TAMANO
MUESTRAL
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| de unestudioes
el numero de sujetos incluidos;en el
mismo:

Antes de poner enimarcha un'estudio
debe realizarse: laldeterminaciondel

" Centro Rosarine de Estudios Perinatales




2 Una muestra demasiado grande se
desperdician recursos

2 Una muestra demasido pequena falta de
precisidn en los resultados

> Con muestras muy pequeinas, un resultado
que podria tener significacion clinica tiene
poca chance de resultar estadisticamente

significativo (falta de potencia)
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Determinacion de tamano
muestral

Debe especificarse:

5 |las conlas
gue se esta dispuesto o trabajar
(probabilidades de'error tipoid y tipoZ)

> La enrel
grupo

5 La gue se deseardetectareniel
resultado
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ERRORES TIPO 'Y Il

es aceptar que existe una diferencia
entre las muestras comparadas cuando en realidadnoe

existe.
es rechazar que existerunajdiferencia
entre las muestras’ cuandoe enfrealidadisiexiste:

ERROR TIPO I/O’ALEA: 5%
ERRORIPONIIOIBENA 205
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Nimero de pacientes requeridos

Indice de reclutamiento

Periodo dereclutamiento
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: numero;de
pacientes que se esperan reclutaren
un periodo de tiempo determinado

periodorde
tiempo en el que se esperareciutarel
tamano muestral calculado(neimayor:
de 2 0/3/anos)

&
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La incidencia del problema es muchas veces sobre-
estimada

Algunos pacientes noson elegibles

Algunos pacientes; elegibles;pueden nolingresano
puedeniserno evaluados
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Periodo de N* delpacientes requerdes
Reclutamiento Indice de Reclutamiento
NO MAS DE 2 - 3 ANOS

Si el Periederder Reclutamientores extremadamenteNange:
a)lAumente; ellindicel dereciutamiento
) Considere: criteriosidenncitsion

¢) Abandenereliesiudie

COLABORACION MULTHCENTRICA
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Se puede realizar exactamente'a
traves de formulas estadisticas
especificas o una estimacion
aproximada a traves de programas
de computacion como
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CALCULO DEL TAMANO MUESTRAL

n= 2/(Zalfa + Z beta )?. p/(1-p)

n=numero minimo de pacientes de cada'unoeide los grupos

Z = valor probabilisticoide alfa
Z = valor probabilistico de beta

P'='Pg *P;

2
P, = proporcion de participantes del gruponoe expuestoNi05:=
0.10)

p; = proporcion derparticipantesidellgripoiexpuestoNsyo=10:05)
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Multiplicadores para valores convencionales;de
alfa

5% 1,96
1% 2,96

Multiplicadores para valoresiconvencionaleside
beta

2050
107
7
4%
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Centers For Disease Control World Health Organization
% Prevention {CDC}, U.S.A. Geneva, Switzerland

A Yord Processing, Database and Statistics Program
for Public Health
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World Health Organization
Geneva, Switzerland

Database and Statistics Program
r Public Health
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[ESEPIG - STATCALC

Tables (2 % 2, 2 % n])

| Chi square for trend
_ =
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ESEPIG - STATCALC
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Epilnfo Version 6 Statcalc November 1993

;@
Tables (2 % 2. 2 % n) ‘

E_ PO)ulatlon surve
*Cohort or cross—sectional
Unmatched case-control
(———————

F1-Help F6-0pen File F18-Done
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Epilnfo Version 6 Statcalc November 1993
Unmatched Cohort and Cross-Sectional Studies (Exposed and Nonexposed)

Probability that if the two SAMPLES differ this reflects a true
difference in the two POPULATIONS (Confidence level or 1-0) :

Probability that if the two POPULATIONS differ, the two SAMPLES
will show a "significant™ difference (Power or 1-B) :

Ratio (Number of Unexposed : Number of Exposed) :

Expected frequency of disease in unexposed group

Please fill in the closest value to be detected for OHME of the following:
Risk ratio (RR) or relative risk--closest to 1.00 : 0.00

Odds ratio (OR)--closest to 1.00 : 0.00
Percent disease among exposed-—closest to % for unexposed : 0.008

F1-Help = F6-Open File F18-Done
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Unmatched Cohort and Cross-Sectional Studies (Exposed and Nonexposed)

Probability that if the two SAMPLES differ this reflects a true
difference in the two POPULATIONS {Confidence level or 1-6) : %

Probability that if the two POPULATIONS differ, the two SAMPLES
will show a “significant™ difference (Power or 1-B) . 80.00 %

Ratio (Number of Unexposed : Mumber of Exposed) : 1:1

Expected frequency of disease 1n unexposed group 125.00 %

Please fill in the closest value to be detected for ONE of the following:

Risk ratio (RR) or relative risk--closest to 1.00
0dds ratio (OR)--closest to 1.00
Percent disease among exposed--closest to % for unexposed

F1-Help F6-0Open File F10-Done
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Epilnfo Version 6

Statcalc November 1993

Unmatched Cohort and Cross-Sectional Studies (Exposed and Nonexposed)
Sample Sizes for 25.08 % Disease in Unexposed Group

Disease Risk 0Odds Sample Size
Power  Unex:Exp 1in Exposed Ratio Ratio Unexp. Exposed
80.00 1:1 20.00 % 0.80 133 ,133

901 901
Change values for ,133 ,133
inputs as desired,
then press F&4 to

| recalculate.
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