study
designwouldrandomly assign driversto be confronted
by ared or agreenlight, and record theresponse. The
conclusion might be that the percentage of “good”
driversvariesamong different countries. A quditative
research designwould ask thegenera question, “What
doesared or agreentrafficlight meantothedriver?’
Theanswer wouldyield different resultsin Brazil than
in Switzerland, and it might lead to a better
understanding about how to useayellow cautionlight.
Qualitative research in medicine could assist in
answering questions about how guidelines help in
antibiotic use[15], or for advising nurses about hand
hygienein an intensive care unit [ 16]. We have the
techniquesand understanding to beginusing triaswith
thesetypesof study designs.

Thechdlengesinmedicd information getheringand
communicationareimmense. Thequestionsinthefuture
regarding any datasubmitted for publication should be,
“Are the issues well addressed, properly focused,
sufficiently detailed, clearly presented and discussed?’
If theanswersareyes, thenwecan dl fed that medica
science has been advanced. The Brazilian Journal of
Infectious Diseaseswill continueto doitspart toensure
publication of dl sucharticles.

Thomas C. Jones
Editor BJID
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