10.

11

12.

REFERENCES

Church JM. Complete colonoscopy : How often? And if not, why not? Am J Gastroenterol,
1994; 89: 556-60.

Ravi J, Brodmerkel GJ Jr., Agrawal RM, Gregory DH, Ashok PS. Does prior abdominal surgery
or pelvic surgery affect length of insertion of the colonoscope? Endoscopy, 1988; 20: 43.
Cirocco WC, Rusin LC. Factors that predict incomplete colonoscopy. Dis Colon Rectum,

1995, 38: 964-8.

Kim WH, Cho YJ, Park JY, 5. Factors affecting insertion time and

patient discomfort during cel@ne > r@ 2000; 52(5): 601-5.
Radaelli F, Minoli G. Colonosg ‘ e still room for senna? Gastrointes

Endosc, 2002; 56(3): 463. / _ .I \

Rex DK, Imperiale TF, LatingVici DR et of Bowel Preparation on Efficiency

and Cost of Colonoscopy™ A&, - 7 '\‘

Ness RM, Manam R, Hoe asa#‘N' \‘ dequate Bowel Preparation. AJG, '
2001; 96(6): 1797-1802. \\

Pockros PJ, ForooZan Golytely lavage-v« ' ndard colonoscopy preparation. Effect on

normal colonic mucosal histolog ._-5 O ' [11085; 88: 545-548.

De Lacey G, Benson g 2Wilkins R “Routine colos -*-;;,;;i eccessary for double contrast
)
barium enema in outpa =ii" . £

Regev A, Fraser G, Delpre G Leiser A, Neeman A, Maoz ; , et al. Comparison of two bowel

preparations for m citrate versus sulphate-
free polyethylenﬂ ﬂﬁ;ﬂﬂ ﬁmﬂ :]T;EB? ): 1478-82.

Cohen m ﬁl i’ npreis ED, et al.,
Prospecﬁ ﬁjoﬁgafj ﬂmn ﬂHVL Zj olonoscopy bowel
cleansing mehtods. Dis Colon Rectum, 1994; 85: 422-7.

Vanner SJ, Macdonald PH, Paterson WG. A randomized prospective trial comparing oral

sodium phosphate with standard polyethylene glycol-based lavage solution (GoLYTELY) in
the preparation of patients for colonoscopy. Am J Gastroenterol, 1990; 85: 422-7.



13,

14.

15.

16.

17.
18.

19;

20.

21.

22.

23.

24.

38

Kolts BE, Lyles WE, Achem SR. A comparison of the effectiveness and pateint tolerance of
oral sodium phosphate, castor oil, and standard electrolyte lavage for colonoscopy or
sigmoidoscopy preparation. Am J Gastroenterol, 1993; 88: 1218-3.

Frommer D. Cleansing ability and tolerance of three bowel preparations for colonoscopy. Dis
Colon Rectum, 1997; 40(1): 100-4.

Golub RW, Kerner BA, Wise WE, Meesig DM, Hartmann RF, Khanduja KS, et al. Colonoscopic
bowel preparations--which one? A blinded, prospective, randomized trial. Dis Colon Rectum,

1995; 38(6): 594-9.

Hsu CW, Imperiale TF, Meta=analysis sSiFComparison of polyethylene glycol lavage
. V . d .

versus sodium phosphate solones copy prwstromtes Endosc, 1998; 48: 276-

82. N

Lemli J. Senna-an old drug j e I \‘\ maeology, 1988; 36(Suppl 1): 3-6.

\.\x

Ziegenhagen DJ, Zehnter Y of senna improves colonoscopy

preparation with lavag Gastrointes Endosc, 1991; 37(5):

547-549.

Xing JH, Soffer EE. Advers _, ves. Dis 1& |0 Rectum, 2001; 44: 1201-9.

Kongdan Y, Kositchaiwat S. Sing and patient compliance between PEG
and NaP. Ramathibodi Med

Charoensretmaha SSA_rando:

sodium phosphate with oral
magnesium sulfate pIu -5 PROSP ate enema in bowel preparation

J i
for colonoscopy. Vajira edJ 2000 44(1).

