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ABSTRACT

In order to develop effective method of herbal treatment for insomnia patients
associated with psychiatric disorder and to discover the potential relationship between the
evaluation methods like Pittsburgh Sleep Quality Index (PSQI) or the Hamilton Rating
Scale for Depression (HRSD) and Acupuncture and Oriental Medicine Pattern Diagnosis
(AOMPD) survey in quantitative manner, the case series trial with three (3) participants
were conducted. Participants with Qi Deficiency of the Heart and Gallbladder among
patients diagnosed as insomnia by AOMPD were selected. Each participant was treated
for three sessions of four week herbal prescription with ancillary acupuncture treatment
once a week during the twelve weeks of treatment period. The herbal prescriptions for the

first and second sessions for all three participants were identical as Jia Wei Wen Dan



Tang (JWWDT) and Gui Pi Tang (GPT), respectively, but for the following session, the
herbal formulations were varied depending upon the progress of the pattern of
participants. The third herbal prescription for the first, second and third participant were
Chai Hu Gai Zhi Gan Jiang Tang, Bu Gan Wan and Yi Gan San Jia Chen Pi Ban Xia,
respectively. The outcomes measured by using PSQI, HRSD and AOMPD survey
showed improvement by 52.9%, 46.2% and 74.2% in insomnia for the first participant,
42.1%, 52.6% and 56.0% for the second participant, 61.5%, 62.5% and 93.2% for the
third participant, respectively. There was a limit to analyze the data from the small
number of participants, however, it was evident that there lies a significant relationship
among those diagnosis methods. This result would contribute to interpret the effect of
AOM treatment on insomnia accompanied by psychological disorder in a quatitative

manner as well as to establish the AOM treatment principle.
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Table 1. Comparison of Physiological Changes during NREM and REM Sleep** %

Physiological Process

During NREM

During REM

Brain activity

decreases from wakefulness

low cortical activity

increases in motor and sensory
areas, while other areas are
similar to NREM

high cortical activity

Dreams

kind of night terrors

vivid dreams. Visually intense
dreaming (occurs primarily
but not all dreams)

Blood flow to brain

does not change from
wakefulness in most regions

increases by 50 to 200 percent
from NREM, depending on
brain region

Autonomic nervous

sympathetic nerve activity
decreases

decrease in epinephrine &
norepinephrine

sympathetic nerve more active
and varied

Heart rate

slows from wakefulness

increases and varies compared
with NREM

Blood pressure

decreases from wakefulness

increases (up to 30 percent)
and varies from NREM

Respiration

decreases from wakefulness

increases and varies from
NREM, but may show brief
stoppages (apnea); coughing
suppressed

Airway resistance

decreases from wakefulness

decreased pharyngeal muscle
tone

increases in upper airway and
varies from wakefulness

loss of tine in intercostals and
upper airway

Body temperature is regulated at lower set point is not regulated; no shivering
than wakefulness; shivering or sweating; temperature drifts
initiated at lower temperature toward that of the local
than during wakefulness environment

Body activity decrease in antigravity muscle all skeletal muscles are

activity

paralyzed (atonia)

Sexual arousal

occurs infrequently

increases from NREM (in both
males and females)




Table 2. Classification of Insomnia Based on Types and Symptoms

Criteria Type Symptom
Cause Primary When the insomnia is the central problem, with
no other illness or obvious cause of the
insomnia.
Secondary Secondary insomnia is trouble sleeping due to

disease, side effects of medicine, stress, etc.

Time Short term or acute Lasts less than a few weeks.
insomnia

Transient insomnia Adjustment insomnia - the time the body’s
circadian cycle takes to adjust to changes in the
environment.

Chronic insomnia Long-term insomnia. Lasts more then four
weeks.

Sleep pattern  Sleep-onset insomnia  Takes a long time to get to sleep, but can sleep
through the night once sleep starts

Sleep-maintenance Wakes frequently during the night and sleep is
insomnia fragmented

WHO €] ICD (International Statistical Classification of Diseases and Related
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Table 3. Common Causes of Insomnia® *?

Cause Disease or Conditions Associated

Physiological Causes Chronic pain syndromes

Chronic fatigue syndrome

Congestive heart failure

Night time angina (chest pain) from heart disease

Acid reflux disease (GERD)

Chronic obstructive pulmonary disease (COPD)

Nocturnal asthma (asthma with night time breathing
symptoms)

Obstructive sleep apnea

Degenerative diseases, such as Parkinson's disease and
Alzheimer's disease (Often insomnia is the deciding factor
for nursing home placement.)

Brain tumors, strokes, or trauma to the brain

Psychological causes Depression
Anxiety
Life stressors
Bedtime worrying
Conditioning(associating the bed with wakefulness)
Mania of hypomania

Environmental causes Bedroom too hot or too cold
Noise
Eating, exercise, caffeine or alcohol use before bedtime
Jet lag
Shift work
Daytime napping
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Table 4. Drugs for Insomnia

35, 36)

Half- Sleep latency ~ Total Sleep Time
Drug Dosage Onset of Action  Life/Duration of D
. ecreased Increased
Action
Antihistamines
Diphenhydramine 25-50 mg ghs 60-180 min 2.5-9 h/? Yes Yes
(benedryl, nytol, sominex)
Doxylamine (Unisom) 25 mg ghs 60-120 min 10 h/? Yes Yes
Antidepressants
Amitriptyline (Elavil) 10-150 mg ghs ? 31-46 h/? Yes Yes
Doxepin (Sinequan) 75-150 mg ghs ? 8-24 h/? Yes Yes
Trazodone (Desyrel) 25~100 ghs 30-60 min 5-9 h/? Yes Yes
Sedative-Hypnotic BZs
Estazolam (ProSom) 0.5-2 mg ghs 15-60 min 10-24 h/6-10 h Yes Yes
Flurazepam (Dalmane) 15-30 mg ghs 15-60 min 50-100 h/10+ h Yes Yes
Quazepam (Doral) 7.5-15 mg ghs 20-45 min 25-41 h/? Yes Yes
Temazepam (Restoril) 7.5-30 mg ghs 30-60 min 4-18 h/6-10 h Yes Yes
Triazolam (Halcion) 0.125-0.5 mgghs 15-30 min 1.5-5.5h/2-5h Yes Yes
BZ-RAs
Eszopiclone (Lunesta) 1-3 mg ghs 30 min 6 h/8h Yes Yes
Zaleplon (Sonata) 5-20 mg ghs 20 min 0.5-1h/4 h Yes Yes
Zolpidem IR:5-10mgghs 30 min 1.5-45h/8 h Yes Yes
(Ambien, Ambien CR) CR: 6.25-12.5mg
Melatonin RAX
Ramelteon 8 mg ghs 30 min 1-2 h/2-5¢ Yes Maybe

