

Project Name

Case Report Form

Test Group  (          Control Group  (
Research completed or not:(Yes          (No
Testing Organization: Zhejiang Hospital
Case No.:                  

Abbreviation of Subject Name:                  

Researcher’s Name:                  
Admission Date: |_|_|_|_|/|_|_|/|_|_|
End Date:|_|_|_|_|/|_|_|/|_|_|
Responsible Organization: Zhejiang Hospital
Instructions to Filling out the CRF
1.All forms are filled in with a black signature pen, legible and easy to identify.
2. Please click “√”in the “□” if it’s in conformity.
3.All items in the table shall be filled in with no vacancy.If not obtained for some reason, please fill in "NA"; is not checked or missed check, please fill in "ND"; medication dosage or time is unknown, please fill in "NK"; is not applicable, please fill in "NAP".
4.All table dates are indicated as year / month / day.
5.Data filling error, do not change it, please cross the wrong line, and fill in the correct data in the next blank, the modifier signature, indicate the correction date, and explain the reasons if necessary.
6.Inspection report and test report are pasted on the form; for any abnormal examination, it shall indicate whether it has clinical significance.
7.Unscheduled follow-up is unplanned follow-up, and follow-up data are filled in the "Unplanned Follow-up Form".
8.Name acronym: the patient name pinyin abbreviation should be filled, two names fill in two words pinyin of the first two letters; the first two letters, the first letters of the first letters; four words fill in each initials.Such as: Wang Hong WAHO, Wang Yanhua WAYH, Ouyang Songxia OYSX.
9.Informed consent was generally signed by the patients.If the patient has special circumstances, it may be signed by the patient's legal agent.
	Case no.
□□□□
	Abbreviation of name
□□□□
	Diagnosis date
|_|_|_|_|/|_|_|/|_|_|
	Early stage of research

	
	
	
	Case grouping


Research process
	Phase
	Screening/baseline
	Treatment period (weeks)

	Times of visit
	1
	2

	Duration
	-2 weeks～0 hour
	4 weeks±3 days

	Sign ICF
	×
	

	Confirm diagnosis
	×
	

	Admission standard
	×
	

	Excluding standard
	×
	

	Collection of subjects’ medical history
	×
	

	Treatment
	
	×

	Meter check

	Hoehn-Yahr ratking
	×
	

	MMSE
	×
	

	UPDRS-III
	×
	×

	PDSS-2
	×
	×

	ESS
	×
	×

	CBI
	×
	×

	Instrument examination

	Multipolysgraphy recorder
	×
	×

	Needle prick safety evaluation
	
	×

	Compliance evaluation
	
	×

	Record of sedation use
	
	×

	SAEs
	×

	Data processing
	×

	Research completion status
	×

	Examination of researchers
	×


Note: 1. “×” in this form indicates the items must be completed;
The cases of midway shedding should trace the recent specialized assessment data of the subjects as far as possible, and fill in the corresponding form in time to reduce the data loss rate;
The CRF was filled in on time within 3 days of observation;
The supervisor of the subject undertaking unit regularly supervises and reviews all CRFs.
	Case No.□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date |_|_|_|_|/|_|_|/|_|_|
	Early stage of research

	
	
	
	Case grouping


	ICF
	Yes
	No

	The patient has signed the ICF or not
	(
	(

	Signing date of ICF
	20((Year((Month((日


	Demographic information

	Gender
	(Male
	(Female

	Date of birth
	((((年((月((日

	Age
	((Years

	Height
	(((.(cm

	Weight
	(((.(kg

	Occupation
	

	Course of Disease
	Parkinson:((Years
	Sleep disorder: ((Years


	Vital Signs

	Body temperature (℃)
	((.(

	Blood pressure (mmHg)
	(((/(((

	Heart rate (times/min)
	(((


Signature of Researcher:                 Appraisal Date:        Year      Month   

	Case No.