Schiller LR. Chﬁ ?ﬂﬂ%ﬁﬂﬁ%ﬁLavage Solutions [Clinical

Reviews: The nflammatory Bowel Dlsease And Infectlous Diseases]. J Clin

.\ W ON IR M) AT
de Whi % li etabolism of anthranoid [axatives. Hepatogastroenterology, 1990;

): 601-5.
Marks GB, Salome CM, Woolcock AJ. Asthma and allergy associated with occupational

exposure to ispaghula and senna products in a pharmaceutical work force. Am Rev Respir

Dis, 1991; 144(5): 1065-9.



25,

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

39

Beuérs U, Spengler U, Pape GR. Hepatitis after chronic abuse of senna. Lancet, 1991;
9(337(8737)): 372-3.

Armstrong RD, C.A., Grahame U, et al, Hypertrophic osteoarthropathy and purgative abuse.
Br Med J, 1981; 6(282(6279)): 1836.

Levine D, Goode AW, Wingate DL. Purgative abuse associated with reversible cachexia,
hypogammaglobulinemia, and finger clubbing. Lancet, 1981; 25(1(8226)): 919-20.

Prior J, White I. Tetany and clubbing in patient who ingested large quantities of senna. Lancet,

1978; 28(2(8096)): 947.

Gould SR, Williams CB. Casi@ ation before colonoscopy for inactive

ulcerative colitis. Gastrointes C
Hangartner PJ, Munch R/ Ne;

methods: evaluation of a r

\\\\ omparlson of three colon cleansing

300 ambulatory patients. Endoscopy,

\\

Borkje B, Pedersen R, ad) arstad A. Effectiveness and Acceptability of

T

ar6l, 1891; 26(2): 162-6.
AN

1989; 21(6): 272-5.

Three Bowel Cleansing

Valverde A, Hay JM, Fin .'"L.- R, Pouliquen X, et al. Senna vs

Polyethylene Glycol for Mec Evening before Elective Colonic or Rectal

Resection. ARCH SURG, 1999; 48
Dahshan A, Lin CHJ§ sifj-';:-m?:-_-'ﬁ':—:::-‘ Jgmized , Prospective Study to

AR

-.. Preparations for Colonoscopy in

Evaluate the Efﬂcacy |
i i

Children. AJG, 1999; 94 2 3497 3501.

Chilton AP, Oﬂhﬂ A Blinded, Randomized
Comparision of ql\loveﬂow dose Er]ru:?l ?(jtn with ﬂ;Phospho—Soda: A Study of
Colon C m ﬂmygﬂ 32(1): 37-41.

Arezzo, a En\m?m ﬂaﬁompa INg bowel cleaning preparations for

colonoscopy. Surg Laparosc Endosc Percutan Tech, 2000; 10(4): 215-7.

Rohmel J. Therapeutic Equivalence Investigations : Statistical Considerations. Statist.Med,

1998; 17: 1703-1714.



37.

38.

39.

40.

41.

42.

43.

40

Jones B, Jarvis P, Lewis JA, Ebbutt AF, Trials to assess equivalence: the importance of
rigorous methods. BMJ, 1996; 313: 36-39.

Streiner DL, Norman GR. Health Measurement Scales : A Practical Guide to Their
Development and Use. Oxford University Press, 1994; 28-51.

Moher D, Schulz KF, Altman DG. The CONSORT Statement: Revised Recommendations for
Improving the Quality of Reports of Parallel-Group Randomized Trials. JAMA, 2001; 285:
1987-1991.

gh$ FOR ASSESSING AGREEMENT BETWEEN

\|! , 1986; 1(8746): 307-310.
J

intention eat analysis? Survey of published

Bland JM, Altman DG. STATISTI
TWO METHODS OF CLINICALME:
Hollis S., Campbell F.,
randomised controlled trials. B
Church JM. Effectiveness g ,; Gut Lavage Bowel Preparation for
Colonoscopy - Timing is the .- 8),41(10): 1223-1225.

