CHAPTER 4

RESULTS
4.1 Participant flow and recruitment

From June to November 2002, an dred and seventy patients are referred for

spital (Figure3)[39]. Thirty patients are
excluded because they do nof"feet-is @h as previous colonic resection, -

massive bleeding, obstructiof*and / /, dy: \ ts refuse to participate because
, / 4 \ e

colonoscopy at Department of Surge

of economic reason and fear of g

One hundred and™ thig \ domly allocated to senna group

(experimental group) and €6diufm | Gon! \: ed group). Two patients (1.5%)

were deviated from allocatio

hecause . ] . X elVe laxatives due to error in drug

packing. Three patients (2.2%

ot attend colonoscopy. Among
patients who attend colonoscopy, nif %) have missing data due to incomplete
colonoscopy and one patient has i {l-‘ ista er in data recording. No false
inclusion is occurred in t f ’ = ,E'd

At the end of the studly, one hundre  Tour patients are analyzed as intention-

to-treat analysis and 121 patienitgsare analyzed agsper protocol analysis.
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Flow Diagram of Patients Progress Through the Phases of a Randomized Trial
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4.2 Demographic and Baseline Data

The demographic and baseline data are shown in Table 1. The characteristics of the
patients, colonoscopic indication and diagnosis are matched in both groups of the patients.
However, it is noticed that controlled group has higher proportion in  constipation, laxative

users and tea drinkers.

Table 1: Demographic Data of 4

i NaP
Characteristig ke
(N =67)
Sex ( iy 30: 37
Age (Mean,S.D.) / 51.6 (12.6)
Body wt. (kg.)(Mean, afx‘;{ o a ok 61.8(12.6)
Smoke habit ( Yes : No e/t /& 5: 62
Alcoh Ngy————————————+, = :
Icohol ( Yes Ny 13:54
Tea (Yes: No) ] , 35:32
Coffee (Yes : No ) ¢ g, Q40:27 40 :27

oo vl INENTHENT
AR ey

Previbus Obs-gyn surgery 6:61 7:60
Previous colonoscopy 5:62 11:56

Diabetes ( Yes : No) 7:60 6:61
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Table 2 show that the indication for colonoscopy in both group are similar except the

patients in controlled group had higher proportion of bleeding per rectum, but this indication

has no effect on bowel preparation and colonoscopy.

Table 2: Indication for Colonoscopy

a NaP
Indication for Colonos
- (N=64)

Bleeding per rectu y: 31 (48.4%)
Lower abdominal 10 (15.6%)
Mucus stool 4@ 4 (6.3%)
Cancer surveillan & 6 (9.4%)
Bowel habit chang 4 - 8 (12.5%)
Abnormal Barium enefma : ﬁ (4. 1(1.6%)
Follow-up post polypec rom E:‘ 0% 1(1.6%)
Chronic diarrhee » 0
Other indication 3(4.7%)
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Table 3 show that the colonoscopic diagnosis are matched in both group. The
detection rates of pathologic lesion are 34.3% and 35.8% in experimental and controlled

group respectively. Both laxatives have no effect on time to reach cecum, colonoscopy time

and rate of incomplete colonoscopy.

Table 3: Colonoscopic Data

NaP
(N =64)
Colonoscopic diagno
1. 40 (62.5%)
2, 4 (6.2%)
<] 8 (12.5%)
4. 6 (9.3%)
B, 3 (4.6%)
6. 3 (4.6%)
Time to reach & Q:;;;;;::;;;.;:;Z:;;:;-- 3 12.6 (6.4)
7 Y
Incomplete colon COp 0.0%) 5(7.8 %)
Time of colonoscox, (Mean,S.D.) o 19.3 1 2) 18.2 (10.1)

Therapeuﬁ! !éii a %Ilz %ﬁ w EJS’]Sﬂ i 14 :50
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Table 4 show.the cause of incomplete of colonoscopy. In experimental group, one

patient (study no.18) had incomplete colonoscopy due to inadequacy of bowel prep. Other

causes of obstruction do not relate with bowel preparation.

Table 4: Cause of Incomplete Colonoscopy and Site of Obstruction

Study | Study
Sex | Age Cause- Site
No. | Group 0SCO
75 = F 35 - p rr dometriosis coli Sigmoid
86| E F ingl el perforation | Desc.colon
101 E F g wel spasm Sigmoid
118 E F in e erous feces Desc.colon
18| C** F 4 ‘dor_ nalPain Carcinoma Sigmoid
22 C M 45 cu: ody stool Carcinoma Asc.colon
42 C F 83 De Carcinoma Rectum
104 C F 57 ¥ Bowel spasm Sigmoid
120 C F el spasm Desc.colon

AULINENTNEINS
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Since there are two observers who rated the colon-cleanliness score, it is necessary to
see whether they agree sufficiently before data analysis. The best approach, recommended

by Altman™”

, was to calculate 95 % limit of agreement as shown in Table 5 below. The 95 %
limit of agreement lies between d — 2 S.D. and d + 2 S.D. , if the differences are normally

distributed, where d denotes the mean difference of the score in each patient rated by two

observers.
Table 5: Agreement of Rating Colo ‘ between Two Observers
95 % Limit of
Agreement
Rectum -1.523 t0 1.531
Sigmoid Colon -1.402 to 1.435

Descending Colon -1.168 t0 1.435

Transverse Colon LI 0. -1.318 t01.654

e
Ascending Colon & Cecum &F.C 2, ' 4 -1.331to0 1.376

From Table 5, there ‘afe minimal differences betwee I
s

colon. It is judged bﬁﬂﬁdgjwﬂw;wmrﬂ?m lay within 2 points and

the 95 % limit of agggement in all segments of colon are lower than 2 points. Then, we

judged that ]q Wlmﬂ-m rﬁﬂﬁﬁﬁmrﬂ“ﬁﬁed sufficiently and

can be used fay further analysis.

o raters in each segment of
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4.3 Numbers analyzed

Before study, the sample size was estimated about 136 patients with 10% dropped
out. From Figure 1, 134 patients are analyzed as intention-to-treat analysis; we excluded two
patients who did not receive laxatives due to error in package. This is because the timing of
allocation is started when the patients take laxatives and this event cannot occur in clinical

practice.