□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Early stage of research

	
	
	
	Case grouping


	Brief introduction to medical history

	Hypertension: ( Yes, max.:    /   mmHg Min:    /   mmHg ，  (  None
Coronary disease: □ Yes   Pacemaker installed or not □    □ No   
Diabetes: □ Yes     □ No
Malignant tumor: □ Yes     ( No（        ）

Deliration：□ Yes     □ No
Epilepsy: □ Yes     □ No
Drinking: ( No drinking   □ Drink (≥1 times each week) □  Stop drinking  □ Not available, time and dosage (   )
Drinking: ( No smoking   □ Often smoking   □ Stop smoking   □ Unknown, time and dosage（              ）
Hepatitis: ( Yes  Hepatitis A, Hepatitis B （        ）  □ None     

Sleeping disorder: ( Yes Course of disease（  ） type (early wake-up, fragment sleep, difficulty in falling asleep, RBD）   □ No
Constipation: ( Yes  course of disease（  ） □ No
Glaucoma and cataract: □ Yes     □ None
Other diseases：  



	Combined medication (drug name, dose, drug frequency)

	1、                                     

2、                                     

3、                                     

4、                                     

LED value:                      

（LED（Levodopa an equivalent dose）=Lodopa standard tablets×1+Lodopa-controlled release film×0．75+Perolite tablets of mesosulfonic acid×100 +Bromide methyl sulfonate tablets×10+(Lodopa standard tablets×1+75)×0．33 (meanwhile take Entacapan tablets)+methylsulfonic acid-α-Dioxy ergoentine tablets×1.7+Pyriidl slow release tablets×1+Plaxo hydrochloride tabletsx100+Selegiline hydrochloride tablets×10+ rasagiline×100+Amantadine×1）

	Others

	


Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_|
	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Early stage of research

	
	
	
	Case grouping


Parkinson disease Hoehn-Yahr rating scale
Level 0: There were no symptoms or signs

Level 1: Symptoms of limb involvement on one side

Level 1.5: Symptoms of one limb involvement, accompanied by somatic muscle involvement symptoms

Level 2: Symptoms of bilateral limb involvement, with no balance disorder

Level 2.5: Mild bilateral limb involvement with mild balance impairment (postural stability test, spontaneous recovery after shoulder pulling)

Level 3: Moderate bilateral limb involvement with marked postural instability, many of the patients have limited functions, but life can take care of themselves and turn slowly

Level 4: Both limbs are severely affected and can barely walk or stand independently

Level 5: Lying in bed or living in a wheelchair (late Parkinson's disease)

H-Y rating:                

Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_|
	Simple intelligent mental state scale（MMSE）

	Directive force (10 points)
	Which year is this year? 
	1
	0

	
	   What’s the season now?
	1
	0

	
	   Which month is it now?
	1
	0

	
	   What day is today?
	1
	0

	
	   What day of the week is today?
	1
	0

	
	Which province do you live in? 
	1
	0

	
	   Which county (district) do you live in?
	1
	0

	
	   Which township (sub-district) do you live in?
	1
	0

	
	   Which hospital are we in right now?
	1
	0

	
	   Which floor are we on now?
	1
	0

	Memory
（3 points）


	Tell you three things, after I finish, please repeat and remember that you will ask (1 point each, total 3 points)  
	
	

	
	   Ball
	1
	0

	
	   National flag
	1
	0

	
	   Tree
	1
	0

	Attention and calculation (5 points)
	100-7=？Minus continuously for 5 times (93, 86, 79, 72 and 65. One point each, total 5 points. If it’s wrong, but the next answer is correct, only record down 1 mistake)
	
	

	
	   -7
	1
	0

	
	   -7
	1
	0

	
	   -7
	1
	0

	
	   -7
	1
	0

	
	   -7
	1
	0

	Memory capacity (3 points)
	Now let you say what I just told you to remember?
	
	

	
	   Ball
	1
	0

	
	   National flag
	1
	0

	
	   Tree
	1
	0

	Language competence (9 points)
	Naming capacity
	Show the watch, please tell me what’s this?
	1
	0

	
	
	Show the pen, please tell me what’s this?
	1
	0

	
	Retelling capacity
	 I say a sentence now, please repeat with me clearly (forty-four stone lions)
	1
	0

	
	Reading capacity
	(Close your eyes) Read this sentence and do it as it means!
	1
	0

	
	Three steps orders, please do as what I say after giving you a piece of paper.
	Holding this paper with your right hand
	1
	0

	
	
	Fold it up with two hands
	1
	0

	
	
	Put it on your left leg
	1
	0

	
	Writing capacity
	Subjects are asked to write a complete sentence themselves
	1
	0

	
	Structuring capacity 
	(Show the picture), and please draw the picture!
	1
	0


	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Early stage of research

	
	
	
	Case grouping


Please close your eyes




Judging standards:
1.Cognitive dysfunction: highest score of 30, score of 27-30: Normal, score <27 is cognitive dysfunction.

