SOUTH BAYLO UNIVERSITY

Clinical Studies on the Combination of Liu Wei Di Huang Wan
and Da Cheng Qi Wan in the Herbal Treatment of Chronic

Constipation

rd
o,
(e
R
lo

ol

) 270 oM SR RE R der|de I

¢

Sopo] BF AY AT

by

Kim, Kyung Kou

A RESEARCH PROPOSAL SUBMITTED

IN PARTIAL FULFILLMENT OF THE

REQUIREMENTS FOR THE DEGREE

Doctor of Acupuncture and Oriental Medicine

SEPTEMBER 2016



Copyright

by

Kim, Kyung Kou

2016



Clinical Studies on the Combination of Liu Wei Di Huang Wan
and Da Cheng Qi Wan in the Herbal Treatment of Chronic

Constipation
R WEe i A5 oA SHIA S B dsr|Ee

Sofo] B AY AT

ABSTRACT

The objective of this study was investigate the effect of Liu Wei Di Huang Wan and Da
Cheng Qi Wan on the treatment of deficiency-constipation.

This study was conducted on the basis of a clinical experiment designed as a randomized
clinical trials(RCT). Total twenty eight(28) participants diagnosed with deficiency-
constipation disorder were selected and randomly assigned into two groups
experimental and control groups.

The experimental group with a sample size of fourteen(14) was treated with combined
formulas of Liu Wei Di Huang Wan and Da Cheng Qi Wan, and the control group(14)
with the single formula of Liu Wei Di Huang Wan.

The effects of the treatments were evaluated by using visual analysis scale(VAS) and
questionnaire every week over the course of three weeks.

The results obtained are summarized as follows : 1. The treatment effects evaluated in

terms of number of defecation, length of labor and sensation of anorectal of
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obstruction/blockage remarkably increased with the combined formulas of Liu Wei Di
Huang Wan and Da Cheng Qi Wan over the period of three weeks; 2. The single
treatment with Liu Wei Di Huang Wan showed a linearly increasing beneficial effect as a
function of treatment times; 3. Approximately 19% higher treatment effect, evaluated in
terms of number of defecation was observed in the treatments with the combined
formulas of Liu Wei Di Huang Wan and Da Cheng Qi Wan than in the single treatment
with Liu Wei Di Huang Wan only; and, 4. In using the combined formulas of Liu Wei Di
Huang Wan and Da Cheng Qi Wan, higher treatment effect was observed in the patients

with Yin-deficiency than with Qi, Yang, and Blood deficiency constipation.

From the results obtained, it could be concluded that the conbined formulas of Liu Wei
Di Huang Wan and Da Cheng Qi Wan have a significant impact on the treatment of

constipation patients with Yin-deficiency patterns.
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B e om A AACEA B, B8R = A3 b
AU A= A3 A AR (HH ), AP CIEY o] 24 (ke ) sto] 7g Al o]
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(U)ol glov Qaxrel 9747), 4] R g FHh .
Fuke Z iyl Magnolia officinalis Rehder et Wilson ¢ =714 2& Azt
Aotk m Al (R EESE ) W9 | o) 7 (I il K Ag) o = 7173 3ok,
Magnolol, Honokiol, a-Pinene, p-Pinene, Camphen, Limonene, Magnocurarine,

Magnoflorine 5ol FAdEolm ZFAARFCE R R W), B71739 (47 56 ),

%

S (FiE), AAGRE), AY(EE) 2go] Qup3y,
WAL ofd dufel AAe %I Poncirus trifoliata Rafin. = 4]

S
LI,

Sh

1) aLAEd T g (R I M R ) ek JAHI A F (A ) e, 8 A
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Qo M AF A (ME S E), FAFEE A& M) T 3,
FA R FAUEF R (Natrii Sulfas)s Z () oA TFHA & &9

AEEE(IE B HE B ) S 578 AAS ALDSHE 2ol i) 2H8o] o

AFol A olste] BAH e % W Aot FH e okxE
)T WL WOR Wy (R $§ HPAoM AR Rt FA Yo
FHIE FARA ge BHOR A8 AL ¢ 5 Aok AFA

HHAHog WH o AL ¥ kA= Appendix Table 3 o A7 3},
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IV. MATERIALS AND METHODS

4.1. Materials

4.1.1. FA <A

Aol AFEEHE A AT AAGNA Bujste =3 TR FUH
A E ARESte] AP (FAEE, 7 Fh) A 2 (SR 53
Gkt) ZF 10 1bs(4,536 kg)e] FAE Aol A] 80 Mesh 2 &8 & &E&
A7te o5 Aoz 7z 11 Ibs(4.98 kg)& Ax A,

Al A ZF 10 Ibs & Vo ® g AL o 2 3], 1 3] B8

Y 23] X 6g X 6Y X 3F X 159 X 1.4¥)5 = 4,536g (10 Lbs) -+ (A1)

4.1.2. ¥ATA

AT Al FAEL FH BATES VFoR

A=A D ALg &S Table 1, 2, 3 o vgWd urep o &),
AT AMEE ST ES o R HE Al &%

As7F HARA Got T WA 1 AT 5.6%(2.7g)° T =
2SS Ao A Fo 33T

1 3] FoA% 44 (6g )= FrAFe 2.72(45%), 718 2.7g(45%) ,

= 0.6g(10%) °]tt.