Greene WL, Concato J; FeigStei - Equi ~ : in Medical Research: Are They

Supported by the Evide 715-723.

ﬂ‘UEJ’JVIEWI?WEJ’]ﬂ‘i
Qﬁﬁaﬂﬂ‘imuﬁﬂﬂﬂﬂﬁﬂ



AULINENINYINg
AR TN TN



42

APPENDIX 1
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ENTRY PROCEDURE AND CRITERIA FOR ENROLLMENT

Inclusion criteria

YES

NO

[]

[l

1. Patients who symptoms of : chronic diarrhea, mucus bloody stool, bowel habit
change, lower gastro-intestinal hemorrhage or abdominal pain ; cancer

surveillance and abnormal findings from barium enema.

2. Patient is male or female aged of 15 or older

approved mgif 7tra pt

I I

0O O g

Exclusion criteria

5. Patient whe#is '( ﬁ ‘?\""f\ unfit for admission into the
study duggd®p J
T I//E 1-\\\\\\
| A box marked in this gbluhnfexclided the Subjcct i the study

YES

NO

olonoscopy for example, peritonitis, acute

colonig

.

2Pat|e 7 Iu‘"

3 Patient '[ 0 have e ergen "; olonoscopy.
&

4. Allergy to s‘rE (asthma hepatm%}sodlum phosphate solution.

Ooodd o

ﬂ%@ﬁdﬂ%wsﬂﬂwm

N 1

tient is taking Iaxatwe‘mthm 1 week p 'Ar to the admlmstreyn of the first

'3] W’tﬂ“‘&‘ﬂﬁmﬂiiﬂ MN8N
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A box marked in this column excluded the subject from the study




VISIT | : Day of enroliment at OPD

Fu e T Fumuniad 1 LLIC el

DERMOGRAPHICS

LT O

FOANAHIE e BT e
INA O e O waa {178 =0 niga=1}

a v P [N, .'-,
ned thuaan J \ Fahoe SR LT O

WNIANTNRARDLS oo -

HABITS : { Hab1-4}

QUi 0 ligu {code 0 DU > 108U {2}
whasdniiuan O i {code oisraiofl TN, N, Min {2}
AuTn O iy {code; 2}
Aunun 0 lfin {code 0} {2}
Wwiin {(BW} [:D I___l
1iaglag {IOPD}
SIGNIFICANT HISTORY : T2
gnefiansviagniulseavse ! Nﬁiﬂﬁﬂmu' )

O f Jhe =0 1u=1)

Y sﬁ%‘w i

mJ'mu-mmmmumanmam%mnﬂwsﬂ‘lu {Gynsurg}
9 AR NN WEH@%J
fuhainsgenda fhanasn o unuga. (Pastcolono). ... pfa {Line =0}

UsedRunen{Allerigic_hx) O ladu O ul {llwk =0 uk =1}
FUUBTMR e



Tsmsransindur {Ass_dis} ( hiluanslsaldiwamanamnan 145 = ifhuunmanu, CHD, HT )

O hifl {code 0} ODM {1}
O Renal disease {2} O Pulmonary disease {3}
O Coronary heart disease {4} O Hypertension {5}

O Otherdisease (6} T8 ...uwnmmsmnmimunsmsmssanisimsaarsaiies

VITAL SIGNS :