2.Criteria for dementia division：illiterates≤17 points, primary school≤20 points, middle school (including secondary specialized school)≤22 points, college (including junior college)≤23 points 

3.Dementia severity: slight MMSE≥21 points; medium level, MMSE 10-20 points; high level, MMSE≤9 points
Total Scores:                    

Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Early stage of research

	
	
	
	Case grouping


Parkinson disease sleep scale（PDSS-2）
Please answer the following questions based on your sleep in the last week, mark ( on corresponding scores.
	Questions
	Always ( 6-7 days/week)
	Often( 4-5 days/week)
	Sometime (1 week 2-3 days)
	Occasionally (1 day per week)
	Never

	Is your overall night sleeping quality ok?
	( 0
	( 1
	( 2
	( 3
	( 4

	Do you have sleeping difficulty every night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Do you have sleeping difficulty?
	( 4
	( 3
	( 2
	( 1
	( 0

	Does physical discomfort or night sleep at night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Are you sitting restless in bed?
	( 4
	( 3
	( 2
	( 1
	( 0

	Are you suffering from dreams at night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Do you suffer from visual or hearing hallucinations at night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Do you get up at night to urinate?
	( 4
	( 3
	( 2
	( 1
	( 0

	Has there ever been urinary incontinence due to an inability to act?
	( 4
	( 3
	( 2
	( 1
	( 0

	Do you have numbness or needles when you wake up at night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Are there painful muscle cramps in the upper or lower limbs during sleep at night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Is there an early morning wake up accompanied by upper or lower limb pain?
	( 4
	( 3
	( 2
	( 1
	( 0

	Does a tremor occur while waking up?
	( 4
	( 3
	( 2
	( 1
	( 0

	Do you wake up in the morning and feel sleepy?
	( 4
	( 3
	( 2
	( 1
	( 0

	Is there a daytime nap?
	( 4
	( 3
	( 2
	( 1
	( 0


Total Scores:             

Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 
	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Early stage of research

	
	
	
	Case grouping


Grouping screening form
	Admission Standard (Any of the followings showing no will disqualify the admission）

	1
	Patients with primary Parkinson's disease all met the diagnostic criteria for the UK Parkinson's Disease Brain Bank;
	□Yes  □No

	2
	H-Y(Hoehn-Yahr) rating standard 2.5～4 levels;
	□Yes  □No

	3
	Age and gender are not restricted;
	□Yes  □No

	4
	PDSS-2 scale rating≥18 points;
	□Yes  □No

	5
	Accepting seatives, hypnotics, selective serotonin reuptake inhibitors, anxiolytic drugs, or other sleep-regulating drugs at stable doses at least 28 days prior to treatment;
	□Yes  □No

	6
	Agree and cooperate with the test-related work and PSG monitoring, voluntarily participate in the trial study, and sign the informed consent form.
	□Yes  □No


If any of the above answers is “No”, this subject could not participate
	Excluding standard (Any of the following showing no will disqualify the admission)

	1
	Untypical Parkinson's syndrome, severe depression, severe sleep-related respiratory disorders, malignancies, people who have received brain surgery, etc;
	□Yes  □No

	2
	Unsatisfactory compliance;
	□Yes  □No

	3
	Alcohol or narcotics abusers;
	□Yes  □No

	4
	Delusion, history of epilepsy, history of serious disease, or other circumstances unsuitable for participation;
	□Yes  □No

	5
	Those with severe cognitive impairment (MMSE<10) or language impairment unable to complete scale scoring;
	□Yes  □No

	6
	Non-Parkinson-induced sleep disturbances.
	□Yes  □No


If any of the above answers is “Yes”, this subject could not participate
Conclusion: this patient complies with the aforementioned requirements or not, and he/she is approved to join the group                             □Yes  □No
Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 
	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Screening/Baseline

	
	
	
	Visit 1


Unified 

Parkinson Case Rating Scale-III
（UPDRS-III）

	Ⅲ. Sports Examination

	18. Language (Expression)
0=Normal
1=Slight decrease in expression, understanding  and  (or) 
2=Montone, ambiguous but intelligible, moderately impaired

3=Evidently impaired, difficult to understand
4=Cannot understand                                                                                                                                                      
	□J21