31



Table 1. Active ingredient formulas

Formula Name Formulas

Shu Di Huang 24g, Shan Zhu Yu 12g,

Liu Wei Di Huang Wan | Shan Yao 12g, Ze Xie 9g, Fu Ling 9g,

and Mu Dan Pi 9g

Da Cheng Qi Wan

Da Huang 12g, Hou Po 15g, Zhi Shi 1
Mang Xiao 99

29,

Table 2. Experimental group formula composition

LATIN PHARMACEUTICAL

Formula Name Herbs (CA Herbs List) Origen | Dosage
= % Rehmanniae Praeparata Korea 885.1g
(Shu Di Huang)
o Corni K 442.5
(Shan Zhu Yu) orni orea 5g
AFeF(Shan Yao) | Dioscoreae Korea 442.5¢
. . ENAL(Ze Xie Alismatis Korea | 331.9
Liu Wei Di AN ) g
Huang Wan . .
g -2 (Fu Ling) Poriae Korea | 331.9g
And LRS!
_ (Mu Dan Pi) Moutan Korea 331.99
Da Cheng Qi
Wan tf 2H(Da Huang) | Radix et Rhizoma Rhei China | 442.5g
$-1k(Hou Po) Magnoliae Officinalis China | 553.29
] 21 (Zhi Shi) Aurantii Korea | 442.5g
% (Mang Xiao) | Natrii Sulfas China | 331.9g
Total 4,536¢
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Table 3. Control group formula composition

Formula Name Herbs LATIN é‘;ﬁi’}’:}?iigﬂcp‘l‘ Origen | Dosage
1=
A & :
(Shu Di Huang) Rehmanniae Praeparata Korea | 1451.5¢
24 .
(Shan Zhu Yu) Corni Korea 725.79
LiuWei Di | *FeF(Shan Yao) | Dioscoreae Korea | 725.7g
Huang Wan
Bl AH(Ze Xie) Alismatis Korea | 544.3g
% (Fuling) | Poriae Korea | 544.3g
2t
(Mu Dan Pi) Moutan Korea 544.39g
Total 4,536¢
2 QA Aol Ag¥ RE kA& State of California Acupuncture Board <]

Trgel 24 AR TAE A

A kAo FeEleh e

rlo

FEA Fooh .

Figure 1 o] “tERR i} Zrt.

4
! ‘-’ ;
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At 3
(Ze Xie) (Fu Ling)

s

s

St
(Mu Dan Pi)

(Da Huang)

24t
(Hou Po)

X4 FIES
(Zhi Shi) (Mang Xiao)

Figures 1. Picture of herbs used in the study
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Rome 11l = Appendix Table 4 | YERJSIT).

4.2.3. 3O WF 7|E

grojetA W) A Ve A FFoR YE 4 glon AFE FA
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Table 4. Constipation categories and symptom® 42
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Patients with Constipation

7
Evaluation Informed Consent
Form & Questionnaire / VAS

|
Randomization(n = 28) ]’

f A\ V \

Experimental Group ) [ Control Group

(Combination of Liu Wei (Liu Wei Di Huang Wan)
Di Huang Wan n=14
and Da Cheng Qi Wan)
n=14
\ J \ J
I |

[[ Pre Test Questionnaire ]]
4 )

Herbs Formulas Pill Treatment

One feedback form per week (number of bowel movements,
Incomplete bowel movements and other symptoms)/
One dose equals 6 grams/twice daily for 6 days/

a total of 3 week participation.

Questionnaire

Post Test ]I

Figure 2. Schematic diagram of study design
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ARENE S48 96 oFE B8 AF Fo gw A5, AL AA

2] (Questionnaire) = =& at9laL, W7ol AW o 2= Visual Analog

Scale(VAS)Z AH&3HiTh, AEA = oo], g=o], ~ueloj 747t W

shel AF83195 7k 4 e Appendix 4,500 A% shaict.

4.6. AEH

B Ao A= IBM SPSS Statistics Version 18.0 & =74 A8 <93t Software

Package & At&stdoem 4 W& FRstH 53 #o:

=

1% el o@ wasg, A7, wagd dd 544 gEe A4

Wl ES- 2 Totest A 9 1;

. R SAYPoRA 58 Wi Fo Au a3

q %7\1 Al A XA

= 0 | =0e]

R
N
=
o,
o
=

’

H] 1= Wilcoxon signed Rank Test, F+ o 7Fe] &3} H| 1L Mann-Whitney
test & A3t a= 0.05 oA FIAS BA s, 23,

3. 7 o3t 535 Wy vuE 93 ¥HESA EAHEA (Repeated-measures

ANOVA)S "3 s}3it},
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V. RESULT AND DISCUSSION
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5.1. 47 o &Ae] FE

Rome Il & A A ZEe] AAFE wbAHE] A3 giadAa= G2k 11 ¥
(39.29%), oA} 17 H(60.71%) 0. 2% 28 WS Aoz g om A A8,

AL T Table5 ¢} YA i} AT},

Table 5. Classification of research volunteers according to sex, age and race.

Variable Group Experimental Group Control Group
(N=14) (N=14)
SEX Male 5 (35.71%) 8 (57.14%)
Female 9 (64.29%) 6 (42.86%)
20~49 4 (28.57%) 5 (35.71%)
Age 50~69 9 (64.29%) 7 (50.00%)
70~89 1 (7.14%) 2 (14.29%)
Asian 5 7
Race Latino 8 7
i 1 o
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Table 6. Classification of participants based on the TCM pattern identification

Experimental Group (N = 14) Control Group (N = 14)
Variable
Female Male Female Male
Qi deficiency 1 (16.67%) 1 (12.50%) 1 (15.50%) 2 (33.33%)
Yang deficiency 2 (33.33%) 0 2 (25.00%) 1 (16.67%)

Yin deficiency 3 (50.00%) 4 (50.00%) 3(37.50%) | 3(50.00%)

Blood deficiency 0 3 (37.50%) 2 (25.00%) 0

Total 6 (42.86%) 8 (57.14%) 8 (57.14%) | 6 (42.86%)