?: not determined, BZ: benzodiazepine, ghs: at bedtime

16



Table 5. Non Pharmacological Treatment of Insomnia”

Type Description
Cognitive CBT be considered standard treatment for insomnia based on strong
Behavioral empirical support of effectiveness.
Therapy (CBT)

Aims to reduce maintaining factors that perpetuate insomnia. CBT is a
short-term treatment that includes 4 to 8 sessions on average and adopts a
multi-component approach which typically includes sleep restriction,
stimulus control, cognitive therapy, sleep hygiene, and relaxation training

Sleep restriction Systematically reduces time in bed to a degree that is less than to what the
patient is accustomed, and uses the homeostatic drive of sleep to increase
sleep consolidation.

Stimulus Control Limit the amount of time spent awake in bed and re-associate the bed and
bedroom with sleep to regulate sleep—wake schedules. To help re-establish
the bed and bedroom as strong cues for sleep. 1) only going to bed when
sleepy; 2) using the bed and bedroom only for sleep and sexual activity; 3)
leaving the bed and bedroom if unable to fall asleep for longer than 15 to
20 minutes, and return only when sleepy; and 4) keeping a fixed wake time
in the morning every day

Sleep Hygiene Avoiding heavy meals close to bedtime, limiting caffeine products
throughout the day, avoiding alcohol to aid sleeping, avoiding smoking
close to bedtime, avoiding naps during the day time, and avoiding vigorous
exercise close to bed time

Relaxation Reducing physiological hyperarousal in the patient such as progressive
Training muscle relaxation, deep breathing techniques, body scanning, and autogenic
training.
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Table 6. AOM Pattern Diagnosis of Insomnia

39,42,43,44)

AOM patterns

Sleep-related symptoms

Non-sleep-related

. Tongue features
symptoms and signs

Pulse features

Herbal Presctiption

Excess patterns

Liver-gi stagnation
transforming into fire

Insomnia, difficulty
falling asleep, excessive
dreaming

Vexation, irritability,
impatience, poor
appetite, thirst, reddish
eyes, bitter taste, yellow
urine, constipation,
reddened complexion,
headache, dizziness,
hypochondriac pain,
oppression in the chest,
tinnitus, hypochondriac
distension, favour of
drinking, reddish urine,
pain in the chest and
hypochondrium, frequent
sighing

Red tongue with yellow
coating

Rapid and string-like
pulse, fine pulse

Long Dan Xie Gan
Tang

Internal disturbance
of phlegm-heat

Insomnia, restless sleep

Heavy headedness,
profuse sputum,
oppression in the chest,
poor appetite, belching,
gastric stuffiness, acid
regurgitation, bitter taste,
headache, dizziness,
nausea

Red tongue with yellow
and slimy coating

Slippery and rapid
pulse

Huang Lian Wen Dan
Tang

Zhu Ye Wen Dan Tang
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AOM patterns

Sleep-related symptoms

Non-sleep-related
symptoms and signs

Tongue features

Pulse features

Herbal Presctiption

Deficiency patterns

Hyperactivity of fire
due to yin deficiency

Insomnia, difficulty
staying asleep, insomnia
with vexation, excessive
dreaming, difficulty
falling asleep

Palpitation, dizziness,
tinnitus, poor memory,
nocturnal emission,
backache, feverish
sensations in the palms,
soles and chest, dry
mouth, hot flashes,
reddened cheeks vexation,
acid regurgitation, sore
knees, sweating, dry
throat, seminal emission,
poor appetite, bitter taste,

Red tongue, scanty
coating, slimy coating,
white coating, yellow
coating

Fine and rapid pulse,
slippery pulse

Huang Lian E Jiao Tang
Zhu Sha An Shen Wan

Deficiency of both the
heart and spleen

Excessive dreaming,
difficulty staying asleep,
difficulty falling asleep,
insomnia, half asleep

Palpitation, poor
memory, dizziness,
weary limbs, lassitude,
poor appetite, tasteless,
reduction in luster
complexion, fatigue, ,
sloppy stool

Pale tongue with thin
coating, white thin
coating

Fine and weak pulse

Gui Pi Tang

Qi deficiency of the
heart and gallbladder

Insomnia, excessive
dreaming, frequent
awakening with a start,
difficulty falling asleep,
difficulty falling asleep
alone, difficulty staying
asleep

Palpitation, fatigue,
susceptibility to fright,
thoughtful, vexation in
sitting and lying down,
pale and large amount of
urine, dyspnea,

Pale tongue, thin
coating

Fine and string-like
pulse

Jia Wei Wen Dan Tang
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Table 7. Herbal Presctiption for Treatment

Period

Herbal Prescription

Resource and Symptoms

1st~4th weeks

T eag

¥ #] 1.25q,

1] =} 1.25¢,

& 9] B 7H(1613)

a disease that difficult to sleep, beating fast in the
chest, feel anxiety, sometimes frightening well due to
cold of gallbladder meridian, easy to frighten

o} 517 (1884)

a disease that difficult to sleep, beating fast in the
chest, feel anxiety, sometimes frightening well due to
cold of gallbladder meridian, easy to frighten

721 74(1984. 1. 1)

surmised easily due to palpitation., desire for
vomiting(nausea), severe palpitation, headache with a
chill and a fever, timidity

SO A s A g o

a disease that difficult to sleep, beating fast in the
chest, feel anxiety, sometimes frightening well due to
cold of gallbladder meridian

4 (2002. 2. 25)

73 A W3 (2004)

Insomnia, uneasiness, headache, severe palpitation,
indigestion, heat in the upper; the upper heat,
infertility, The symptom of disease where hands and
feet become numbed

5th~8th weeks

& 9] B 71(1613)

transverse flow of the liver Gi; transverse drive of the
hyperactive liver Gi(energy), amenorrhea, half
exterior and half interior a syndrome

WeFeh i (1884)

transverse flow of the liver Gi; transverse drive of the
hyperactive liver Gi(energy), amenorrhea

| Z 7 (1742)

sexual dream; nocturnal emission
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)= 0.67g,
37 0.67g,