	19. Facial expressions
0=Normal
1=Slightly stiff, probably normal "deadpan"

2=Mild but certainly poor facial expression

3=Moderate expression dull, sometimes mouth opening
4=Mask face, almost completely expression, mouth open 1 / 4 inch (0.6 cm) or more
	□J22

	20. Static tremor:
20a. Facial, lips and jaw                                  
0=None                                                  

1=Sight, occurring occasionally                                      

2=Low level and continuous, or medium level occurring intermittently                    

3=Medium level, occurring mostly                              

4=High level, occurring mostly
	　
□J23
　
　
　
　

	20b. Right upper limb                                              
0=None                                                   

1=Sight, occurring occasionally                                       

2=Low level and continuous, or medium level occurring intermittently                     

3=Medium level, occurring mostly                               

4=High level, occurring mostly
	□J24
 

	20c. Left upper limb
0=None                                                    

1=Sight, occurring occasionally                                        

2=Low level and continuous, or medium level occurring intermittently                      

3=Medium level, occurring mostly                                

4=High level, occurring mostly
	□J25

	20d. Right lower limb
0=None                                                    

1=Sight, occurring occasionally                                        

2=Low level and continuous, or medium level occurring intermittently                      

3=Medium level, occurring mostly                                

4=High level, occurring mostly
	□J26

	20e. Left lower limb
0=None                                                    

1=Sight, occurring occasionally                                        

2=Low level and continuous, or medium level occurring intermittently                      

3=Medium level, occurring mostly                                

4=High level, occurring mostly
	□J27

	21. Hand movement or gesture tremor:
21a. Right upper limb
0=None                                                   

1=Slight, occurring during movements
2=Medium level, occurring during movements
3=Medium level, occurring during holding objects or movements
4=High level, affecting eating
	□J28
　
 

	21b. Left upper limb
0=None                                                   

1=Slight, occurring during movements
2=Medium level, occurring during movements
3=Medium level, occurring during holding objects or movements
4=High level, affecting eating
	□J29

	Upright:
22a. Neck
0=None                                                    

1=Slight, or could only be found during mirror movements or intensified tests                

2=Slight to medium level                                              

3=Obvious, but the range of activities is not restricted                                

4=Serious, the range of activities is restricted                                    
	　□J30
　
　
　
　

	22b. Right upper limb
0=None                                                   

1=Slight, or could only be found during mirror movements or intensified tests                

2=Slight to medium level                                              

3=Obvious, but the range of activities is not restricted                                

4=Serious, the range of activities is restricted                                    
	□J31

	22c. Left upper limb
0=None                                                  

1=Slight, or could only be found during mirror movements or intensified tests                

2=Slight to medium level                                              

3=Obvious, but the range of activities is not restricted                                

4=Serious, the range of activities is restricted    
	□J32

	22d. Right lower limb
0=None                                                   

1=Slight, or could only be found during mirror movements or intensified tests                

2=Slight to medium level                                              

3=Obvious, but the range of activities is not restricted                                

4=Serious, the range of activities is restricted    
	□J33

	22e. Left lower limb
0=None                                                    

1=Slight, or could only be found during mirror movements or intensified tests                

2=Slight to medium level                                              

3=Obvious, but the range of activities is not restricted                                

4=Serious, the range of activities is restricted    
	□J34

	23. Finger Flap Test（The thumb and forefinger are quickly conducting applauding movements by a large degree)                                                                 □J35
23a. Right hand                                                                        　 
0=Normal（≥15 times/5 seconds)                                                       

1=Slightly slowing down and (or) decrease of level（11～14 times/5 seconds)
2=Secondary disorder, with certain early fatigue, and occasional pause in exercise (7~10 times/ 5 sec)3=Severe disorder, difficult movement initiation or pause in movement (3~6 times/ 5 second)

4=Hardly making any actions（0～2 times/5 sec)

	23b. Left hand              (J36　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　  
0=Normal（≥15 times/5 seconds)                                                       

1=Slightly slowing down and (or) decrease of level（11～14 times/5 seconds)
2=Secondary disorder, with certain early fatigue, and occasional pause in exercise (7~10 times/ 5 sec)

3=Severe disorder, difficult movement initiation or pause in movement (3~6 times / 5s)

4=Hardly making any actions（0～2 times/5 seconds）

	24. Hand movements (Do fast and continuous punches as much as possible)               

24a. Right hand
0=Normal                                                        

1=Slightly slowing down or decrease of level
2=Moderate disorders, with certain early fatigue phenomena, can have occasional pauses in exercise