Temperature (°C) temP}  ovoveeveoeeeeeeeeeeeeeeeeeeeeeeee, O Lildda {0}

BP (mm Hg) : Systolic/ diastolic {SBP,DBP}..... O Lilé9m {0}

Pulse rate ( beats/min) {Pulse} N @i {0}
e —
PHYSICAL EXAMINATION {PET}

rameter

General well-being{PE1_1}

Head & EENT {PE1_2}

® Heart {PE1_3}

® Chest & lung {PE1_4}

® Abdomen {PE1_5}

® Extremities {PE1_6}

<
d

® Skin {PE1_7} ﬂ

U
= e
CONCOMITANT MEDICATION {conco_med} -
fuhelFfuenatnedunenanendidnu el OWWL O W {hildfu =0 WFu=1)

syARen ATy

LAXATIVE DISPENSED { Lax_no}: Label number of drug dispensed EI:I:I



VISIT |l : Day for Colonoscopy

Ju heu T Ndeendaq {Scope_date}

LABORATORY EVALUATION {Lab 1_6} {Normal = 0, Abnormal = 1}

rameter Normal Abnormal Abnormal findings

CBC {Lab 1_1}

U/A { Lab 1_2}

Blood chemistry { Lab 1_3}

Chest film { Lab 1_4}

EKG { Lab 1_5}

HIV { Lab 1_6}

COMPLIANCE & ACCEPTANCE OF LA

gﬂaﬂnumﬁ‘xmﬂﬂa‘umummw‘lmm :
O fuldasy =——$. {code 0}
O fuldiasu

10

>1J2mmq > ﬂmn i
mwwawa’l&maﬂjﬁnﬁ’fﬂﬁéﬂ{g EIH u w r] ’J ﬂ El f] a EJ
THRETR e —> Wﬂ'lﬁﬂ'\unmq e > wﬂ'l'w'm

fviudesdeandewmsaadn gt ilaefuilienssusaiiadafilEsusnviel 2 { Lax_reuse)
0 Ligusenldumn esnlildeulu {code 0}

O Suduazidinlaldatineunn {1}
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SIDE EFFECTS OF LAXATIVES {Side_eff1-5}
annsraul anldaw {Side_eff1}

I I E K E P B P DM £

1T INNT > IMIAANRY > AINTUUNAN ~—omemee > 21N1TNIN

1avias {Side_eff2}

I K E K P CA B D D

hifang > aNTantiag > 21N MUNAN > BINITNIN

Reurdes wihiln {Side_eff3)

M E

U YTyF p—

|7 Ia |9 10
| | | | | |

AN -—-eem> DINITNN

Sleeplessness {Side_eff4}

0 1

| lhiflans -

v a '
AIMNTINIALNDENTUWII ( Adversg

O Lifemstradeaguusg {code 0}

O fHensdrafsaquud {1}
(#fiamsthaAesquusaliinsana;

PRECOLONOSCOPIC PHYSICA

arameter Normal

General well-being

® Head & EENT E

® Heart

® Chest & lung

1uaiwan§ﬂawri

0 MmN

® Extremities

® Skin




COLONOSCOPIC DATA
Name of Colonoscopist {Dr_name} ...........ccovvvvivieiiieiiini 7¢1) code VR %ﬂ

(a.amims = (1) elands = {2} a1yt = (3} adnian] = (4} a.s04g = (5)

Type of Anesthesia {Anes}

O None {0} O Concious Sedation { 1} O General anesthesia {2}
What is colonoscopic indication ? {Indication}
O Cancer surveillance, checkup {1} O Gastrointestinal hemorrhage {2}
O Bowel habitchange {3} O Chronic diarrhea {4}
O Abdominal pain {5} ' & bloody stool (6}
O Polyp N j irium enema {8}
What is colonoscopic diagnosis ? { é
O Normal study ; e {2}
O Polyp {4}
O Inflammatory bowel
O Other disease pleag@Spalingt .. o IR S W% {6}
VAS cleanliness scale of colon ( by Gélo stat )~
Rectum 1.& sy Loy I ey ey
{1Score_rec) F _30lid fec Ve s misolid—=4 Liquid feces No feces
#More fede — — > less feces
iy
Sigmoid colon AN Y
{1Score_sig} ' ' s, |7, | i KN
iquid feces No feces
e - less feces