74 ¢+ 41(1610)

fever due to deficiency of blood, lots of bleeding,
fatigue and etc., body fever, red face, thirsty, dry
mouth, insomnia

$-9=7 @ Hx1(2004.)

nfantile convulsion, paralysis, numbness, hemiplegia,
insomnia, uneasiness, tremor of the hand, wry mouth,
chest impediment, shortness of breath, cough,
difficulty in swallowing and frequent vomiting, speech
impedimen

9th~12th weeks

o 30(1692)

dysuria, chest discomfort, insomnia, feel hot and cold
repeatly, malarial disorders with more chills than
fever, thirsty

AA 1g, o] F A7 (1742)

77} 0.664, Shao Yang with Fluids Accumulating in the Interior,
abdomen and chest funllness pain, bitterness,

7% 0.67g, dizziness, sore throat, malarial disorders

Al 2 2g, 577 F 5] (2004)

e 1g headache, blurriness of the eyes, restlessness and
anxiety caused by stress, heat in the upper

2. W% 59 B 7H(1613)

2}k 0.6589, deficiency of the liver a disorder often accompanied
with deficiency of blood of the liver, rnanifested as

-8 0.658g, pallor of the face and lips, lassitude, tinnitus, deafness,
liability to be panic.

72k 0.56g,

31 0.6580, o] BH ] (1575 )

<> 4] 2} 0.658g, Yin deficiency of liver and kidney, nebula, blurry,

B flickering of flower
1% 0.569

1T A3 174279

Liver def., muscle weakness and atrophy, blurred
vision

1 d 2 2 (1556)

neurosis, insomnia, pediatric night defunct, pediatric
Kang disease, belly tension can be seen in the rectus
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23] 1g, muscle cramps, emotional anxiety, insomnia,
autonomic imbalance

7. IRB A A} & Informed Consent Form

£ A 5-2] 7] 2.2} Informed Consent Form (Appendix)-S- South Baylo
University ©] IRB o] A &3] 508 2 2} 7 IH 2 A& ol A&

sl
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Table 8. 1% Visit & evaluation of Case 1.

Description

Symptoms

1. Depression with PTSD

- PTSD: 4~6 times/day, hard to control

2. Insomnia

- hard to fall asleep: took 1/2~ 1.1/2 hours
- 4~5 times awaking during sleep

- actual sleep hour: 3~4 hours

Evaluation

1. General Condition

- Ht: 5°10.5”

- Wt: 173 Ibs

- Consciousness: Alert

2. Vital Sign

- B/P: 122/73 mmHg (systolic/diastolic)

- PR: 43 bpm

-BT: 97.3°F

3. Urination: 8 times/day (drinking almost 2.5L)
4. Bowel Movement: 4 times/day (loose stool everytime)
5. Energy level: 7/10

6. Questionnaire

- PSQI: 17

- HRSD: 13

ShakE 7 74 B8 (Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) I get angry or upset easily.10/10

2) I’'m smiling, laughing or giggling even without reason. 0.7/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 7.7/10

4) I’'m feeling down or sad. 7.7/10

5) I’'m afraid or scared. 7.6/10

6) | get surprised or startled easily. 9.6/10

AOM Vital

Tongue: Pale body, white-thin dry coating
Pulse: Slow and fine

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Jia Wei Wen Dan Tang

Remarks

Other treatment: counselling w/o medication for symptoms
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Table 9. 2" Evaluation of Case 1.

Description

Symptoms

1. Depression with PTSD

- PTSD: 4 times/day, could control by himself
2. Insomnia

- easy to fall asleep: took 20 mins

- 2~3 times awaking during sleep

- took 20~90 mins to get back to sleep

- actual sleep hour: 4~4.5 hours

Evaluation

1. Vital Sign

- B/P: 112/68 mmHg (systolic/diastolic)

- PR: 50 bpm

-BT: 97.0°F

2. Urination: 8~10times/day

3. Bowel Movement: 3~4 times/day (loose stool but not
everytime)

4. Energy level: 9/10

5. Questionnaire

- PSQI: 13

- HRSD: 9

SHF- 7 74 H-3E-(Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) I get angry or upset easily.10/10

2) I’'m smiling, laughing or giggling even without reason. 2.5/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 7.5/10

4) I’'m feeling down or sad. 7.7/10

5) I’'m afraid or scared. 9.6/10

6) | get surprised or startled easily. 10/10

AOM Vital

Tongue: Pink reddish body, red tip, crack on middle line
Pulse: Deep, slow rolling

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Gui Pi Tang

Remarks
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Table 10. 3" Evaluation of Case 1.

Description
Symptoms 1. Depression with PTSD
- PTSD: 3~4 times/day, easy to keep it down and control
- except only 2times during a month(happened after moving)
2. Insomnia
- easy to fall asleep: took 30 mins even got back to sleep
- 2~3 times awaking during sleep
- actual sleep hour: 5~5.5 hours
Evaluation 1. Vital Sign
- B/P: 108/60 mmHg (systolic/diastolic)
- PR: 48 bpm
-BT: 97.5°F
2. Urination: 15times/day
3. Bowel Movement: 3~4 times/day (getting firmer)
4. Energy level: 8/10
5. Questionnaire
- PSQI: 11
- HRSD: 7
SH- 7 74 H-3E-(Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me
1) I get angry or upset easily.10/10
2) I’'m smiling, laughing or giggling even without reason. 7.6/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 10/10
4) I’'m feeling down or sad. 7.7/10
5) I’'m afraid or scared. 7.6/10
6) | get surprised or startled easily. 10/10
AOM Vital Tongue: Pink body, dry white coating, crack on middle

Pulse: moderate

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Chai Hu Gui Zhi Gan Jiang Tang

Remarks
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Table 11. 4" Evaluation of case 1.

Description

Symptoms

1. Depression with PTSD

- PTSD: 3~4 times/day, happened mostly daytime and easy to
control

2. Insomnia

- easy to fall asleep: took 15~20 mins

- 2~3 times awaking during sleep

- actual sleep hour: 5~5.5 hours

- sleep quality: fairly good

Evaluation

1. Vital Sign

- B/P: 110/68 mmHg (systolic/diastolic)

- PR: 50 bpm

-BT: 97.0°F

2. Urination: 15times/day

3. Bowel Movement: 5~6 times/day (eating more, firm)

4. Energy level: 9/10

5. Questionnaire

-PSQI: 8

- HRSD: 4

SHF- 7 74 H-3E-(Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) I get angry or upset easily.10/10

2) I’'m smiling, laughing or giggling even without reason. 7.6/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 10/10

4) I’'m feeling down or sad. 7.7/10

5) I’'m afraid or scared. 10/10

6) | get surprised or startled easily. 10/10

AOM Vital

Tongue: Pale drybody, no coating
Pulse: slippery

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Remarks
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Table 12. The Clinical Progress and General Condition of Case 1.