3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	    □J37
　
 

	24b. Left hand
0=Normal                                                        

1=Slightly slowing down or decrease of level
2=Moderate disorders, with certain early fatigue phenomena, can have occasional pauses in exercise

3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	□J38
 

 

	25. Alternating actions (Both hands vertical or horizontal for the maximum amplitude before and after the spin action）            

25a. Right hand
0=Normal                                                           

1=Slightly slowing down or decrease of level
2=Moderate disorder, with definite early fatigue phenomenon, occasionally pause during movements
3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	□J39
　
 

	25b. Left hand
0=Normal                                                           

1=Slightly slowing down or decrease of level
2=Moderate disorder, with definite early fatigue phenomenon, occasionally pause during movements
3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	    □J40

	26. Leg flexibility（Continuous and rapid step on the heel, legs completely raised, the range of about 2 cm）
26a. Right lower limb
0=Normal                                                         

1=Slightly slowing down or decrease of level                                           

2=Moderate disorder, with definite early fatigue phenomenon, occasionally pause during movements
3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	    □J41            
　
　
 

	2   26b. Left lower limb
0=Normal                                                         

1=Slightly slowing down or decrease of level                                           

2=Moderate disorder, with definite early fatigue phenomenon, occasionally pause during movements
3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	□J42

	27. Stand up （The patient holds both arms from a straight back wooden chair or metal chair）

0=Normal
1=Slow, or may need to try more than 1 time

2=Need to support the armrest to stand up

3=The tendency to fall backwards must be tried a few times to stand up, but with no help

4=Can't stand up without help
	      □J43

	28. Gestures
0=Normal standing upright
1=Not very straight, slightly forward, may be the normal elderly posture

2=Moderate forward tilt, is certainly not Normal, may have a slight tilt toward the side

3=Severe anterior tilt is accompanied by the spinal posterior protrusion, which may have a moderate tilt toward one side

4=Significant flexion and extremely abnormal posture
	□J44

	29. Walking gestures                                                                       　                     □J45
0=Normal
1=Walking slowly, there can be traction steps, small stride distance, but no panic gait or forward gait

2=Walking is difficult, but does not need help, there can be a degree of panic gait, small steps or rush forward

3=Severe abnormal gait requires help

4=Cannot walk even with help

	30. Stability of gestures                                                                                         □J46
（Postural response caused by suddenly pulling the shoulders back, the patient should open his eyes upright, feet slightly apart and prepared）

0=Normal
1=Roll back, could recover without help
2=No postural response, if not help may fall

3=Very unstable, with a spontaneous loss of balance

4=Cannot stand up without external assistance

	31. Less movements of body（Slow combing of hair, arm swing decreased, amplitude and overall activity）

0=None
1=Slightly slower, seems to be intentional, in some people may be Normal, the magnitude may be reduced

2=Exercise was mildly slow and reduced, certainly abnormal, or reduced amplitude

3=Moderate and slow, lack of motion or small amplitude

4=Clearly slow, lack of movement or small amplitude
	 □J47


Rating of Part III:                       

Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Screening/baseline

	
	
	
	Visit 1


Epworth Sleepepsy Scale（ESS）
How likely will you doze off or fall asleep if?Depending on the eight scenarios assumed in the table, choose in the right "dozing likelihood" option: "0" is not sleepy, "1" represents little likelihood, "2" is moderately likely, and "3" is likely to doze.

	No.
	Assuming the relevant scenario
	 The possibility of dozing off

	1
	Sitting and reading books and periodicals
	0   1   2   3

	2
	Watching TV
	0   1   2   3

	3
	Sitting still in dull public places (such as theater, meetings)
	0   1   2   3

	4
	Take the car for 1 hour without interruption
	0   1   2   3

	5
	If possible, lie down in the afternoon to rest
	0   1   2   3

	6
	Sitting and talking to people
	0   1   2   3

	7
	Sitting quietly after undrinking lunch
	0   1   2   3

	8
	Encounter traffic jam, in a few minutes
	0   1   2   3


Total score of 8 cases, total score between 0~24 total score> 6: dozing; total score> 10: very dozing; total score> 16: dangerous dozing.If you sleep for 8 hours a night in the next 2 weeks, the score has not improved, it is recommended to see your doctor.