5.4. @AE dsEE HL

5.4.1. Ad7e X5 GAE 4

=
E
ot
o
N
med
Y
ol
)
ol\
N
ol
S
[o
=)
\\}
-\
)
fo
w
-
)
=2
X
k1
B
1p
X
ro,



Fuzke A§E % A dv 30.849 AR &RE U
FUAGE - h5/18 IS B8 F 1 FAAN AR 9AME Zolo]

frelol g lont 1 FAE 2 Ak, 2 FAk ] 3 Fape] g Holo
Slo1 = frel Aol AR gkt

Su A2 - disr]e S Fopel ek A

il

SAE AggIe] A A

A= Appendix Table 8 ol 333} t}.
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3.50 -

3.30 -

3.10 -

2.90 -

Number of defecations / week

Before Tx After 7 days After 14 days  After 21 days
of Tx of Tx of Tx
Treatment Level

Figure 3. Number of defecations(per week) vs treatment length(days)

for experimental group.
A2 (GG A FEE B A7HER) S A (EH)P e 3 A&
A7b= AZA A=) oA WFCRE)7HA A3 Aoz dd
AAge] fdow Qe g AACHAER) & FEAT AFHoR
FASE U HEA) ] HAste] o nZ (KR ) o= x4
CRfEfERD o] A Aoz 2 AFelA AbgEE dis7|go] Sl dE(REM) S

AAsFAL S A F ORI L) o] A (F)S =9 wddno aado=w
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A8 Atz Alrdn. (FEAE A7FLoF B2 BRI D)
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Number of labor (minutes)

12.00 -

ll.m | I . ._'
11.00 T T T
Before Tx After 7 days After 14 days  After 21 days

of Tx of Tx of Tx
Treatment Level

Figure 4. Number of labor(minutes) vs treatment length(days) for experimental group.
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6.50 -

3.50 -
- l
4.50 T T T -_1

Before Tx After 7 days After 14 days  After 21 days
of Tx of Tx of Tx
Treatment Level

Sensation of anorectal obstruction/blockage

Figure 5. Sensation of anorectal obstruction/blockage(VAS) vs treatment length(days)
for experimental group.
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z(Fr X33 g £k )9 Wilcoxon Test 23w ¥ 31 4=}
R AIZEE Tk ] ok 1 F B 2 FA = FoAdo] JABHAE
BAARE (p > 0.05), FF 3 FF Fode] AA HAH(p < 0.05).

Aol QolE FoF 2 F Fol Fobd thul 17.85% 45 k.

HH] 218 A3= Appendix Table 9 ol 3 &3it}.
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Figure 6. Number of defecations(per week) vs treatment length(days) for control group.
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Figure 7. Number of labor(minutes) vs treatment length(days) for control group.
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Sensation of anorectal obstruction/blockage

Figure 8. Sensation of anorectal obstruction/blockage(VAS) vs treatment length(days)
for control group
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Figure 9. Comparison of number of defecation per week between the experimental group
and the control group after 3 weeks of treatments.
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Ay iz 7 gk v Sleo] gk wHESA AR (repeated-
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Appendix 1.1

Informed Consent Form

The purpose of this research is to compare the effectiveness of Liu Wei Di Huang Wan
and Da Cheng Qi Wan with the pre-exisitng medications on conspitation.
This research will be conducted for 3 months from January 2016 to March 2016.
Individual research subjects will participate in a three week treatment program and
subjects will receive pills during the three week period. Pills will be the only treatment

method utilized for this research and no other treatment methods or tools will be used.

When you consent to participate in this research you are expected to answer the
research questionair developed based on the ROME Il Diagnostic critera and Visual
Analog Scale (VAS) every week for three weeks. After three weeks of research
participation, the last questionnaire and VAS will be conducted to measure the overall

progress.

Your participation in this research is entirely voluntary. It is possible that you could
experience unforeseen adverse effects of pills and you have a right to discontinue your
research participation any time you decide to do so. Upon your request, an alternative
treatment to allivate adverse effects of pills can be provided. Regardless of your research
participation status, you have access to all the services the Baylo University clinic

provides.

Any data collected during this research project will be kept confidential to the full

extent of the law. A coding system will be used to protect your personal information
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including your name. All the information will be kept in a confidentially locked cabinet
and only researcher will have access to the information. All the raw data will be

destroyed properly once the research is completed.

If you have any question about this study, please contact Kyung Kou Kim at 213-407-

2037 or k3muam@gmail.com. You may contact Dr. Edwin D Follick, Chair of the South

Baylo University Institutional Review Board (IRB) AT 714-533-6077 or

edfollick@southbaylo.edu for further questions or concerns regarding your rights as a

subject in this study.

YOU WILL BE GIVEN A COPY OF THIS FORM WHETHER OR NOT YOU AGREE

TO PARTICIPATE.
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Appendix 2.1

Certificate of Consent

| have read this consent form. The research study has been explained to me, including
benefits and possible risks, and other options for treatment. | have had the opportunity to

ask questions.

| consent voluntarily to participate as a participant in this research.

Name of Participant (print) Name of Witness (print)
Signature of Participant Signature of Participant
Date : Month/Day/ Year Date : Month/Day/ Year
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Appendix 3.1

Statement by the researcher/person taking consent:

| have accurately explained the information sheet to the potential participant. I confirm
that the participant was given an opportunity to ask about the study, and all the questions
asked by the participant have been answered correctly and to the best of my ability.
I confirm that the individual has not been coerced into giving consent, and the consent

has been giving freely and voluntarily,

A copy of this ICF has been provided to the participant.

Print Name of Researcher / person taking the consent

Signature of researcher/person taking the consent

Date: Month/ Day / Year
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Appendix 1.2

Informed Consent Form
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YOU WILL BE GIVEN A COPY OF THIS FORM WHETHER OR NOT YOU AGREE

TO PARTICIPATE.
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Appendix 2.2

Certificate of Consent (5¢] &<l A)
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2ol zp v AR M
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Appendix 3.2
Statement by the researcher/person taking consent:
AT AYA / JFA T £33 AA
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Anexo 1.3

FORMULARIO DE CONSENTIMIENTO INFORMADO

El proposito de este estudio es comparar la eficacia de Liu Wei Di Huang Wan y Da

Cheng Qi Wan con la pre-existente sobre conspitation medicamentos.