Actual Taking PTSD PSQI HRSD AOM Vital Urination  Bowel Herbal
Sleep mins to fall (times/day) (times/day) Movement Formular
Hours a sleep (times/day)
Before 3~4 hrs 30~90 4~6 times 17 13 Pale body, white- 8 times 4 times Jai Wei
Treatment mins Couldn’t thin, dry coating :loose Wen Dan
control Slow and fine stool Tang
After 4~45hrs  20~90 4 times 13 9 Pink reddish body, 8~10times 3~4times GuiPi
4 weeks mins red tip, cracks on :loose Tang
middle line stool but
Slow rolling not
everytimes
After 5~55hrs  <30mins 3~4times 11 7 Pink body, white dry 15 times 3~4times  Chai Hu
8weeks Easy to coating, cracks on Drinking (getting Gui Zhi
keep it middle more tea firm) Gan Jiang
down Moderate and protein Tang
cxcept shakes
only 2
times
during a
month
After 5~5.5hrs  15~20 3~4times 8 4 Pale dry body, no 15 times 5~6 times
12wks mins happened coating (eating
mostly slippery more than
daytime the past)
and easy to
control
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Fig. 2. Comparison of Emotional Experience from AOM Pattern Diagnosis Survey in Case 1.

1. 1 get angry or upset easily.

2. I’'m smiling, laughing or giggling even without reason.

3. I find myself feeling anxious, nervous or worries about situations or events and I don’t even know why.
4. I’m feeling down or sad.

5. I’'m afraid or scared.

6. | get surprised or startled easily.
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Table 13. 1% Visit & Evaluation of Case 2.

Description

Symptoms

1. Anxiety: 8~9/10

2. Insomnia

- hard to fall asleep: took about 1hr
- 2~3 times awaking during sleep

- actual sleep hour: 3~3.5 hours

Evaluation

1. General Condition

- Ht: 5°4”

- Wt: 138 Ibs

- Consciousness: Alert

2. Vital Sign

- B/P: 98/60 mmHg (systolic/diastolic)

- PR: 60 bpm

-BT:96.1°F

3. Urination: 5~6 times/day

4. Bowel Movement: 1 time/day

5. Energy level: 4/10

6. Questionnaire

- PSQI: 19

- HRSD: 19

ka7 74 B35 (Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) | get angry or upset easily.7/10

2) I’'m smiling, laughing or giggling even without reason. 10/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 1.6/10

4) I’'m feeling down or sad. 5/10

5) I'm afraid or scared. 4.8/10

6) | get surprised or startled easily. 2.8/10

AOM Vital

Tongue: Pale body, white-thin dry coating, tooth mark
Pulse: weak, thready

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Jia Wei Wen Dan Tang

Remarks

Other treatment: recently took Ativan for 1month in the past
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Table 14. 2" Evaluation of Case 2.

Description

Symptoms

1. Anxiety: 7/10

2. Insomnia

- little easy to fall and get back to sleep: took 30 mins~ 1hr
- 2~3 times awaking during sleep

- actual sleep hour: 4.5 hrs

Evaluation

1. Vital Sign

- B/P: 92/58 mmHg (systolic/diastolic)

- PR: 62 bpm

-BT: 96.9°F

2. Urination: 5~6times/day

3. Bowel Movement: 1 times/day

4. Energy level: 6/10

5. Questionnaire

- PSQI: 16

-HRSD: 14

SR 21 74 25 (Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) I get angry or upset easily.8.3/10

2) I’'m smiling, laughing or giggling even without reason. 10/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 3/10

4) I’'m feeling down or sad. 6.2/10

5) I’'m afraid or scared. 5/10

6) | get surprised or startled easily.4/10

AOM Vital

Tongue: Pale body, white thin dry coating, tooth mart, swollen
Pulse: Deep, weak

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Gui Pi Tang

Remarks
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Table 15. 3" Evaluation of Case 2.

Description

Symptoms

1. Anxiety: 6.25/10

2. Insomnia

- little easy to fall and get back to sleep: took 30 mins~ 1hr
- 2~3 times awaking during sleep

- actual sleep hour: 4.5 hrs

Evaluation

1. Vital Sign

- B/P: 96/62 mmHg (systolic/diastolic)

- PR: 58 bpm

-BT: 96.5°F

2. Urination: 5~6times/day

3. Bowel Movement: 1 time/day

4. Energy level: 6/10

5. Questionnaire

- PSQI: 14

- HRSD: 13

SR 21 74 25 (Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) I get angry or upset easily.8/10

2) I’'m smiling, laughing or giggling even without reason. 10/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 4.2/10

4) I’'m feeling down or sad. 6.5/10

5) I’'m afraid or scared. 6/10

6) | get surprised or startled easily.5/10

AOM Vital

Tongue: Pale body, white thin dry coating, tooth mart
Pulse: Thready

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Bu Gan Wan

Remarks
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Table 16. 4" Evaluation of Case 2.

Description

Symptoms

1. Anxiety: 5.25/10

2. Insomnia

- little easy to fall and get back to sleep: took 30 mins
- 2~3 times awaking during sleep

- actual sleep hour: 5 hrs

Evaluation

1. Vital Sign

- B/P: 98/64 mmHg (systolic/diastolic)

- PR: 62 bpm

-BT: 96.9°F

2. Urination: 5~6times/day

3. Bowel Movement: 1 times/day

4. Energy level: 8/10

5. Questionnaire

- PSQI: 11

-HRSD: 9

SR 21 74 25 (Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) I get angry or upset easily.8.8/10

2) I’'m smiling, laughing or giggling even without reason. 10/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 6.3/10

4) I’'m feeling down or sad. 7.7/10

5) I’'m afraid or scared. 6.7/10

6) | get surprised or startled easily.6.1/10

AOM Vital

Tongue: Pale body, white thin dry coating, tooth mart
Pulse: Thready

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Remarks
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Table 17. The Clinical Progress and General Condition of Case 2.