Total Score:                 
Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.
□□□□
	Abbreviation of Name □□□□
	Diagnosis Date

|_|_|_|_|/|_|_|/|_|_|
	Screening/baseline

	
	
	
	Visit 1


Caregiver burden questionnaire（CBI）

	Please tick (√) on the numbers you think most fit in the following questions based on the actual situation of nearly a week
	Never  Occasionally   Sometime   Often     Always

	1.Patients need my assistance to complete most of my daily life
	0       1       2       3       4

	2.The patient is very dependent on me
	0       1       2       3       4

	3.I had to look for the patients all the time
	0       1       2       3       4

	4.I had to help patients accomplish a lot of basic hyperactivity
	0       1       2       3       4

	5.I did not get a short rest while caring for the patient
	0       1       2       3       4

	6.I feel unable to enjoy my own life
	0       1       2       3       4

	7.I hope to get out of my current state of life
	0       1       2       3       4

	8.My social life was affected
	0       1       2       3       4

	9.I was exhausted by care of the patient
	0       1       2       3       4

	10.The life I had expected was not what it was
	0       1       2       3       4

	11.I’m short of sleep
	0       1       2       3       4

	12.My health is affected
	0       1       2       3       4

	13.Looking after the patients makes my health condition uncomfortable
	0       1       2       3       4

	14.I feel physically exhausted
	0       1       2       3       4

	15.I did not get along with my family as well as before
	0       1       2       3       4

	16.I worked hard to take care of the patients, but I was not understood by my family
	0       1       2       3       4

	17.My job is not as good as I had done before
	0       1       2       3       4

	18.I resent the relatives who can help but don't
	0       1       2       3       4

	19.The patient's behavior embarrassed me
	0       1       2       3       4

	20.I feel humiliating because I have patients like this
	0       1       2       3       4

	21.I hate the patients that I take care of
	0       1       2       3       4

	22.有I would feel uncomfortable when my friends come
	0       1       2       3       4

	23.I’m very angry about dealing with the patients
	0       1       2       3       4

	24.There is something wrong with my marriage
	0       1       2       3       4


The questionnaire included 24 entries in 5 dimensions, namely, time-dependent burden (5), developmental restricted burden (5), physiological burden (4), social burden (4), and affective burden (6).Each entry was scored level 5 by 0~4 of caregiver burden, with the total score of 0~96, the higher the score the heavier the burden.

The total score is the sum of each score.
Total Score:                

Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.

□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date

|_|_|_|_|/|_|_|/|_|_|
	Screening/Baseline

	
	
	
	Visit 1


	The polysomlography results

	Total light ON-OFF time (TIB) (min)
	

	Total sleeping time (TST) (min)
	

	Sleeping efficiency TST/TIB
	

	Sleep latency
	

	Sleep maintenance rate
	

	Awakening times
	


Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.

□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Treatment period

	
	
	
	Visit 2


Parkinson disease sleep scale（PDSS-2）
Please answer the following questions based on your sleep in the latest week, and mark ( on corresponding score.
	Questions
	Always 
(6-7 days per week)
	Often (4-5 days per week)
	Sometime (2-3 days per week)
	Occasionally (1 day per week)
	Never

	Overall sound night sleep quality?
	( 0
	( 1
	( 2
	( 3
	( 4

	Do you have trouble falling asleep every night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Do you have trouble in sleeping?
	( 4
	( 3
	( 2
	( 1
	( 0

	Does physical discomfort or night sleep at night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Are you sitting restless in bed?
	( 4
	( 3
	( 2
	( 1
	( 0

	Are you suffering from dreams at night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Do you suffer from visual or hearing hallucinations at night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Do you get up at night to urinate?
	( 4
	( 3
	( 2
	( 1
	( 0

	Has there ever been urinary incontinence due to an inability to act?
	( 4
	( 3
	( 2
	( 1
	( 0

	Do you have numbness or needles when you wake up at night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Are there painful muscle cramps in the upper or lower limbs during sleep at night?
	( 4
	( 3
	( 2
	( 1
	( 0

	Is there an early morning wake up accompanied by upper or lower limb pain?
	( 4
	( 3
	( 2
	( 1
	( 0

	Does a tremor occur while waking up?
	( 4
	( 3
	( 2
	( 1
	( 0

	Do you wake up in the morning and feel sleepy?
	( 4
	( 3
	( 2
	( 1
	( 0

	Is there a daytime nap?
	( 4
	( 3
	( 2
	( 1
	( 0


Total Score:             

Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 
	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Treatment period

	
	
	
	Visit 2


Unified Parkinson's Disease Assessment Scale-III
（UPDRS-III）

	Ⅲ. Movement Inspection

	18. Language (expression)
0=Normal
1=Expression, understanding and (or) volume is slightly decreased
2=Montone, ambiguous but intelligible, moderately impaired

3=Significant damage, difficult to understand

4=Unable to understand                                                                                                                                                      
	□J21

	19. Facial expressions
0=Normal
1=Slightly stiff, probably normal "deadpan"

2=Mild but certainly poor facial expression

3=Moderate expression dull, sometimes mouth

4=Mask face, almost completely expression, mouth open 1 / 4 inch (0.6 cm) or more
	□J22

	20. Static tremor ：
20a. Facial, lips, and lower jaw                                  
0=None                                                  

1=Sight, occurring occasionally                                      

2=Low level and continuous, or medium level occurring intermittently                    

3=Medium level, occurring mostly                              

4=High level, occurring mostly
	　
□J23
　
　
　
　

	20b. Right upper limb                                              
0=None                                                   

1=Sight, occurring occasionally                                       

2=Low level and continuous, or medium level occurring intermittently                     

3=Medium level, occurring mostly                               

4=High level, occurring mostly
	□J24
 

	20c. Left upper limb
0=None                                                   

1=Sight, occurring occasionally                                        

2=Low level and continuous, or medium level occurring intermittently                      

3=Medium level, occurring mostly                                

4=High level, occurring mostly
	□J25

	20d. Right lower limb
0=None                                                   

1=Sight, occurring occasionally                                        

2=Low level and continuous, or medium level occurring intermittently                      

3=Medium level, occurring mostly                                

4=High level, occurring mostly
	□J26

	20e. Left lower limb
0=None                                                    

1=Sight, occurring occasionally                                        

2=Low level and continuous, or medium level occurring intermittently                      

3=Medium level, occurring mostly                                

4=High level, occurring mostly
	□J27

	Hand movement or postural tremor:

21a. Right upper limb
0=None                                                    

1=Slight, occurring during movements
2=Medium level, occurring during movements
3=Medium level, occurring during holding objects or movements
4=High level, affecting eating
	□J28
　
 

	21b. Left upper limb
0=None                                                    

1=Slight, occurring during movements
2=Medium level, occurring during movements
3=Medium level, occurring during holding objects or movements
4=High level, affecting eating
	□J29

	22. Tetania:
22a. Neck
0=None                                                   

1=Slight, or could only be found during mirror movements or intensified tests                

2=Slight to medium level                                              

3=Obvious, but the range of activities is not restricted                                

4=Serious, the range of activities is restricted                                    
	　□J30
　
　
　
　

	22b. Right upper limb
0=None                                                    

1=Slight, or could only be found during mirror movements or intensified tests                

2=Slight to medium level                                              

3=Obvious, but the range of activities is not restricted                                

4=Serious, the range of activities is restricted                                    
	□J31

	22c. Left upper limb
0=None                                                    

1=Slight, or could only be found during mirror movements or intensified tests                

2=Slight to medium level                                              

3=Obvious, but the range of activities is not restricted                                

4=Serious, the range of activities is restricted    
	□J32

	22d. Right lower limb
0=None                                                    

1=Slight, or could only be found during mirror movements or intensified tests                

2=Slight to medium level                                              

3=Obvious, but the range of activities is not restricted                                

4=Serious, the range of activities is restricted    
	□J33

	22e. Left lower limb
0=None                                                    

1=Slight, or could only be found during mirror movements or intensified tests                

2=Slight to medium level                                              

3=Obvious, but the range of activities is not restricted                                

4=Serious, the range of activities is restricted    
	□J34

	23. Finger flap test (The index finger moves as much and as quickly as possible)                                                                           □J35
23a. Right hand                                                                        　 
0=Normal（≥15 times/second)                                                       

1=Slightly slowing down and (or) decrease of level（11～14 times/second)
2=Secondary disorder, with certain early fatigue, and occasional pause in exercise (7~10 / 5 sec)

3=Severe disorder, difficult movement initiation or pause in movement (3~6 / 5s)

4=Hardly making any actions（0～2 times/5 seconds)