Esta investigacion sera realizada por 3 meses a partir de enero de 2016 a marzo de
2016. Temas de investigacion individuales participaran en un programa de tres semanas

de tratamiento y los sujetos recibiran pildoras durante el periodo de tres semanas.

Pastillas sera el uinico metodo de tratamiento utilizado para esta investigacion y no otros

metodos de tratamiento o instrumentos se utilizaran.

Cuando usted da su consentimiento para participar en esta investigacion, se espera que
usted conteste a la investigacion questionair elaborado sobre la base del criterio
diagnostico de ROMA 111 y la escala analogica visual (EAV) cada semana durante tres
semanas. Despuds de tres semanas de investigacion participacion, el ultimo cuestionario

y vas se llevo a cabo para medir el progreso en general.

Su participacion en esta investigacion es totalmente voluntaria. Es posible que usted
podria experimentar efectos adversos inesperados de pildoras y usted tiene derecho a

suspender su participacion en la investigacion en cualquier momento que lo decidan.

A peticion suya, una alternativa de tratamiento para allivate efectos adversos de pildoras

puede ser proporcionada.
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Independientemente de su estatus de participacion en investigaciones, tendra acceso a

todos los servicios de la Clinica Universitaria de Baylo proporciona.

Los datos recogidos durante este proyecto de investigacion se mantendra confidencial
con todo el rigor de la ley. Un sistema de codificacion que se utilizara para proteger su
informacion personal, incluyendo su nombre. Toda la informacion se mantendra
confidencial en un armario cerrado con llave y solo el investigador tendra acceso a la

informacion. Todos los datos seran destruidos de manera adecuada una vez que

la investigacion se haya completado.

Si usted tiene cualquier pregunta sobre este estudio, pongase en contacto con Kyung
Kou Kim en 213-407-2037 o k3muam@gmail.com. Puede ponerse en contacto con el Dr.
Edwin D Follick, Presidente de la Universidad de South Baylo Institutional Review
Board (IRB) al 714-533-6077 o edfollick@southbaylo.edu para mas preguntas o

preocupaciones con respecto a sus derechos como sujetos de este estudio.

SE LE, DARA UNA COPIA DE ESTE FORMULARIO SI ACEPTA O NO PARTICIPAR.
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Anexo 2.3

Formulario de Consentimiento

Yo, He leido la informacion anterior. He tenido la oportunidad de hacer preguntas al
respect y todas las preguntas que he hecho sido contestadas a mi satisfaccion.

Consiento voluntariamente a participar como participante en esta investigacion.

Nombre del Participant Nombre del testigo (print)

Signature of Participant Firma del testigo

Date : Day / Month / Year Date : Day / Month / Year
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Anexo 3.3

Declaracion del conductor / persona tomando consentimento

He leido con precision la hoja de informacion para el participante potencial. Confirmo
que el participante se le dio la oportunidad de hacer preguntas sobre el studio, y todas las
preguntas formuladas por los participantes han sido contestadas correctamente y con lo
major de mi capacidad. Confirmo que la persona no ha sido obligada a dar su

consentimiento, y el consentimento ha sido dado libremente y voluntariamente.

Una copia de esta ICF se ha proporcionado a los participantes.

Imprimir Nombre de Conductor

Firma del Director del Conductor

Fecha: Dia/ Mes / Ao
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APPENDICES 4.2

Before taking medicine

1. Personal
Information

Sex:F M BoD: Weight :

2. Constipation

Have you been having symptoms of constipation for more than
three months recently? Yes No

3. Rome III

1. At least one out of 4 times, either straining

or intense effort requires during bowel movements. Yes No

2. At least one out of 4 times, stools are hard and lumpy. Yes No

3. At least one out of 4 times, a feeling of incomplete evacuation.
Yes No

4. At least one out of 4 times, a feeling of rectum blockage.
Yes No

5. At least one out of 4 times, the need to press belly
or use fingers or other manual maneuvers to have a bowel movement.
(e.g., digital evacuation, support of the pelvic floor)
Yes No

6. Less than three bowel movements per week. Yes No

7. Rarely having loose or watery stools without constipation medications.
Yes No

4. Habit

* How many times do you defecate in a week? ( Times)

* In average, how many minutes does it take when you defecate?
( Minutes)
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* When do you usually defecate during the day?
(Morning : ) (Afternoon : ) (Evening : )

* Do you see blood in your stool? Yes  No
* Do you feel pain during bowel movements? Yes No
Abdominal pain, soreness in your anal and rectal area

or other symptoms. ( )

* If you have a disease from constipation, what is it?

* Your Stool type?

0% | @ | <

Separate hard lumps, like Sausage-shaped Like a sausage
nuts(hard to pass) but lumpy but with cracks
on its surface

Like a sausage or snake, Soft blobs with Fluffy pieces with ragged
smooth clear-cut edges edges,
(passed easily) a mushy stool
= —

Watery, no solid pieces ENTIRELY LIQUID *3
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* How would you rate the feeling of an incomplete bowel movements?