Descending colon

K K

{1Score_desc} ﬂ u El 4| L
olid fe soli iquid feces

I No feces
More feceae --> less feces
Transverse coloa .,
scarvor) N T | aﬁﬂlﬁﬂﬂﬂﬂﬂﬂ a8 ..,
’ Solid feces-—-> | Semisolid ----> Liquid feces No feces
f More feces --> less feces

Ascending colon & Cecum
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{1Score_asc&cecum} N RN £ £ K b, 17y By 1o,
Solid feces--—--> | Semisolid -—--> Liauid feces No feces
More feces > less feces

Other therapeutic or diagnostic

procedure {Tx_scope}

O No other procedure{ 0 } O Polypectomy {1}

O Biopsy {2} O Other {4} specify ......ccovvveiiiiiiiiiieiiin .
Timetoreachcecum ................cocoeeene. minutes {Reachcecum_time}
Total time of colonoscopy ( polypectomy & other)..............ccooeevveiveiinnnn, minutes. {Scope_time}

uous colon { 2 }
O Patient intolerance { 3} .
O Other reason ( speciiy( ..............................................
Videotape number / / | \
{Video_no} 7

truction { 4 }

POST COLONOSCOPY EVALUATIG
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O Completed the study {0}

O Atthe request of the patie ive, the investigator or sponsor {1}

O Failure to return 0 R UREBr G ORe-CIORNOoTOP = ‘
O Noncompllance Witk --' ble behavior {3}
I

[0 Adverse experien o

) ool ‘iﬁjﬁ i WW gl f o

O others: ... {6}.

e

Are there any s

onNo o) O Yes {1}

Reason for termination of the study
{Why_terminate}

Remark



VAS cleanliness scale of colon (_ by Other Colonoscopist )

D Assess at the same time

Rectum

{2Score_rec}
Sigmoid colon
{2Score_sig}
Descending colon
{2Score_desc}
Transverse colon

{2Score_tran}

Ascending colon & Cecum

{2Score_asc&cecum}

0l I1l l2

I3I I4l

i LM

[ Assess at other time Specify date ....... Lessamvansnns T

|

Solid feces------>

Semisolid ---->

Liquid feces

No feces

More feces

--> less feces

M K

e, 1o,

Liquid feces

No feces

K

> less feces

| K

Liquid feces No feces
--> less feces
P Il I 6 | 1 I 7 I 8 1 | 9 |
Liquid feces No feces
> less feces

e e

I

Liquid feces

No feces

AULINENINYINS
AN TUNNINGAY

--> less feces
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STUDY ADVERSE EVENT ({Trial_AE}

51

Brief description of AE

O None {0} [ present (Describe in detail below) {1}

Onset

Date: Date :

Stopped

Seriousness: O Mild O Moderate O Severe

Outcome :

O cure without any treatment

he t, Treatment:

D Unknown

o

!

Sd==
el
23

N3

A
¥
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Adverse Event Evaluation : (if yes, please fill up relevant information on the AE form)

Hypersensitivity
Rash, urticaria EIYes O No
Itching a Yes O No
Shock O Yes O No
Central Nervous System
Headache DYes O No
Insomnia DYes O No
Dizziness O No

Daytime Sleepiness

Weakness in extremities,Fatigue

Hypoaesthesia

Impaired tongue movement

Light headedness

Abnormal dreams

Confusion

Hallucination

Cardiovascular System

Palpitation

Hepatobiliary

Jaundice

Musculoskeletal System

Myalgia

Muscle Cramps

Arthritis

Urinary System

Frequent urination

Urinary rete.ntio.n ﬂ usq
. '

NERINYINT

Hematologic System

e AN TUNAATNENA Y

Others (please sﬂfy)
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Cost

Medical Direct Costs

A42InA3 ( colonoscopy )

ANANENAAL YT B1T=IuANIRLLA

Laboratory tests ( blood ,urine exam )

X-ray

EKG

ANENTELNE

Non-Medical Direct Costs

ANAUNNNNTTINENLNA

Ara s lutumnlsaneung

' P P P
A IRaUYTa AN TNl TTan

o P a0 v o -
ﬂ'ﬁ'NlWﬂuﬂTﬂfU'Wl'lM'/l'N']ulWIu e

T
AN (8 )

