CHAPTER IIXI

METHODOIL.OGY AND PROCEDURE

Research design :

tional study. The data
1‘

er c@t on a single visit

A3 ¢.-~ ation : Sexually
NN -

in P mmunity.

)\

This is a descri

collection and measu

of each patient. /

Target po
active childbeariq
males in this study

were the women, e ever had sexual

abtive childbearing

'y

Populati-é;
D A .
age females in BH or the eligible

criteria, under th systematicféémpling saaectlon during the

oo eecion g TRV TR

Eligibility Criteria#

RNANNIUURIINAY

l.q Inclusion Criteria:

In order to be included, each woman must agree to
have:

a). Systematic review.
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b). Standard interview on medical background about
past illness, current symptoms, and information
collected in the study.
o) 9 Pelvic examination.
d). Three endo-cervical swab specimens taken for

study.

e). inal. swa ens taken (from the

2.

Women who douched within 48

hours priogs
Sample size cg

The prevalence three common vaginal

infections {(i.e., candidiasis, and
trichomoniasis) “G_:A i-el J.D.s 1990).
With the alpha-erro!ﬂan- -abgﬂ-error of 0.05 and

0..06%: respect1ve1y, smallest ple size can be expressed

by the followﬂ%ﬂ%wﬂﬂiwzjqﬂj

n= (Za)?¢P.Q / (8)2.

Where zﬂ 9 BRI INY N Y

0 32 (prevalence estimated of vaginal infections)

Q 1 = P= 0.68

)

0.06 (clinical acceptable-error)

Therefore, the calculated sample size was 232 subjects.
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It was estimated about 70-75% of the community
inhabitants were willing to participate the study, so the
number of people were needed to be approached were about 310-

330 subjects.

Sampling procedure:

e total women qualified
ified

e into three age

By using the censu

for the eligible cri

groups: under 20 yea ¥0iyears old, and over

40 years old. The g ingl p »-uwh W carried out as
follow:
Age groups Sample
(1) Under 20 years old ni = 8
(2) From 20-40 yeass n2 = 255
(3) Oover 40 yearSL B3 = 67

Total ﬂuﬁfj&lﬂ g(})z]%"wgf]ﬂﬂj’: l::o+ p2 Ll o U
AMANTUNRIINENEY v

systematically in each age group at every 3 people.
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Observation and Outcome measures:

All women in the study were underwent pelvic
examination by wusing bimanual palpation and internally

examined by speculum.

constructed to collect

#/l; and sexual history,

1 cycle, lifestyle,

The

demographic

health status data, . i _ials that have come
in contact with t o he questionnaires
also covered a oward vaginitis
prevention, daily "well as hygienics
behaviors, and vaginitis. The
questionnaire admini : a zed by following the
standardized procedur 7 Claire Newell, 1987).

Enquiries were made con and signs of genital

infection includi" 11 be recorded on

the amount of digﬁ' ha _Bmell, colour and
consistency), vaglnql 1rr1tat1o soreness or smell, the

i aﬂeuemvm UNTNEANS: o prceence

of any cervwal abnormalities, pelvicgabdominalgor back pain
and dyspaewi’la ﬁ\ntﬁ mxiwl a;]wensnlt’iladﬂat a, the
questionnaqires were also recorded physical findings of
vaginitis, and collected the laboratory data if any, detected

microorganisms.

Because of the reasons mentioned previously in the
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chapter II, the laboratory methods being used in this study

were wet smear and Gram’s stain.

Three slides were prepared for microscopic examination
from the swabs, if the secretions were scant. In case of
secretions being moderate or profuse, a drop of secretions was
collected from the examins '.h&’ The first slide was
examined with normal 1€ & cond slide with 10%

eserved for Gram’s

stain examination.

The two di ined by using the

saline microscopi objective for pus
cells, clue cells, d Candida albicans.
Pus cells were recor lere were > 5/field.
Given the low sensiti aline examination in

detecting Candida spe

were always perfo 1’

other causes of vag£&1ti~ inﬂ}ctions are common.

Afterﬂnﬁrﬁ?ﬂﬁﬂwmm s stain of

secretions wa8] prepared for permanent record with the

s““"“‘”‘iﬂ“’lﬂﬂfﬁm‘ﬁﬁﬁ’] NYIRE

The diagnosis of bacterial vaginosis was based on the
predominant presence of bacteria (cocci or bacilli or a mixed
bacterial population) and the absence of Lactobacilli

(Doderlein bacilli) in the background of Gram-stained vaginal
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smears (Blackwell A, Barlow D, 1984).

The diagnosis of candidiasis and trichomoniasis were
based on the presence of Candida albicans, such as the
demonstration of filaments (pseudo-hyphae) and spores |, and

the presence of Trichomonas vaginalis microscopic

,}1/ of abnormal discharge.
&ctlon caused by the

the appearance of

examination with or witho

either bacterial vagil v c dia or trichomoniasis.

Validity easurement are of
interest and importan p° clinical and epidemiological
studies. However, there",' : timeés still confusion about

these terms.