(10 = worst / 1= none) *4

L
i Good

=
-
-
-

* Have you taken any constipation medications in the past?
Yes, No

- What were the types of constipation medications you took before?
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Separate hard lumps,

Sausage-shaped

s

Like a sausage

smooth

clear-cut edges
(passed easily)

like nuts(hard to pass) but lumpy but with cracks
on its surface
& a AR
J Py ~——n ~ . - '
Like a sausage or shake, Soft blobs with Fluffy pieces with

ragged edges,
a mushy stool

-

Watery, no solid pieces ENTIRELY LIQUID*)

# AWE FAE YepioE? 9

<4 Good
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Appendices(Spanish) 4.4

Antes de Tomar Medicina

1. Informacio
Personal

Genero: Fo M Fecha de Nacimiento:

Peso:

2. Estrenimiento

Usted a tenido sintomas de estrenimiento mas de tres meses? S

oN

3. Rome Il

1. Al menos uno de cada cuarto veces, hace esfuerzo o esfuerzo

intenso cuando esta usando el bano? S o N

2. Al menos uno de cada cuarto veces,

su taburete (humero2) dura 'y grumosa? S o N

3. Al menos uno de cada cuarto veces, siente una sensacion de

evacuacion incompleta (numero2)? S o N

4. Al menos uno de cada cuarto veces, siente una sensacion gque

le bloquea el recto? S o N

5. Al menos uno de cada cuarto veces, siente la necesidad de
presionar el estomago o tener maniobras manuales para tener

una evacuacion (numero2)? S o N

6. Usted a tenido mas de tres evacuaciones (numero2)

por lasemana? S 0 N

7. Usted a tenido evacuaciones (numero2) sueltos o acuosas? S o N

4, Habito

* Cuantas veces se siente defecar por semana? ( Veces)
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* Cuanto tiempo dura para usar el bano para evacuar (numero2)?
( Minutos)

* Cuando usa el bano para defecar durante el dia?
(Manana: ) (Tarde: ) (Anochecer: )

* Usted a visto sangre cuando usa el bano? S o N

* Usted a sientido dolor durante la evacuacion (numero2)? S o N

(Dolor abdominal, dolor en la area anal y recto o otra sintomas.)

* Si usted tiene una enfermedad de estrenimiento? S o N
Que es?

* Tipo de evacuacion (numero2)?

0% | @W | s

Bolitas duras Forma de salchicha pero Forma de Salchicha
separados(Dificil de pasar) quebrada.

Forma de una Seroiente lisa Manchas suaves(Facil para Mullido pedasos(Pulposo)

pasar)

=
-~

Acuosa, no hay piezas sélidas ENTERAMENTE LIQUIDO*)
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* Como calificaria la sensacion de un movimiento intestinal incompleta?

(10 = pero, 1 = ninguna) *¥

* Usted a tomado medicina para estrenimiento en el pasado? S o N

* Cuales son los tipo de medicina para estrenimiento que a tomado

en el pasado? ( )
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APPENDICES(English) 5.1

( ) Questionnaire
A:B
1. Personal | g, by BoD Weight :
Information
2. Taking Normality taking If you Yes, Way not taking medicine?
Medicine medicine: Y N

* How many times do you defecate in a week? ( Times)

* In average, how many minutes does it take when you defecate?
( Minutes)

* Recently stool type?

0%° | @ | <R
® o @
Separate hard lumps, like Sausage-shaped Like a sausage
nuts(hard to pass) but lumpy but with cracks
3. Habit on its surface
- N 3 .
pa— oty 1"5%
Like a sausage or snake, Soft blobs with Fluffy pieces with ragged
smooth clear-cut edges edges,
(passed easily) a mushy stool

Watery, no solid pieces ENTIRELY LIQUID*?
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* How would you rate the feeling of an incomplete bowel movements?

(10 = worst / 1= none) 49

<4 Good Bad »

-
O p=
-

* What was the positive effect of those medications?

* What were the worsening symptoms you experienced
on constipation medications you took before?
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APPENDICES(3H) 5.2

Watery, no solid pieces ENTIRELY LIQUID*®

( )7 o B4F Ay
A:B
L ™A [ Bd :d o gy Az :
2. F Eg |AYEE Y N | BE3H FE o)fES
1. 459 H ad sl ( 3])
+ 13 Fat @ AZRe B BJUA? ( )
WA Ao Re?
Qe o0
c ewe AR
e @
Separate hard lumps, like Sausage-shaped Like a sausage
nuts(hard to pass) but lumpy but with cracks
on its surface
o -
LYo, A
3. %% —_— o S - Eel
Like a sausage or snake, Soft blobs with Fluffy pieces with ragged
smooth clear-cut edges edges,
(passed easily) a mushy stool
= -
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« AR FAZ GeragE? @

Bad »

<4 Good

10

ol

85


http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCICZ17zTgskCFQpKJgodxCsCIA&url=http://tidsskriftet.no/article/3136652&psig=AFQjCNFcusTKX1jd0It_ATDfeveCa6y_7g&ust=1447134752232794

APPENDICES(Spanish) 5.3

( ) Questionnaire
A:B
1. Informacion Genero: Fo M Fecha de Nacimiento: Peso:
Personal
. Esta tomando medicina? Porque no esta tomando, medicina?
2. Medicina
SoN
* Cuantas veces usa el bano en la semana? ( Veces)
* Regularmente cuanto tiempo dura para evacuar (numero2)?
( Minutos)
* Tipo de Evacuacion?
0% %° eBet R
e ©
Bolitas duras Forma de salchicha pero Forma de Salchicha
separados(Dificil de pasar) quebrada.
3. Habito ’
— ot SRS
Forma de una Seroiente lisa Manchas suaves(Facil para Mullido pedasos(Pulposo)
pasar)
.
o~
Acuosa, no hay piezas sélidas ENTERAMENTE LIQUIDO*)
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* Como calificaria la sensacion de un movimiento intestinal incompleta?

(10=pero, 1=ninguna) *

< Good Bad »

* Cual fue el efecto positivo de estos medicamentos?

