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Formulacdo da Pergunta

Paciente do sexo masculino, 40 anos
com hepatite B croénica, HBsAg e
HBeAg positivos por mais de 6 meses

Qual o melhor tratamento para esse paciente?

O tratamento influencia na histd ria natural
da hepatite B Crd nica?

O tratamento com um medicamento é
melhor do que a combinga; & o de anti-virais?

Quais varia veis s o preditoras de boa resposta?

Avaliacao Critica

Estudos sobre Tratamento

Tratamento

Questdes terapéuticas
Qual o melhor intervencéo?
Qual a melhor dosagem?
Qual a melhor via de administracéo?
Qual a duracéo da intervencéo?
Qual a seguranca?

Tipo de estudo primé rio

ios clinicos randomizados

Identificacao e Selecado dos
Estudos

random zed controlled triall Publication Typeg
OR controlled clinical triallPublication Typq
OR randonmi zed controlled trialgMSH Ter ng]
OR random al | ocati of MeSH Ter ns]
OR doubl e blind met hod MeSH Ter ns]
OR single blind method MeSH Ter ns]




Users guides to the medical literature.
How to use an article about a
therapy or prevention.
_ _ JAMA 1994;271(1):59-63.
Roteiro para Avaliacao JAMA 1993;270(21):2598-601.

da Qual idade http://www.cche.net/principles/content_all.asp

Metodol ogica Schulz KF, Chalrﬁers I, Hayes RJ,

Estudos sobre testes diagnésticos Altman DG. Empirical evidence
of bias. Dimensions of

methodological quality associated with
estimates of treatment effects in
controlled trials.
JAMA. 1995 Feb 1;273(5):408-12.
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Avaliando um estudo
Hearthurn treatment in primary cares
randomised, double blind study for 8 weeks
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Os resultados sao validos?
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Estudo
i0 Geraz ao
apropriada

was done in biNeks of :_'iLJ’]]I lor each

Cdcl_lml(rmiﬁatlinu list  was computer
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e pharmaceutical laboratory to ensure that patients
and investgators were blinded 1o study assisnment.

Os resultados sao validos?
Guia Primario

Todos os pacientes inclu dos no estudo
foram levdados em conta na conclusa 0?

Seguimento Aré lise” intergad
completo. paratratar.

Seguimento foi completo?

Forty seven patients were prematurely withdrawn
{see website), Thirty four patents with adequate
control of heariburn at the 4 week visit reported not to
have adequate contiol of heartburn at the 8 week
visit—placebo 11 (53%), cisapride 12 (35%), and ome-
prazole 11 (I12%}—significantly less ofien in the
omeprazole  group  (P<0.001)., Median  antacid

Sigilo de alocacao
apropriado?

Masking
Study drugs were (Qr_mhle blinded using a double
durmmy technique)Drugs were dispensed and collected Randomiza; &0
by _the network pharm; Randomisation lists for
controlada
ANErgency use were Kepl al e pliarmacies, at the P
— pela farméa cia
research coordination office, and at the research labo-
'\'.llfl'l) f!j ltll‘ kp(]'ll‘illl'l l]lil 1€ code was not !]'I(]L(‘I!
until the database had been formally closed.

Analise por “intencao para

“all patients treated” analysis.i
4 all Tndommnsed paticnts who ook al leas! onge rlc;:;;_'.
of study drug. A " test was used for comparison of the
main eflicacy variables and adverse events. Concomi-
tant gastrointestinal symptoms and use of antacids
were  compared using  the  Kruskal-Wallis  non-
paramerric test.

resultados sao validos?
Guia Secundari

Pacientes, mé dicos e investigadores
estavam* cegos’ para o tratamento?
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Os grupos eram similares
no if cio do estudo?

Aparte a interverg a o experimental,
os grupos foram tratados igualmente?

Interventions

*atients received either one capsule of omeprazole 20
mg (Astra l e, Malndal, Sweden) and two ablets of
placebo hefore breakfast and supper {omeprazole
group), one capsule of place

twao tablets of cisapride 10 mg (Janssen Pharmaceutica,
Beerse, Belgium) before breaklast and supper (cis-
apride group), or placebo for both (placebo g‘t'oupl
Caloum carbonate anta i {

Oslo, Norway) with a buffe apacity :J{ 7 mnu:] pm
tablet were ]nmulcrl fon {tl‘-& only when heartburn
i

Qual o efeito do tratam
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Quais sao os resultados

Qual o efeito do tratamento?

cisapride and p
non-significant}, Table ‘.’ ~J|rm~ llll. results <|I ter 2 and 8
weeks. Results were similar after 4 weeks in patients
with or without reflux oesophagitis (omeprazole 72
cisapride 20% o 2 placebo 101
s taking omeprazole who were positive for ff
Ifm'r)” achieved adequate control of hearthurn maore
often than patients who were negative for I frylori {(86%

Quais sao os resultados

Qual a precisi o do efeito
do tratamento?

Os autores apresentam o
intervalo de confianca?




Probabilidade

f— Os resultados véo auxiliar no
tratamento do meu paciente&
50% =1/2=0,5
B ——— Os resultados podem ser

aplicados no tratamento dos
RO < Wi— :
0,2 0,5 0,8 meus pacientes?

e — 1C 95% 0,35 a 0,65
— 1C 95% 0,40 a 0,60

- 1C 95% 0,48 a 0,52

Foram considerados todos
Os resultados vao auxiliar no os desfechos clinicamente
tratamento do meu paciente importantes?

CRHcGme MEasures

the A week visie 1

- n . | descrabed with
Foram considerados todos ks acy var re
os desfechos clinicamente

importantes?

Os benef cios observados pelo
tratamento superam posd veis
malef cios e custos?

Os resultados vao auxiliar no
tratamento do meu paciente

- Adverse events
Os benef cios observados pelo Adverse events were reported in significantly more
tratamento superam pOSSi vels patients receiving cisapride than either omeprazole
malef cios e custos? (P=0.024) or placebo (P=0004} after 4 weeks, The

gastrointestinal and central nervous systems were most

commonly aflected. Five serious adverse events were
reported (placebo, 1 adverse event; cisapride, 3
omeprazole, 1), but the causal relation with stdy drug
was scored as unlikely by the investigators.