Validity, ack of bias is a

constant property o measurement It can be determined only by

comparison W1tﬂ uﬂﬁg wﬁrﬁﬁeWEIJﬂﬂﬁd known as the

" ”

gold standard 3oabn th1s case 1t is called criterion
ity QRGBT YR B oo oo
exit or ma y be too expensive, risky or impossible to use.
Thus, validity may be difficult to assess, one has to use the
other measures for assessing the measurement validity, such as
one of the following types: face validity , content validity,

consensual validity, predictive validity, construct validity.
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The content validity (by reviewing literature),
consensual validity (by consulting four senior
gynaecologists), and face validity (by examining and

interviewing directly subjects), were used in the study.

Reliability, precision, is the capacity of a measuring

procedure or observer to proadu ely similar results in a

series of observations ‘identical conditions.
Kappa is a statistica oncordance with ordinal

data. In a 2x2 tal 1“j§§ tic, the formula of

Observer 2

Total: ci fa c2 /N
wons £ W AN INYINT
Where: Po =_ Proportion o serve eement
ARTR B T &
Pc = Proportion of chance-expected agreement
= (E(a) + E(d)) / N = (R1.C1/N + R2.C2/N) / N

Po - Pc= Observed agreement beyond chance

1 - Pc = Maximal possible agreement beyond chance
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The interpretation of the values of kappa is somewhat
arbitrary. Landis and Koch 1977 interpreted the Kappa level as

follows:

Kappa level Interpretation

Less than O
000 %to: 0.20
0%:21. 40704

0.41 to 0.6

0.61 to 0.8Q

0.8F to 1.00 Almc _' “\\ perfect

Interpretatio

Source: Landis R.J.

Koch G.G. The measy é:r:-‘g{' t/! bserver agreement for

categorical data s Biometrics 1077 138-1
3

N
¥
s

1nterlabserver agreement)
was assessed ﬂ the Kap a level, with the
interpretat 1oaﬁ ﬁimﬁ ‘j'fw , 1977 . Two
observer ﬂj i sa . iﬁé and they
applied %ﬁﬁ.ﬁ{n i i ﬁgj . ?jir;{nl glnd Gram’s

stain, to the same subjects. The calculated Kappa level were

The inter-mt er ag

0:89, 0.76, 0.62, &and 0.55 - for diagnosis Jrichononas
vaginalis, Candida albican, Cocci, and Bacilli infection,

respectively. The data for calculating Kappa level is shown
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in the following table:

Observer 1

+ -

+ 3 1 Kappa= 0.84, for diagnosis Trichomonas

t1on

methods :
i

Data analyﬁs'a -
The °ﬂluﬁﬁwgﬂfwmﬂﬁ°rdm to the

- proportion of f%these three common types of vag1n1t1s This
e rRRTRAN T AN LTINS o o
populationl proportion p (the prevalence of these three common
vaginitis), then a confidence interval was obtained by the
general formula:

estimator t+ (reliability coefficient) x (standard error)
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In this study, both np and n (1 - p) were greater than

5, we considered the sampling distribution of p to be close to
the normal distribution. Therefore, our reliability
coefficient was some value of Z from the standard normal
distribution, the standard error was estimated by

¢ L P L~ B)/n ] snd thel

interval for p was given

Pt Zy g A

P £ 1.96 {

By using t we obtained the

95% confidence int ralence of bacterial

vaginosis, candidiasi

The participants pn;;

LT

ied into age groups to

control confounders. -‘

The examinqﬂlon of assoctated facqgrs with the three

common infective agenfﬂas analﬁzld statistically using a 2x2

contingency ta%eurﬂgim jc“ﬂ:]ﬂ‘ihe Chi-square
A RASNASER IR I Ny A

Ap!rt from the stratification to control for
confounding effects and Chi-square tests for analyzing
vaginitis and its associations, stepwise multible logistic
regression was used, this method can simultaneouély control

for the potential confounding effects, to determine the
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relative contributions of variables associated with infection.

In:io 7all statistical analyses, differences were

considered significant when p-value < 0.05.

The Statistical Package for the Social Sciences

version 4.0 (SPSS version 4. raw-Hill Book Co., Chicago,

Illinois) was used to statistical tests

mentioned above.

AULINENINYINT
ARIANTAUNINGIAY
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ETHICAL CONSIDERATIONS :

Before subjects were recruited, the aims of the study

were explained and verbal ”» J was obtained.
S\ /

Pap’s smears -wele done &l the participants,

focusing on those whowas ver, because it is

the high risk grou .R.Peel, 1986).

AULINENINYINT
ARIANTAUNNINGIAY
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ADMINISTRATION AND TIME SCHEDULE:

May, 1992: Looking for Collaboration.

Recruiting research associates.

June, 1992: Trainnin
Pretesti
Organizi » ltion team.

Preparin , a8 3 for laboratory

July, 1992: Carrying out samp : ocedure.
Docto;f __;__u_‘,:tu;- ion team meetings
v )

beforé“t]

Inform"ing commuhify of the gaogramme.

ﬁﬁﬂ?ﬂ@ﬂ‘fﬁﬂﬂﬂ?m'

rv1ew1ng subjects
AR IO HY NG Ao
during the study.
August, 1992: Data entry
September, October, 1992: Analyzing data.
November, December, 1992: Preparing pertinent in thesis.

January, February, March, 1993: Writing thesis.
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