Actual Taking Anxiety PSQI HRSD AOM Vital Urination  Bowel Herbal
Sleep mins to fall (0 ~ 10) (times/day) Movement Formular
Hours a sleep (times/day)
Before 3~35hrs  >60mins 8~9/10 19 19 Pale body, white thin 5~6times 1 Jai Wei
Treatment dry coating, tooth Wen Dan
mark Tang
Thready
After 4.5 hrs 30~60 7/10 16 14 Pale body, white thin  5~6times 1 Gui Pi
4 weeks mins dry coating, tooth Tang
mark, swollen
Deep, week
After 4~5 hrs 30~60 6.3/10 14 13 Pale body, dry white  5~6times 1 Bu Gan
8weeks mins thin coating Wan
Thready
After 5 hrs 30 mins 5.3/10 11 9 Pale body, white thin  5~6 times 1
12wks coating

Thready
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1. 1 get angry or upset easily.

2. ’m smiling, laughing or giggling even without reason.

3. | find myself feeling anxious, nervous or worries about situations or events and I don’t even know why
4. I’m feeling down or sad.

5. ’m afraid or scared.

6. | get surprised or startled easily.
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Table 18. 1% Visit & Evaluation of Case 3.

Description

Symptoms

1. Depression

2. Insomnia

- hard to fall asleep: took over 1 hr
- 2~3 times awaking during sleep
- actual sleep hour: about 6 hrs

Evaluation

1. General Condition

- Ht: 5°2”

- Wt: 145 Ibs

- Consciousness: Alert

2. Vital Sign

- B/P: 118/74 mmHg (systolic/diastolic)

- PR: 73 bpm

-BT: 97.7°F

2. Urination: 9~10 times/day

3. Bowel Movement: 1 time/day

4. Energy level: 4/10

5. Questionnaire

- PSQI: 13

- HRSD: 16

ShakE 7 74 B 5 (Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) I get angry or upset easily.2.7/10

2) I’'m smiling, laughing or giggling even without reason. 7.7/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 2.6/10

4) I’'m feeling down or sad. 5.1/10

5) I’'m afraid or scared. 7.7/10

6) | get surprised or startled easily.4.8/10

AOM Vital

Tongue: Pale body, white thin dry coating, swollen
Pulse: R: rolling
L: Deep, rolling/ Gua: weak

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Jai Wei Wen Dan Tang

Remarks
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Table 19. 2" Evaluation of Case 3.

Description

Symptoms

1. Depression

2. Insomnia

- hard to fall asleep: took 20~30 mins
- 2~3 times awaking during sleep

- actual sleep hour: about 5~6 hrs

Evaluation

1. Vital Sign

- B/P: 122/78 mmHg (systolic/diastolic)

- PR: 72 bpm

-BT: 96.9°F

2. Urination: 8~10 times/day

3. Bowel Movement: 1 time/day

4. Energy level: 4/10 with body ache

5. Questionnaire

-PSQI: 9

-HRSD: 11

SH- 7 74 H-3E-(Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) 1 get angry or upset easily.7.7/10

2) I’'m smiling, laughing or giggling even without reason. 9.6/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 5/10

4) I’'m feeling down or sad. 2.7/10

5) I’'m afraid or scared. 7.7/10

6) | get surprised or startled easily.7.6/10

AOM Vital

Tongue: Pink body, white thin dry coating,
little red dots on front
Pulse: Weak, deep

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Gui Pi Tang

Remarks

68



A=A

<

23} A Bl 2w

-

T

T

RlEaRD

Al 76.9%01 A 85.7% =

&9

A5k 550 4 8521747 4

17}
a

)
'lO

9l

AEY ATV ZF
5l

3) 3}

P
T

uy

=t
Nd

al

ﬁo

t}. & 9Fo- 116/76 mmHg, 1 4F2- 68

S

]

97.2°F it}

o

) .

A =7 o) ¢

bpm, |-

3
{F

KH

1 53.8%7} 7} A1 & 2132 HRSD

5

7}l W]

g

=60% 1 ¥

PSQI %] 4=

o] 2.70l 4 8.9(0%: ¥l 3} wj-$- A}, 103
69

o R A ol A 1xb | of= 2] 23}

;|

PN

O

H
BT

=

=

23}

H
yo 7 W3}

A
pius

:1

=
=]

18 1}

34

]

9% © 2 43.8% 7|
o

=



Table 20. 3" Evaluation of Case 3.

Description

Symptoms

1. Depression

2. Insomnia

- hard to fall asleep: took 20mins
- 2~3 times awaking during sleep
- actual sleep hour: about 6 hrs

Evaluation

1. Vital Sign

- B/P: 116/76 mmHg (systolic/diastolic)

- PR: 68 bpm

-BT: 97.2°F

2. Urination: 8~10 times/day

3. Bowel Movement: 1 time/day

4. Questionnaire

- PSQI: 6

-HRSD: 9

ik 74 B35 (Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) 1 get angry or upset easily.7.7/10

2) I’'m smiling, laughing or giggling even without reason. 10/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 9.8/10

4) I’'m feeling down or sad. 8.9/10

5) I’'m afraid or scared. 9/10

6) | get surprised or startled easily.7.7/10

AOM Vital

Tongue: Pink body, white thin dry coating
Pulse: Thready

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Yi Gan San Jia Chen Pi Ban Xia

Remarks
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Table 21. 4" Evaluation of Case 3

Description

Symptoms

1. Depression

2. Insomnia

- hard to fall asleep: took 15~20mins
- 2~3 times awaking during sleep

- actual sleep hour: about 6 hrs

Evaluation

1. Vital Sign

- B/P: 124/80 mmHg (systolic/diastolic)

- PR: 72 bpm

-BT: 97.4°F

2. Urination: 8~10 times/day

3. Bowel Movement: 1 time/day

4. Questionnaire

-PSQI: 5

- HRSD: 6

ik 74 B35 (Emotional Experience from AOM Pattern
Diagnosis Survey) 0: Exactly like me, 10: Not at all like me

1) I get angry or upset easily.10/10

2) I’'m smiling, laughing or giggling even without reason. 10/10
3) | find myself feeling anxious, nervous or worries about
situations or events and I don’t even know why. 9.5/10

4) I’'m feeling down or sad. 9.4/10

5) I’m afraid or scared. 9.4/10

6) | get surprised or startled easily.7.9/10

AOM Vital

Tongue: Reddish pink body, white thin coating
Pulse: rolling, weak

AOM Diagnosis

Qi deficiency of the heart and gallbladder

Acupuncture Points

Ht 7, Yintang, SP 6, GV 20, Anmian

Herbal Treatments

Remarks
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Table 22. The Clinical Progress and General Condition of Case 3.

