CHAPTER 3
RESEARCH METHODOLOGY

POPULATION AND SAMPLE

Target population

Patients with abnorpal y uterine bleeding scheduled for fractional

curettage.

The patier Ngepnormal uterine bleeding who attended the Obstetrics

and Gynecology Outpg icine Siriraj Hospital, and met all

the eligibility criteria.

1-2 (see APPENDIX IIl)
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Sample size

Sample size was calculated from the formula for comparing means of 2

independent populations as the following:

2[(Za 2, )0]2
52

n/group =

where

O = Probability o Zy, = 1.96
= ZB =0.84
8 = Meaningie néonimaxir um pain s assessed by 10-cm VAS
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INTERVENTION E
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atlents were allocatéd to either treatment or contrglygroup by simple
raan» %q &%ﬂiﬂtl&]lﬁoﬁ% w&})’}a Hosen for this
purpo . The third digit of each number was used to generate treatment code: even
number was designated as treatment (PCB plus IUA) whereas odd number was control
(PCB alone). Each code number was contained in a sealed opaque envelope, which

was sequentially numbered. When a new patient was enrolled, an independent nurse
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would open the next in a series of envelopes, and prepares the trial medications
accordingly.

Trial medications

The trial medications, either placebo or treatment, were identical in
physical appearance, i.e. clear colorless solution. They were contained in identical 10

ml disposable syringes, prepared by an in

who performs F/C and the patie

pendent nurse. Therefore the gynecologist
# m the treatment. The medications

provided to each patient wer:

Control ng |
. PCB:/ \ \\ :100,000) 10 ml

acebo)

@(1:100,000) 10 ml

® |UA: 2%l / nl (treatment)

SAFETY MEASURES

T T T ————— -
O The procedure was .,';_, o immediatet ‘adverse event occurs, or
;

i

O The patient was observeg iﬂf‘ recovery roor&}or 60 minutes post operation.

© postopsraivo Bl e bR p I L oy provia

nurse upon patﬂht S request. If the patient still had severe pain at inute after
@

RN PITE8118) 16 ¢

O Cardiopfilmonary resuscitation instruments and medications were available.

upon patient's requesm

EXPERIMENTAL PROCEDURE
Preoperative period

All F/C were performed on an outpatient basis. Before F/C was

performed, each patient was informed about study procedure. The patient was
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instructed to score the VAS, and then tested for her understanding by scoring on a test
sheet containing 10-cm VAS with a question “How much pain you expect to have during
curettage?” After checking for eligibility criteria, a signed consent was obtained. The
patient was then interviewed for relevant demographic data, which was recorded in a

case record form (CRF form A, see APPENDIX).

Intraoperative and

‘ ”/t@perative periods
' rﬂ@ﬁthotomy position at the end of
————

| pulse oximeter were installed.

The patient
operating table. Monitorssi

Heparin lock using 20 Tte superficial vein at patient's

wrist or hand of non-dos safety purpose. In order to

reduce risk of PCB and atars, all steps of the procedure

were operated by the sam \‘\ 1e F/C was performed through

the following steps:

o i

L . . .

1. Bimanual pelvic examination "'f as ] The external genitalia was painted
TS

with antiseptic solution (1:100-Chiorhexidir onate solution) before draped with

1 't - Qimo vvarinal roatre = ,":—. -~ H
sterile clothes. "i"-f"’"” o 2ves vaginal speculum were
introduced into the ﬁgin 0 X, M‘we cervix and upper vagina

was painted with antlsqot solution.

g Pcswaspe@mwﬂmwmm
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4. F/C was performed.

When the F/C was completed, the tenaculum was removed. The cervix
was cleaned with antiseptic solution. The vaginal retractors were removed. The patient
was placed on supine position and was observed in a recovery room for 60 minutes

before discharge. Patient's global satisfaction for the treatment was assessed before
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discharge. Information during that period was recorded and CRF form B was

completed by nurse.

DATA COLLECTION

Pain score

The primary ou c I Dlg in score assessed by 10-cm VAS.
pain experience by marking an
“___"ina10-cm line ane 1 Withterms des ne extremes of pain intensity. In
this study, there are 2 @€ r end, and “intolerable pain”

at the upper end (see g ). JThe-r 1S ty pain is assessed by measuring the

line from the lower end g | v . ported inem.
In this sttdy in, score was ured immediately after insertion of
retractor, after F/C, and at" 15430 & 1d80 minlutes after the procedure. In case that the

- E
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patient had intolerable pain, the -‘*{“'Eaxﬁ- erminated immediately, and the pain

. ~ "' :

f the.endome ot obtained at that step, the patient

was then scheduled ioFf e

sac

)
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Mefenamic acid 500 mg would be provided and the information was recorded in the

score was recorded.

CRF.



16

Patients' global satisfaction to the treatment

At the end of postoperative observation period, the patient was asked to
rate her global satisfaction to the treatment which was a 4-categorical scale, i.e, very

unsatisfied, unsatisfied, satisfied, very satisfied.

Safety monitoring "

Blood press ! \\ saturatlon were continuously

monitored, and record g \\' \ operation, after the patient was
placed in a modified i o of Jp (if) y ocal anesthesia administration, (iii) after
uterine curettage, and (iW'at 45, _.:.-Aé wi } \\ beration.
Si -;.’ﬁ%’l i
ide effects off anesthesia = RF form B) were monitored by verbal

communication with the patient durin njection of the trial medication.
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MEASUREMENT

All of the measured variables including administrative variables, baseline
variables and covariates, efficacy variables, and safety variables are tabulated in table

3T

Table 3.1 Summary of measured variables

Administrative variables
" Name

®  |dentification no.

®  Address and telephone no.

Baseline variables / Covariates

" Agel(yn) Mean + SD
®  Education level N (%)

®  Economic status ﬂ \ N (%)

" Prior vaginal delivery - ; otomous categorical N (%)

" Prior curettage ' {’4. ‘ rchot mo! ategorical N (%)

¥  Menopausal status : £ 0to \ s categorical N (%)

®  Body mass index (Kg/mz) . : uous numerical Mean £ SD
" Dilatation of cervix ) TN ous categorical N (%)

®  Uterine sound length (em Mean + SD
®  Duration of operation >* N (%)
Efficacy variables

¥ Maximum VAS pain score cni). ntlnuous numerical Median (95%CV)
¥ Requirement o al?wgfﬁ i wrﬂdrﬂﬁ N (%)

" Patient's global@uﬂ ri N (%)

¥  Success rate of F/IC chhotomus categorical ﬁ(%)

B Adversg.events
®  BP (mmHg), P (BPM) and oxygen saturation (%) at6  Continuous numerical Mean * SD

different time points

Note: 95% CV = 95% central value; VAS = visual analogue scale; F/C = fractional curettage; BP = blood

pressure; P = pulse
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