Three patients (2.2%) are non-compliance to attend colonoscopy and 10 patients

oreycolonoscopy are measured by

Lhe score of any segment is the

= 59) Mean 95 % ClI of
Segment of Colon Iy
Mean(S D.) Mean S.D.) Difference Differences
Rectum ﬂ u}J ’3 ‘ﬂ Bﬂ j’ W%j)’]sﬂ 0.41 -0.07 t0 -0.75
Sigmoid Colon 8.35 (1. 2,0 8. GAO T77) —0&6 0.08 to -0.61
Descending Coﬂww’] a ﬂ@m 614( EJ qa%_l 0.12t0-0.45
Transverse Colon 8.36 (0.99) 8.42 (0.78) -0.06 0.25t0-0.36
Ascending Colon & Cecum 7.41 (0.84) 7.12 (0.83) 0.29 0.57 to 0.01
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For per protocol analysis strategy (Table 6.1), the mean score of four segments of

colon in controlled group are slightly better than experimental group but the difference of

mean score in all segments are lie within the pre-specified range -1

to +1.

For intention-to-treat analysis, sensitivity analysis is performed for missing data in

three way as “carry forward “ (Table 6.2),

"moderate case” (Table 6.3)

and “extreme case”

(Table 6.4)
. '|I
Table 6.2: ITT-1 Analysis of ‘..__*‘n\t‘ ' / core
" "\\'-.,
~Senna{(N= 6 NaR(N= 67) Mean 95 % Cl of
Segment of Colon

:‘ Difference Differences
Rectum /;/ B4), ‘ﬁ\\\\' " 2029 | -0.97100.39
Sigmoid Colon W/M ,‘\\ \- 033 | -1.01t00.35
Descending Colon W 1" \\\ 03) 2021 | -085t0043
Transverse Colon I ' \\ 0.16 -0.471t00.79
Ascending Colon & Cecum 0.77 0.21t01.33

Table 6.3: ITT-2 Aralys
) Mean 95 % CI of
Segment of Colon
Aﬂean uMean(S D.) Difference Differences
s z * ='-‘ == *
Rectum ' dl 7 3¢ f’:u g J9 1 J2. IJ -0.29 -0.97 t0 0.39
&
Sigmoid Colon 8.01(1996) | 824 (229) | @0.20 -0.92t0 0.52
-~ A ON01LMN M ﬂ

Descending Co raa @63 |16V -1.02t0 0.69
Transverse Colon 7.77 (2.49) 7.49 (2.77) 0.28 -0.61t01.17
Ascending Colon & Cecum 7.06 (2.19) 6.06 (2.49) 1.00 0.21t0 1.79
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Table 6.4: ITT-3 Analysis of Colon Cleanliness Score

Senna (N=67) | NaP (N=67) Mean 95 % ClI of
Segment of Colon

Mean(S.D.) Mean(S.D.) Difference Differences
Rectum 7.86 (1.84) 8.15(2.15) -0.29 -0.97t0 0.39
Sigmoid Colon 8.01 (1.96) 8.34 (2.06) -0.33 -1.01t00.35
Descending Colon 7.77 (2 8.34 (2.02) -0.57 -1.33t00.18
Transverse Colon 7 .04) -0.27 -1.04 t0 0.50
Ascending Colon & Cecum —peep .O) 0.34 -0.36 to0 1.03

4.5 Secondary outcome an
The acceptance and'sidg effests: of (Botddiigs, 2 'e measured by visual analog score

as shown in Table 7. For the tasts ._.:,1

e
taste and the more likeliness. For the

120 \
'b,?: ess Score, the higher score are the better
sots & ore, the higher are the worse symptom.

Since the boundary limit ofihe  gutcome are not defined before

the study so P value are dejfionstrated Y )

) U
AU INENTNEINS
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Table 7 : Acceptance and Side Effects of Laxatives

Senna NaP P value
(N=67) (N=67)
Acceptance ( Mean,S.D.)
Taste score 8.6 (1.9) 5.1(2.8) <0.001

Likeliness 5.7 (2.9) <0.001

Side effects ( Mean,S.D.

Nausea & Vomitti ) 3.0 (3. <0.001
Abdominal paiy . 4 (2.4) 0.80
Vertigo | x (2.3 0.08
Sleeplessness .- \

)
’ k4 (2.5) 0.65
R \\ 2 .64
24\

} S, each occurred in both group. In

experimental group, one patientfadBestpolyr y Bleeding which prolonged procedure

and required admission. Anothe#-] genic perforation from colonoscopic

procedure due to fixatioriye 'o'_-"-f::f-ff-:-Y-?'-‘.'-—"-*'-‘"-"*-"""‘“'-'-'-"':5-7', e in rectum and sigmoid are

9.5 and 10, so the perforat IS'RE orepa J ion. She had long-term steroid

for underlying myasthenia gra&(l‘sﬁand had prewws left hip surgery. After perforation, explor

laparotomy was dOﬂ %ﬁa@yw\%}!%@ W%}ﬁw}ﬂaﬁpeﬁormed. She recovers

uneventfully in one va!ek. Two patients *n controlled | group developnpronchospasm during

sy B SAFOLH TR H HAR B s

discharged aftar 24 hours later.
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