* Cuales eran los sintomas de empeoramiento que experimento

en la medicacion estrenimiento que tomo antes?
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APPENDICES TABLE

Appendix Table 1. Laxatives®

Laxatives Usual Dose Onsgt of Side Effects
Action
Emollient Docusate salts 50~500 mg po 24~72 hr Skin rash
laxatives Mineral oil 15~45 ml po 6~8hr Lipid pneumonia
Polyethylene glycol 3~221po 1 hr Abdominal bloating
Lactulose 15~60 ml po 24~48 hr Abdominal bloating
Hyperosmolar ) ) )
. Sorbitol 120 ml of 25% sol po | 24~48 hr Abdominal bloating
laxatives ) o
Glycerin 3 g suppository 15~60 min | Rectal irritation
5~15 ml enema 15~30 min | Rectal irritation
sali Magnesium sulfate 159 po 0.5~3hr Magnesiun toxicity
aline
] Magnesium phosphate | 10 g po 0.5~3hr
laxatives . .
Magnesium citrate 2,100 ml po 05~3hr
Castor oil 15~60 ml po 2~6hr Nutrient
Diphenylmethanes malabsorption
- Phenolphthalein 60~ 100 mg po 6~8hr Skin rash
- Bisacodyl ~ ic irritati
Stimulant Yy 30 mg, 10 mg 6~10 hr Gastric irritation
laxatives .
Anthraquinones
- Cascara sagrada 1 ml po 6~12hr Melanosis coli
- Senna 2 ml po 6~12hr Degeneration of
- Aloe (Casanthrol) 250 mg po 6~12 hr nerve plexuses
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Appendix Table 2. Acupuncture points for constipation
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Appendix Table 3. Western herbal remedies

Herbs Latin Name Part Effective Etc.
Constipation, Burns, Wounds .
49) ) ] ] l]_;
Aloe Aloe vera Leaves Skin irritations 3]
American | Podophyllumm . L . .
Mandrakes? peltatum Rhizome | Constipation, Liver diseases
Barberry® Berberis Bark, Root- | Constipation, Hypertension,
y vulgaris bark Renal and biliary diseases
Blue Flag*® | Iris Versicolor Root Constipation, Diabetes,
Eczema, Headache
Cascara Rhamnus Bark Constipation, Joint and muscle
Sagrada*® purshiana pain, Gallstones
Castor Ricinus Constipation, Asthma, Sl
. 7] m} R
Bean® communis Bean Eye treatment skt
. Chelidonium Constipation, Cancer g
49) ’ ’ ul
Celandine majus Root Relieve toothache A
. Cichorium Constipation, Insomnia
9) )
Chicory® intybus Root Anxiety and Stress
. Taraxacum Constipation, Gastrointestinal -
51) ' kyAs1Aex]
Dandelion Officinale | /Vhole plant Function, Indigestion —ec
. Constipation, Skin
52) )
Eryngo Eryngium Root Prostate problems, Coughs
Linum Constipation, Fever
51 o . ’ ofmpR
Flax Usitatissimum Seeds Rheumatism, Gout FerA
Fringe Chionanthus Root-bark Constipation, Gall-stone
Tree%? virginicus Hypertrophy of the liver,
Gelsemiums? Gelsem!um Root Constlpatlon, Migraineheadaches
sempervirens and Face pain
Goldenseal Hydrast|§ Root Constl_patlo'n, Digestive disorders,
canadensis Chronic fatigue syndrome
Licorice® Glycyrrhiza Root Co_nstlpatlon, Gastritis, Food =
glabra poisoning
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Appendix Table 3. Western herbal remedies

Herbs Latin Name Part Effective Etc.
Life Root® | Senecio aureus Root Constipation, Uterine tonic,
Anti-inflammatory
. Majorana Constipation, Antiseptic,
53)
Marjoram majorana Leaves Antibacterial, Antifungal
:52) Verbascum Leaves and | Constipation, Cough, Skin
Mullein ) .
thapsus Flower infections
Phytolacca Berry and | Constipation, Adenitis o
52) ) ] A)
Pokeweed decandra Root Acne, Edema ol
Psylium® | Plantago Ovata LSe:E\}/ss, Constipation, Heart Health A
Red clovers? Trifolium Elower Cor)stlpgtlon, Asthma, Cancer,
pratense Indigestion, Cholesterol
Rheum Constipation, Stomach pain <
55) 1 l g}_
Rhubarb rhabarbarum Root Cholesterol H
. Leaves and | Constipation, Hemorrhoids
52) ! ! ) ) WAL
Senna Cassia senna the Fruit | Weight loss At
Solomon's Polygonatum Rhizome Constipation, Diabetes, o=
Seal®? biflorum Inflammation, Allergy o
Star Grass® Al_etrls Root Constlpatlon_, Tonic and diuretic,
farinosa Stomach colic
Stone roots? Collmson_la Whole plant, | Constipation, Urinary tract
canadensis Root problems, Edema
Wafer ash® | Ptelea trifoliata | Root-bark Constipation, Gallstones,
Joint and muscle pain
Wahoo? Euonymus Root-bark Con_stlpatlon, Indigestion,
atropurpureus Tonic
Yellow . ot 2 gl Ao
Docks? Rumex crispus Root Constipation, 2] A o]
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Appendix Table 4.
Diagnostic criteria of functional constipation according to ROME II1 criterial®

1. Must include two or more of the following:
a. Straining during at least 25% of defecations
b. Lumpy or hard stool in at least 25% of defecations
c. Sensation of incomplete evacuation for at least 25% of defecations
d. Sensation of anorectal obstruction/blockage for at least 25% of defecations
e. Manual maneuvers to facilitate at least 25% of defecations
(e.g., digital evacuation, support of the pelvic floor)
f. Fewer than three defecations per week
2. Loose stools are rarely present without the use of laxatives
3. Insufficient criteria for irritable bowel syndrome
** Criteria fulfilled for the last 3 months with symptom onset at least