Actual Taking Depression PSQI HRSD AOM Vital Urination  Bowel Herbal
Sleep mins to fall (0 ~ 10) (times/day) Movement Formular
Hours a sleep (times/day)
Before 6 hrs >60 mins  5/10 13 16 Pale body, white thin  9~10times 1 Jai Wei
Treatment dry coating, swollen Wen Dan
R; rolling Tang
L: deep, rolling
After 5~6 hrs 20~30 5.2/10 9 11 Pale body, white thin  8~10times 1 Gui Pi
4 weeks mins dry coating, little red Tang
dots on front area
Deep, week
After 6 hrs 20mins 3.7/10 6 9 Pink body, dry white  8~10times 1 Yi Gan
8weeks thin coating San Jia
Thready Chen Pi
Ban Xia
After 6 hrs 15~20 2.5/10 5 6 Reddish pink body, = 8~10times 1
12wks mins white thin coating

Rolling, weak
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Fig. 6. Comparison of Emotional Experience from AOM Pattern Diagnosis Survey in Case 3.

1. 1 get angry or upset easily.

2. I’m smiling, laughing or giggling even without reason.

3.1 find myself feeling anxious, nervous or worries about situations or events and I don’t even know why
4. I’m feeling down or sad.

5. I’'m afraid or scared.

6. | get surprised or startled easily.
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IV. DISCUSSION
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V. CONCLUSION
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APPENDIX |

Pittsburgh Sleep Quality Index

Name: Date:

Pittsburgh Sleep Quality Index (PSQI)

Instructions: The following questions relate to your usual sleep habits during the past month only. Your answers
should indicate the most accurate reply for the majority of days and nights in the past month. Please answer
all questions.

1. During the past month, what time have you usually gone to bed at night?

. During the past month, how long (in minutes) has it usually taken you to fall asleep each night?

2
3. During the past month, what time have you usually gotten up in the morning?
4. During the past month, how many hours of actual sleep did you get at night? (This may be different than the

number of hours you spent in bed.)

5. During the past month, how often have you had | Not during | Less than Once or | Three or more
trouble sleeping because you... the past once a twice a times a week
month week week

a. Cannot get to sleep within 30 minutes
b. Wake up in the middle of the night or early
morning

. Have to get up to use the bathroom
. Cannot breathe comfortably
Cough or snore loudly

Feel too cold

. Feel too hot

. Have bad dreams

Have pain

Other reason(s), please describe:

—|=l=z|le|~|o|ale

6. During the past month, how often have you
taken medicine to help you sleep (prescribed or
“over the counter”)?

7. During the past month, how often have you had
trouble staying awake while driving, eating meals,
or engaging in social activity?

No Only a Somewhat A very big
problem | very slight of a problem

at all problem problem

8. During the past month, how much of a problem

has it been for you to keep up enough enthusiasm

to get things done?
Very Fairly Fairly Very
good good bad bad

9. During the past month, how would you rate
your sleep quality overall?
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No bed Partner/room Partner in Partner in
partner or mate in same room but | same bed
room mate other room not same bed

10. Do you have a bed partner or room
mate?
Not during Less than Once or twice Three or
the past once a week a week more times
month a week

If you have a room mate or bed partner, ask
him/her how often in the past month you have

had:
a. Loud snoring

. Long pauses between breaths while asleep

. Legs twitching or jerking while you sleep

o0 |o

. Episodes of disorientation or confusion
during sleep

e. Other restlessness while you sleep, please
describe:
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Scoring the PSQI

The order of the PSQI items has been madified from the original order in order to
fit the first 9 items (which are the only items that contribute to the total score) on a single
page. Item 10, which is the second page of the scale, does not contribute to the PSQI
score.

In scoring the PSQ, seven component scores are derived, each scored 0 (no
difficulty) to 3 (severe difficulty). The component scores are summed to produce a global
score (range 0 to 21). Higher scores indicate worse sleep quality.

Component 1: Subjective sleep quality—question 9

Response to Q9 Component 1 score
Very good 0
Fairly good 1
Fairly bad 2
Very bad 3

Component 1 score:
Component 2: Sleep latency—questions 2 and 5a

Response to Q2 Component 2/Q2 subscore
< 15 minutes 0

16-30 minutes 1

31-60 minutes 2

> 60 minutes 3

Response to Q5a Component 2/Q5a subscore
Not during past month 0

Less than once a week 1

Once or twice a week 2

Three or more times a week 3

Sum of Q2 and Qb5a subscores Component 2 score
0

1
2
3

w0
DN

Component 2 score:
Component 3: Sleep duration—question 4

Response to Q4 Component 3 score
> 7 hours 0
6-7 hours 1
5-6 hours 2
< 5 hours 3

Component 3 score:
Component 4: Sleep efficiency—questions 1, 3, and 4
Sleep efficiency = (# hours slept/# hours in bed) X 100%
# hours slept—question 4
# hours in bed—calculated from responses to questions 1 and 3

Sleep efficiency Component 4 score
> 85% 0
75-84% 1
65-74% 2
< 65% 3

Component 4 score:
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Component 5: Sleep disturbance—questions 5b-5j
Questions 5b to 5] should be scored as follows:

Not during past month 0
Less than once a week 1
Once or twice a week 2
Three or more times a week 3

Sum of 5b to 5j scores omponent 5 score
0

C
0
1-9 1
2
3

10-18
19-27
Component 5 score:
Component 6: Use of sleep medication—question 6

Response to Q6 Component 6 score
Not during past month 0
Less than once a week 1
Once or twice a week 2
Three or more times a week 3

Component 6 score:
Component 7: Daytime dysfunction—questions 7 and 8

Response to Q7 Component 7/Q7 subscore
Not during past month 0
Less than once a week 1
Once or twice a week 2
Three or more times a week 3

Response to Q8 Component 7/Q8 subscore
No problem at all 0
Only a very slight problem 1
Somewhat of a problem 2
A very big problem 3

Sum of Q7 and Q8 subscores omponent 7 score

wm = ol

gw-—+ 0o
o &~ N

Component 7 score:

Global PSQI Score: Sum of seven component scores:

Copyright notice: The Pittsburgh Sleep Quality Index (PSQI) is copyrighted by Daniel J.
Buysse, M.D. Permission has been granted to reproduce the scale on this
website for clinicians to use in their practice and for researchers to use in non-
industry studies. For other uses of the scale, the owner of the copyright should
be contacted.

