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RESEARCH METHODOLOGY

the study sample, e sele of the sample and to which
population the resu

Design ArxTch

Study design

arT

This resg onal study, which aim
to study the ass©ciati 7 of, rm pregnancy and the

unfavorable fetal

Just1flcat1on:‘E 4 “

The best‘de31gns to udy the association is the
ensscusiof umﬁqt&mw &) A fer case-contror
study.
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special case because of the ethical problem. We cannot let
the subjects get the harm due to our study. If we follow
the subject we could not let them pass the term without any

intervention.



In the case of case-control study, it is similar to
the cross-sectional study that was applied. The diagnosis
of fetal growth retardation, the outcome of the study, is
based on the gestational age that is considered as the risk

factor. It means that a

e same time we have to access

both, outcome and e

Sample S

Target populati

The tar . ) ~» 1€ populafion to which
the researcher wa -:~Iy the results of the
study. In this st -opulation includes the
newborn infants who :# TUDU OB/GYN Hospital in HCM

city - Vietnam
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Sampled popula!ﬂon
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Thg] sampled popul tion 1is the populatlon that 1is
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concldsion. The sampled population in this study included
the newborn infants who are born to post term pregnancy and

term pregnancy at TUDU hospital.
Sample

The sample is the newborn infants who fit the

selection criteria.



Selection Critexria

Inclusion criteria

The newborn infants are born to the pregnant women

who remember the date ¢ e onset of the last normal

menstrual period.

Exclusion criteri

The newb 1ts are, hoxn the pregnant women

with the gestati - wihi ' ess than 38 weeks.

h

The the congenital

to the multiple

pregnancies.

The newbofp, infants age born to the pregnant women

with the ﬂuﬂﬂ NI VIQWEATI of aruss ena

effect on the fetal growth.

Qﬁqﬁﬂﬂ‘imﬂﬁﬂﬂﬁﬂﬁﬂ

The newborn infants are born to the pregnancies
with complications (Obstetrical, surgical, and internal

complication . . .).



Justification of the selection criteria

Up to now, the diagnosis of the gestational age has
been mainly based on the last normal menstrual period. It

is different from the developed country where the diagnosis

is based on the last menstrual period and the

confirmation of t -trimester wuHxrasound,
which have been standard method to
determine the ges a8 ‘Hence, we have used the

LNMP as the the GA without the

confirmation of -&imester ultrasound.
That criteria is '\t feasible in Vietnam
today. That is AVE chosen the inclusion
criteria as the b; the pregnant women whe
remember the date of'i'zwd— i Lh that inclusion criteria,

the sample is the 3 v target population.

It means thih 9‘ is considerably

W ) y
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the newborn infants without the ongenltal alformat1on,
the mq Wq ar%ﬂiym&]wqq.ﬁw&l}a Ellness, the
maternal drug use. Another reason is that we want to find
out the true association between the postdate pregnancy and
the bad obstetric outcome. Therefore, we need to rule out
the factors that confound the fetal growth iﬁstead of the
gestational age only. These are the rationale we have

used the exclusion criteria as mentioned above.
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Sample size calculation

The applied equation

[Z,/2Dq  [1+R-P, (1+R2)11°

n/gr=

Where

Confidence of
Alpha error: \ .65 ( One-tailed )
Power of test: \\

Beta error: 0.10 7 1.28 ( One-tailed )

P1: Probabilit
1/2)P1{ LR} —

P (1/2) ’:

q

1 - p. Iﬂ
arJﬂro figuresfwe have to estimate, that is
the expacAU Bb QYN I LG AT1S of reret sroven

retardatioflin the posttfrm group
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the ma1n figures to calculate the sample size. We spent

ferm group.

nearly first month of data collection period to enroll 150
subjects that consist of 75 postterm pregnancies and 75
term pregnancies. After that, we <calculated the

probability of fetal growth retardation in postterm group
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and in term group. The results are 7 cases of FGR in group
of postterm pregnancy and 5 cases of FGR in group of term
pregnancy. In other words, the proportion of FGR in

postterm group and in term group are 9.3% and 6.7 per cent,

18K n estimate that the
\\r hin 0.38 - 6.13. We

sk is approximately

respectively. The odds r we get from the pilot sample

was 1.46 with the 95% terval falls within 0.38

1ng the odds ratio to
---F

- é.l3 (Epi-Info,
estimate the
population rel
have expected
about 2. Using isk equal to 2 and
rdation in postterm
group equal to 0.09 '_:‘“”7 e formula. Finally, we
get the sample least 488 subjects,

totally. Otherwise least 244 subjects in

each group.

Justification of;s ple size 1cu1at1on
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Because we want to know the associatjon between the
postammn@mmnm AREL, vrerens
the best measurement is the relative risk. So, we need the
formula that uses the relative risk as the figure to
calculate the sample size in order to get the reliable

result. That is the reason of using that formula.



Data collection

Data collection period lasted from June 1st,1992 to
November 15th, 1992 at TUDU OB/GY hospital in Hochiminh

city. Data collection was mainly carried out by researcher
with co-coperation of hea ‘"’b sonnel of the Tudu hospital.
The instrument of data co was the form, which had

Qhe needed data were

been written by
included in the

collector had t

When t woman began at the

delivery room The pregnant women
were accessed wh le to enroll. Subject
selection was ba o the” stational age, which was
determined from last normal menstrual
period (LNMP iﬁ_' he first prenatal
examination or wmf the pregnant women
directly. The prg nant women w1th period of time from 266

ey unuﬂ%g%wgmﬁwmﬂ‘gmered e,

term pregn ncy. Similarly, the regnant Wwomen with 294

e QAN T B 1 HE Y ores 2 v

postterm pregnancy.

The pregnant women with gestational age of 38
weeks or above 38 wks of gestation were included for
selection. Then, they were checkedrthe health by interview
and clinical examination. We had to know whether they had

gotten a serious medical illness in this
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period or chronic disease the condition of the fetus by
direct interview, clinical examination. The pregnant women
with serious medical illness or chronic disease such as
hypertension, diabetes, heart diseases or obstetrical

diseases were excluded. The pregnant woman with multiple

fetuses or fetal malformatibhdués also excluded. Finally,

status during the

period of Childy electe s the real sample.

Data pro

Data was o} ata collection form into

: e
the coding forms was done, using DBase
III Plus. Verific in the diskettes with

the coding also ope

Data pzo : J:‘"-- with a personal

: Tl
computer usingﬂthe Epi-Info versio W 5.0 and Statistic

Package foﬂﬁﬁaiﬁgev %%WPE]F ﬁeision 4.0.
PRIAATUAMINYAE
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