Aderh (§n7 )

Indirect Costs

manamaafiil vinldgydenamelidainniging

fdenlifiasdeandedld viududazdatuwinla

¥
.......... o w
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( Patient/ Participant Information Sheet )

Halasams nsdnnFauiienlszAninmesznadunuassenln@mmeamn unminanuazendldugiieudes
ndeansaaa&lugy

Fagide HAUN.AINT TEndedmd
da o a
A0UNINE Traneunasundud /
a a . d Ao T - -
yArauaAEMsAnsaIlialiluAgniduvia a9

1) unun.adms Tsidnfudmal nAdm
vite 1w 02-9596045
2) un.stuiy ginznsaing  nAdTAas j )2 ‘n; vie 06-6101053

3) wwdhlssanudpaans Ve

1527 (lwaaimams)  vise 01-4886963

gadusayunisive mMAd

anudusnaddasaims  nasldunssy Wea 3 naunIsgendeanmay  udedrdyuaziniluetnega

< o ] -~ 1 an - -

enrenenlfluiaqiuldudennfeume W dlsznndu semdliouan Jenisdadead
3

Mlihisunsnldenilfludialsalnoneg ;"' ANz muenduiagUimaaedldlunnetousd14

. 4 A P

Moy Weeaniudtendt Useafouaziisnnn

nranlsrasAresiiee  AnwnlsAnnnyteeanianssan ntand I lugjneunisdaandesnsnad idlun

- a aea 1 v VY ao f

Meavidganazfiiddegidnsianisive

2) amAaiRen aese = @nasdilen amarduinla luned:

3) Auenszund

4) daandasnsaaniivn

A - . X .
ﬂs“Tmuuavua'n'mnnmvmnunm'n'mumﬂﬂu :jvﬁmmwawe"lu‘lo\’mﬂivTﬂ'nu'TmﬂmN wrinazeIn1sAndasin g
v

Urzlamilunnslinnsineng p-ljﬂ'ﬁqanmmqﬁmﬂnﬁ nmazrauly

fwmg ansuien g £8 ({7 i wmrnslunisresfunadnades
Ad s‘uuﬂw‘l’i'lufﬂwmmau‘“ﬂd’qmmﬂwmnw'an'mmmiuﬁ"ln‘l‘ﬂuﬂm, uwne; a'w uavuwnﬂumuutymmvoﬁu

::::;:::f\gmfjﬁgﬁjwuma w:gj ﬂﬂﬂiﬁtﬂuﬂmuamﬂwmmu

S o . .o il o a "
tvinidiffgmdiedla videfaninalalunndhindanmaidel viuawnsofnsedulszsunsmnisesessundeluau
Anzuwemanfiagud s 0-2201-1541 lunaimans




35

/'S

S

wilsRadugenlaglasunisuannaiauazianla
(Informed Consent Form )
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VITAE

Dr.Savit Kositchaiwat was born on June , 24 1952 in Ratchaburi province, Thailand.
He received the Doctor of Medicine from Siriraj Hospital , Mahidol University in 1979,
Diplomate Thai Board of General Surgery from Ramathibod Hospital in 1986, Fellowship in
Hepatobiliary surgery and Gl endoscopy from Royal Melbourne Hospital in 1991, Australia.

He worked as a surgeon in public hospi

’/ inistry of Health from 1986 to 1993 and then

worked as a lecturer in Department of 2 ethibodi Hospital until present.

N 0 l* };(
In June 2001, Dr. Kositch admitte ésters degree program in Health
Development in Thai-CERT Ol -‘ edicinepChtfalengkorn University, as funded by
Faculty of Medicine , Ramatfibog ) “\ , he conducted a clinical trial

tited “Comparison of two*60 g .;‘.n‘._. or \ ColenosCopy : Senna versus Sodium

Phosphate solution”.
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