Citation: Buysse, DJ, Reynolds CF, Monk TH, Berman SR, Kupfer DJ: The Pittsburgh
Sleep Quality Index (PSQI): A new instrument for psychiatric research and
practice. Psychiatry Research 28:193-213, 1989
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APPENDIX I

The Hamilton Rating Scale for Depression

HAMILTON DEPRESSION RATING ScALE (HAM-D)

(To be administered by a health care professional)

Patient Name

Today’s Date

The HAM-D is designed to rate the severity of depression in patients. Although it contains 21 areas, calculate the patient’s
score on the first 17 answers.

I:’l.

DEPRESSED MOOD

(Gloomy attitude, pessimism about the future,

feeling of sadness, tendency to weep)
0 = Absent

1 = Sadness, etc.

2 = Occasional weeping

3 = Frequent weeping

4 = Extreme symptoms

FEELINGS OF GUILT

0 = Absent
1 = Self-reproach, feels he/she has let people
down

2 = Ideas of guilt

3 = Present illness is a punishment; delusions
of guilt

4 = Hallucinations of guilt

SUICIDE

0 = Absent

1 = Feels life is not worth living
2 = Wishes he/she were dead

3 = Suicidal ideas or gestures

4 = Attempts at suicide

INSOMNIA - Initial
(Difficulty in falling asleep)
0 = Absent

1 = Occasional

2 = Frequent

INSOMNIA - Middle

(Complains of being restless and disturbed
during the night. Waking during the night.)
0 = Absent

1 = Occasional

2 = Frequent

I:IG.

INSOMNIA - Delayed

(Waking in early hours of the morning and
unable to fall asleep again)

0 = Absent

1 = Occasional

2 = Frequent

WORK AND INTERESTS

0 = No difficulty

1 = Feelings of incapacity, listlessness, indeci-
sion and vacillation

2 = Loss of interest in hobbies, decreased social
activities

3 = Productivity decreased

4 = Unable to work. Stopped working because
of present illness only. (Absence from work
after treatment or recovery may rate a lower
score).

RETARDATION

(Slowness of thought, speech, and activity;
apathy; stupor.)

0 = Absent

1 = Slight retardation at interview

2 = Obvious retardation at interview

3 = Interview difficult

4 = Complete stupor

DS)‘

AGITATION

(Restlessness associated with anxiety.)
0 = Absent

1 = Occasional

2 = Frequent

DIO.

ANXIETY - PSYCHIC

0 = No difficulty

1 = Tension and irritability

2 = Worrying about minor matters
3 = Apprehensive attitude

4 = Fears
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HAMILTON DEPRESSION RATING ScALE (HAM-D)
(To be administered by a health care professional)

|:|11.

ANXIETY - SOMATIC
Gastrointestinal, indigestion
Cardiovascular, palpitation, Headaches
Respiratory, Genito-urinary, etc.

0 = Absent

1 =Mild

2 = Moderate

3 = Severe

4 = Incapacitating

I:l 12.

SOMATIC SYMPTOMS -
GASTROINTESTINAL

(Loss of appetite , heavy feeling in abdomen;

constipation)
0 = Absent

1 =Mild

2 = Severe

l:l 13.

SOMATIC SYMPTOMS - GENERAL
(Heaviness in limbs, back or head:; diffuse
backache; loss of energy and fatiguability)
0 = Absent

1 =Mild

2 = Severe

D 14.

GENITAL SYMPTOMS

(Loss of libido, menstrual disturbances)
0 = Absent

1 =Mild

2 = Severe

l:l 15:

HYPOCHONDRIASIS

0 = Not present

1 = Self-absorption (bodily)

2 = Preoccupation with health
3 = Querulous attitude

4 = Hypochondriacal delusions

]

16. WEIGHT LOSS

0 = No weight loss
1 = Slight
2 = Obvious or severe

17. INSIGHT

(Insight must be interpreted in terms of pa-
tient’s understanding and background.)

0 =No loss

1 = Partial or doubtfull loss

2 = Loss of insight

TOTALITEMS 1 TO 17:

0 -7 =Normal

8 - 13 = Mild Depression
14-18 = Moderate Depression
19 - 22 = Severe Depression

> 23 = Very Severe Depression

l:' 18.

DIURNAL VARIATION

(Symptoms worse in morning or evening.
Note which it is. )

0 = No variation

1 = Mild variation; AM () pPm ()

2 = Severe variation; AM () PM ( )

l:] 19.

DEPERSONALIZATION AND
DEREALIZATION

(feelings of unreality, nihilistic ideas)
0 = Absent

1=Mild

2 = Moderate

3 =Severe

4 = Incapacitating

‘:I 20.

PARANOID SYMPTOMS

(Not with a depressive quality)

0 =None

1 = Suspicious

2 = Ideas of reference

3 = Delusions of reference and persecution
4 = Hallucinations, persecutory

|:] 21.

OBSESSIONAL SYMPTOMS

(Obsessive thoughts and compulsions against
which the patient struggles)

0 = Absent

1 =Mild

2 = Severe

* Adapted from Hamilton, M. Journal of Neurology, Neurosurgery, and Psychiatry. 23:56-62, 1960.



APPENDIX 111

SHHFE- 71 32 (AOM Pattern Diagnosis Survey)
DATE:
Name : File No:
CIC:
Tongue:
Pulse: Left- , Right-
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Please rate your emotional experience, and indicate on the following scales.

1. I get angry or upset easily

Exactly Alot Somewhat A little Not at all
like me like me like me like me like me

Rate how often this emotion occurs(frequency) and how long it lasts(duration).

Frequency Duration
Continuous __ None
Several times per day _ Seconds
Once per day _ Minutes
Once per week __ Hours
Less than once per week __ Days
Never _ Weeks

Continuous

2. I’m smiling, laughing or giggling even without reason.

Exactly A lot Somewhat A little Not at all
like me like me like me like me like me

Rate how often this emotion oceurs(frequency) and how long it lasts(duration).

Frequency Duration
Continuous __ None
Several times per day _ Seconds
Once per day __ Minutes
Once per week __ Hours
Less than once per week ~ Days
Never _ Weeks

Continuous

3. I find myself feeling anxious, nervous or worries about situations or events and I
don’t even know why

Exactly A lot Somewhat A little Not at all
like me like me like me like me like me

Rate how often this emotion occurs(frequency) and how long it lasts(duration).