6 months prior to diagnosis.
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Appendix Table 5.
Pathological symptoms of the experimental and control groups

. Experimental Control groups
Variable Groups (N = 14) Group (N =14)

Number of defecations per week 3(x0.784) 2.5(x0.650)
Number of labor (minutes) 15.64(+6.629) 13.64(+5.486)

per week

Sensation of anorectal
obstruction/blockage 7.089(x1.612) 6.47(x1.557)
VAS per week

Appendix Table 6.
Comparison of between experimental group and control groups for homogeneity test

Experimental Control TI\'ltESt
Variable groups groups (Non- p
(N = 14) (N = 14) parametric
B B statistics)
Number of defecation per 3.00 250
week
Number of labor(minutes)
per week 104 1364 -1.604 0.109
Sensation of anorectal
obstruction/blockage 7.08 6.47
(VAS) per week
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Appendix Table 7. Normality Test for Number of defecation per week

Kolmogorov-Smirnov Shapiro-Wilk
|
A% | ARE | FASE | BAF | AFE | foSs
Before | 1 357 14 000 772 14 002
Tx 2 357 14 .000 731 14 001
After 7 1 .353 14 .000 752 14 .001
days of
Tx 2 266 14 .008 796 14 005
After 14 1 429 14 .000 .606 14 .000
days of
Tx 2 .266 14 .008 .796 14 .005
After 21 1 .286 14 .003 .847 14 .020
days of
Tx 2 224 14 .055 816 14 .008
*1. Experimental group 2. Control group
Appendix Table 8. Wilcoxon test for experimental group
Wilcoxon Test (N=14)
Variabl
ariable Before Tx After 7 days After 14 days After 21 days
of Tx of Tx of Tx
Number of 3.00 + 0.784 3.78+1.121 4.00 + 0.679 4.00 + 0.877
defecation per week p =0.020 p =0.003 p =0.012
b Number of 1564+ 6.628 | 12.21+3.577 | 11.71+3.074 | 11.71+ 4.084
abor(minutes) per p = 0.030 p=0013 p=0013
Sensation of
anorectal 7.08£1.612 5.93+£0.812 5.36 £ 0.691 4,90 £ 0.848
obstruction/blockage p=0.019 p =0.003 p =0.001
(VAS) per week
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Appendix Table 9. Wilcoxon test for control group

Wilcoxon Test (N=14)
Variable After 7 d After 14 d After 21 d
er 7 days er ays er ays
Before Tx of Tx of Tx of Tx
Number of defecation 2.50 2.71+0.726 2.71+0.726 2.85+0.770
per week +0.650 p=0317 p=0.257 p=0025
b Number of 13.64 13.07+5090 | 13.00%5.114 | 12.57+5.584
abor(minutes) per + 5485 P = 0.065 p =0.092 p =0.021
week
Sebnstatiotr_m 0‘; &”OECta' 6.47 6.32+1047 | 577+1008 | 5.49+1.068
obstruction/blockage + 1557 ~ 0.552 = 0.035 =0.006
(VAS) per week - P=5 P=" b=

Appendix Table 10.

Comparison of between experimental group and control groups for Mann-Whitney test

Number of Number of Searglzar'ggglof
Mann-Whitney Test defecation per labor(minutes) b ion/block
week oer week obstruction/blockage
(VAS) per week
Before 2.75(x0.751) 14.64(x6.056) 6.77(x1.586)
Tx p = 0.085 p=0571 p =0.285
After 7 3.25(+1.075) 12.64(+4.339) 6.12(+0.940)
days _ _ _
Treatment of Tx p = 0.006 p=0.839 p=0.454
gbr?)tl\:\ée(eﬂfvzvso) After 14 3.35(x0.951) 12.35(x4.191) 5.56(x0.873)
B days B B _
of Tx p = 0.000 p = 0.667 p =0.306
After 21 3.42(x0.997) 12.14(x4.820) 5.20(x0.992)
days _ _ _
of Tx p = 0.002 p =0.839 p=0.210
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Appendix Table 11.

Comparison of between experimental group and control groups
for Repeated-measure ANOVA (N=28)

1) Comparison of number of defecation per week between the experimental group
and the control group after three weeks of treatment.

T A AR BAsy F p
NAWN =
AlZE 7.893 3 3.133 7.713 .000
AlZ*E 2,500 3 992 2.443 .082
2% 26.607  65.504 406
ANA Y &2
i} 28.000 1 28.000 17.896 .000
92k 40.679 26 1.565

Appendix Table 11.

Comparison of between experimental group and control groups
for Repeated-measure ANOVA (N=28)

2) Comparison of number of labor(minutes) per week between the experimental group
and the control group after three weeks of treatment.

T Awd AR HaA F p
AW &=
AlZF 110964  1.950 56.904 6.427 .003
Al 48107 1.950 24.670 2.786 072
92} 448929 50.701  8.854
NAZE &3
T 1.750 1 1.750 022 .884
22+ 2101.929 26 80.843
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Appendix Table 11.

Comparison of between experimental group and control groups

for Repeated-measure ANOVA (N=28)

3) Comparision of Sensation of anorectal obstruction/blockage(VAS) per week
between the experimental group and the control groups

after three weeks of treatment.

AAW B
AlZE 39.845 1.758 22.664 30.842 .000
AZREE 6,222 1.758 3.539 4.816 016
Q=2 33590  45.710 735
NAZE &7}
o+ 1.022 1 1.022 271 607
9% 98.251 26 3.779

Appendix Table 12.