Frequency Duration
Continuous __ None
Several times per day _ Seconds
Once per day __ Minutes
Once per week __ Hours
Less than once per week ~ Days
Never _ Weeks

Continuous
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4. I’'m feeling down or sad.

Exactly Alot Somewhat A little Not at all
like me like me like me like me like me
Rate how often this emotion occurs(frequency) and how long it lasts(duration).
Frequency Duration
Continuous _ None
Several times per day Seconds
Once per day _ Minutes
Once per week _ Hours
Less than once per week _ Days
Never _ Weeks
Continuous
5. I’'m afraid or scared.
Exactly Alot Somewhat A little Not at all
like me like me like me like me like me
Rate how often this emotion occurs(frequency) and how long it lasts(duration).
Frequency Duration
Continuous _ None
Several times per day Seconds
Once per day Minutes
Once per week Hours
Less than once per week _ Days
Never _ Weeks
Continuous
6. I get surprised or startled easily.
Exactly Alot Somewhat A little Not at all
like me like me like me like me like me

Rate how often this emotion occurs(frequency) and how long it lasts(duration).

Frequency
Continuous
Several times per day
Once per day
Once per week
Less than once per week
Never
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Duration
None

Seconds

Minutes

Hours
Days
Weeks

Continuous



APPENDIX IV

South Baylo University

Informed Consent Form

You are invited to participate in a research study about Effect of Herbal Prescriptions
based on Quantitative Pattern Diagnosis.

The goal of this research study is to provide evidence for establishing the guideline for
the frequency and treatment duration through the prognosis study, from which the
Acupuncture and Oriental Medicine (AOM) principle can be established to treat insomnia
accompanied psychological disorder.

The study design is that the Participant with insomnia accompanied by psychological
disorder will receive acupuncture one time a week for 12 weeks and herbal treatment
everyday for 12 weeks. Other modality of AOM such as moxibustion, cupping, aricular
acupuncture, etc. might be applied additionally, if required. The outcome will be measured
by using Pittsburgh Sleep Quality Index (PSQI), The Hamilton Rating Scale for Depression
(HRSD) and AOM pattern diagnosis survey. The data will be collected and evaluated every
4 times of treatment.

This study is being conducted by Soonju Park L.Ac. There is one qualification to
participate in this study: Soonju Park L.Ac.

Your participation in this research is entirely voluntary. It is your choice whether to
participate or not. Whether you choose to participate or not, all the services you receive at
this clinic will continue and nothing will change. If you choose not to participate in this
research project, you will be offered the treatment that is routinely offered in this clinic.
You may change your mind later and stop participating even if you agreed earlier.

Participating in this study may not benefit you directly, but it will help to enrich the
knowledge on Acupuncture and Asian Medicine.

By participating in this research it is possible that you will be at greater risk than you
would otherwise be. There is, for example, a risk that your condition will not get better and
that the new medicine or treatment doesn't work even as well as the old one. If, however,
the medicine or treatment is not working, we will give the medication or treatment
routinely offered to make you more comfortable. While the possibility of this happening is
very low, you should still be aware of the possibility. Although acupuncture is safe
therapeutic, it may have side effects which may include bruising, numbness or tingling
sensations as or near the needling site(s) lasting for a few days, and dizziness of fainting.
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Bruising is also a common outcome of cupping. Unusual risks of acupuncture can include
spontaneous miscarriage, nerve damage and organ puncture or lung puncture
(pneumothorax). Infection is another potential risk, although using sterile disposal needles
and maintaining a clean and safe environment. The herbal medicine and nutritional
supplements, if any, that have been recommended are traditionally considered safe in the
practice of Oriental Medicine, although some of them may have toxic effects in large doses.
Herbal medicines can interact with hypnotic drugs. The data are limited regarding their
safety when used in combination with hypnotic drugs, particularly regarding the risk of
herb-drug interaction. According to the review of the literatures, herbal medicine might
produce the same kind of effect as the drug and give an increase in the hypnotic drugs
effects without increasing the amount of the drugs or effects that is contrary to the effect
desired for the drugs, thereby reducing the drug effects. Such as all hypnotic drugs side
effects (Sleeping pills & Natural Sleep, http://www.helpguide.org/articles/sleep/sleeping-
pills-and-natural-sleep-aids.htm), which can vary depending on the specific drug, the
dosage and how long the drug lasts in your system. Common side effects include headache,
muscle ache, constipation, dry mouth, daytime sleepiness trouble, concentrating, dizziness
and unsteadiness. Also just some possible side effects of taking herbal medicines can be
nausea, gas, stomachache, vomiting, headache, diarrhea, rashes, hives and tingling
sensation of the tongue. However, according to the previous population based study in
Taiwan, the prevalence of the concurrent use of hypnotic drugs and herbal medicines was
37% and the concurrent use is more frequently than being prescribed multiple types of
hypnotic drugs.

The information you will share with us if you participate in this study will be kept
completely confidential to the full extent of the law. The information that we collect
from this research project will be kept confidential. Information about you that will be
collected during the research will be put away and no-one but the researchers will be able
to see it. Any information about you will have a number on it instead of your name. Only
the researchers will know what your number is and we will lock that information up with a
lock and key. It will not be shared with or given to anyone except Soonju Park L.Ac.

If you have any questions about this study, please contact Soonju Park L.Ac., at 213-
718-0640(cell phone) and sjpark318@gmail.com. If you have any questions or concerns
regarding your rights as a subject in this study, 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.
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YOU WILL BE GIVEN A COPY OF THIS FORM WHETHER OR NOT YOU
AGREE TO PARTICIPATE.

Certificate of Consent:

I have read the foregoing information or it has been read to me, this informed consent to
treatment and that | have been advised about all risks and benefits of Acupuncture and
Herbal Medicine. | have had the opportunity to ask questions about it and any questions
that 1 have asked have been answered to my satisfaction. | consent voluntarily to
participate as a participant in this research.

Name of Participant (Print) Name of Witness (Print)
Signature of Participant Signature of Witness
Date: Day/Month/Year Date: Day/Month/Year
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Statement by the researcher/person taking consent:

I have accurately explained the information sheet to the potential participant. | confirm that
the participant was given an opportunity to ask questions 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 given freely and voluntarily.

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

Print Name of Researcher (Print)

Signature of Researcher Date: Day/Month/Y ear
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