Results of Wilcoxon test for Yin deficiency constipation treated
with Liu Wei Di Huang Wan combined of Da Cheng Qi Wan Group

Wilcoxon Test z AR O BHE(YS)

17} 285 g sl - 2 ol 1.897a 0.058
27} Hg % g - B e sl 2,070 0,038
33 H T g - Bad gl 2232 0.026
13} 585 R AIZE- 28 oAl 2.207b 0.027
27 B L UlEAIZE- Hg A oA T 2.366b 0.018
34 BEF AL - B8 AN 3 2.366b 0.018
L3} 585 gk H i g 1.355b 0.176
22 B85 Az - B8 xhwgt -1.9470 0.051
3A H&5 Az - B8 2wzt -2.366b 0.018
a 2o £9=Z /)|Fow, B %o £9= 7|02, C. Wilcoxon H-559 AA
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Appendix Table 13.

Results of Wilcoxon test for Yin deficiency constipation treated with control group
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Appendix Table 14.

Results of comparison between experimental group and control group for Yin deficiency
constipation using non parametric Wilcoxon test and Repeated-measure ANOVA

Repeated-
Experimental Control measure
. group (N=7) group (N=6) ANOVA
Variable i .
Wilcoxon Wilcoxon Greenhouse-
Test p Test p Geisser
& Huynh-Feldt p
Before Tx 2.86(+0.900) 2.67(x0.516) None
After 7 days 4.00(+1.528) 3.00(:0894) | . o
of Tx p =0.096 p =0.317 '
Number of
defecations After 14 days 4.14(+0.900) 3.00(x0894) | . o
per week of Tx p =0.063 p =0.317 '
After 21 days 4.43(x0.87) 3.33(x0.816) <0.05
of Tx P=0.041 P=0.046 '
Before Tx 18.57(x8.522) 11.00(+4.561) None
After 7 days 12.00(+4.320) | 10.00(+4.290) | _. o
of Tx p =0.043 p =0.034 '
Number of
labor(minutes) | Afrer 14 days | 11.57(3.994) 9.83(£4.262) | _ o
per week of Tx p =0.028 p =0.038 '
of Tx p =0.028 p =0.041 '
Before Tx 6.928(+2.176) 6.216(x0.879) None
Sensation of of Tx p =0.249 p =0.343 '
anorectal
obstruction/ After 14 days 5.114(+0.835) 5.200(+0.493) <0.05
blockage(VAS) of Tx p =0.093 p =0.028 '
per week
After 21 days 4571(+1.030) | 4.850(0.501) |
of Tx p =0.028 p =0.027 '
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Appendix Table 15. Row data summary

Experimental Group

No. | Sex Age E%—E_;.“JA lxtié% 2It’_§§ 31}%‘% =8 (1M 25 ZM EF 3R 2E| S8W (1M 2F 2N 2 A EF T
S CHEES DS  CfES |DHHAIZH DR AIZE THEEAIZE CHBIAIZH VAS VAS VAS VAS

El F i 33 2 3 3 3 12 15 15 15 7.0 5.7 6.0 5.2 713
E2 | M 27 4 4 4 4 15 16 12 12 64 5.5 5.8 5.2 7|5
E3 F | 66 4 3 4 3 12 15 14 12 7.2 6.1 5.6 5.5 L]
E4 F 47 3 4 4 4 12 10 9 8 7.3 5.3 49 46 L]
ES F 24 4 3 4 4 30 10 10 20 6.0 5.0 45 4.4 25
E6 F |58 3 4 4 5 20 16 12 12 94 5.7 54 5.5 25
E7 F 81 3 4 3 4 30 20 20 15 8.7 6.5 5.9 5.6 25
E8 | M |51 3 7 6 6 10 8 8 3 39 7.0 5.4 30 =9
E9 | M | 51 3 4 4 4 15 10 10 9 7.7 5.9 5.7 53 25
E10 [ M | 56 1 2 4 4 10 10 9 9 44 41 35 34 25
E1l1 | M | 58 3 4 4 4 15 10 12 10 84 6.6 54 48 25
E12 [ F {51 3 4 4 3 15 12 11 16 6.9 6.0 5.3 47 L]
E13 | F | 56 3 4 4 5 11 8 12 11 9.2 7.0 6.2 6.0 29
El4 | F | 26 3 3 4 3 12 11 10 12 6.7 6.7 5.5 5.5 29
Control Group

No. | Sex  Age %-E._’.‘JA lxtie*f 2*?%*? 3Itia*§ =EW IR 222N 22 3N 2E| ST (IR EF M ZE M ZF gt

CHSls | RSl s | S | (RHAIZH CRBAIZ CBAIZE THEAIZH| VAS | VAS  VAS | VAS

C1 F 178 2 2 3 2 20 20 19 22 5.0 6.0 6.2 5.8 713
c2 | M ;38 3 3 2 3 19 18 20 17 6.6 7.2 6.5 6.1 7135
C3 | M 33 2 3 2 2 16 15 16 15 72 6.8 6.2 6.2 715
C4 | F |66 2 3 2 2 20 19 18 19 9.0 85 7.2 74 2|
Cs F 33 3 2 3 3 15 14 13 12 94 7.9 6.8 7.1 EL]]
ce | M |82 3 2 3 3 5 7 8 5 48 49 5.0 5.0 2|
c7 | F 63 3 2 2 3 10 9 8 7 5.7 5.5 47 2.3 £3
c8 | F 55 2 3 3 3 10 9 10 3 5.0 54 4.6 4.3 23
C9 F i35 2 2 2 2 5 5 4 5 6.0 6.0 5.7 5.6 ==
Cl0 | M | 50 3 4 3 4 10 9 9 6.5 6.3 5.6 4.8 =8
Cll | M | 47 3 4 4 4 12 10 11 11 6.5 6.2 5.0 4.6 =251
C12 | M | 34 3 3 4 4 19 18 17 17 76 5.9 5.6 4.5 =3
C13 | F | 38 1 2 2 2 20 19 19 19 73 6.9 75 6.4 EL
Cl4 | F {55 3 3 3 3 10 11 10 10 40 5.0 42 3.8 25
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