	23b. Left hand                                 □J36　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　  
0=Normal（≥15 times/5 seconds)                                                       

1=Slightly slowing down and (or) decrease of level（11～14 times/5 seconds)
2=Secondary disorder, with certain early fatigue, and occasional pause in exercise (7~10 / 5 sec)

3=Severe disorder, difficult movement initiation or pause in movement (3~6 / 5s)

4=Hardly making any actions（0～2 times/5 seconds)

	24. Hand movements (Do fast and continuous punches as much as possible)                 

24a. Right hand
0=Normal                                                        

1=Slightly slowing down or decrease of level
2=Moderate disorders, with certain early fatigue phenomena, can have occasional pauses in exercise

3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	    □J37
　
 

	24b. Left hand
0=Normal                                                        

1=Slightly slowing down or decrease of level
2=Moderate disorders, with certain early fatigue phenomena, can have occasional pauses in exercise

3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	□J38
 

 

	25. Alternate action (Both hands vertical or horizontal for the maximum amplitude before and after the spin action)       

25a. Right hand
0=Normal                                                           

1=Slightly slowing down or decrease of level
2=Moderate disorder, with definite early fatigue phenomenon, occasionally pause during movements
3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	□J39
　
 

	25b. Left hand
0=Normal                                                           

1=Slightly slowing down or decrease of level
2=Moderate disorder, with definite early fatigue phenomenon, occasionally pause during movements
3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	    □J40

	26. Leg flexibility（Continuous and rapid step on the heel, legs completely raised, the range of about 2 cm）
26a. Right lower limb
0=Normal                                                         

1=Slightly slowing down or decrease of level                                           

2=Moderate disorder, with definite early fatigue phenomenon, occasionally pause during movements
3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	    □J41            
　
　
 

	2   26b. Left lower limb
0=Normal                                                         

1=Slightly slowing down or decrease of level                                           

2=Moderate disorder, with definite early fatigue phenomenon, occasionally pause during movements
3=Serious disorder, often hesitating upon starting or ending actions or pausing during movements
4=Hardly making any actions
	□J42

	27. Stand up （The patient holds both arms from a straight back wooden chair or metal chair）

0=Normal
1=Slow, might need above 1 times
2=Stand up by resorting to the rail
3=The tendency to fall backwards must be tried a few times to stand up, but with no help

4=Cannot stand up without help
	      □J43

	28. Gesture
0=Normal standing upright
1=Not very straight, slightly forward, may be the Normal elderly posture

2=Moderate forward tilt, is certainly not Normal, may have a slight tilt toward the side

3=Severe anterior tilt is accompanied by the spinal posterior protrusion, which may have a moderate tilt toward one side

4=Significant flexion and extremely abnormal posture
	□J44

	29. Walking gestures                                                   　                     □J45
0=Normal
1=Walking slowly, there can be traction steps, small stride distance, but no panic gait or forward gait

2=Walking is difficult, but does not need help, there can be a degree of panic gait, small steps or rush forward

3=Severe abnormal gait requires help to walk
4=Can't walk even if offering help

	30. Stability of gestures                                                                                    □J46
（Postural response caused by suddenly pulling the shoulders back, the patient should open his eyes upright, feet slightly apart and prepared）

0=Normal
1=Roll back, and you can recover by yourself without help

2=No postural response, if not help may fall

3=Very unstable, with a spontaneous loss of balance

4=Cannot stand up without resorting to external assistance

	31. The body moves less（Slow in combing hair, Arm swing decreased, amplitude and overall activity decreased)
0=None
1=Slightly slower, seems to be intentional, in some people may be Normal, the magnitude may be reduced

2=Exercise was mildly slow and reduced, with certainly no Normal, or reduced amplitude

3=Moderate and slow, lack of motion or small amplitude

4=Clearly slow, lack of movement or small amplitude
	 □J47


Rating of Part III:                      

Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.

□□□□
	Abbreviation of Name

□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Treatment period
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Epworth Sleepepsy Scale（ESS）
How likely will you doze off or fall asleep if?Depending on the eight scenarios assumed in the table, choose in the right "dozing likelihood" option: "0" is not sleepy, "1" represents little likelihood, "2" is moderately likely, and "3" is likely to doze.

	No.
	Assuming the relevant scenario
	 The possibility of dozing off

	1
	Sitting and reading books and periodicals
	0   1   2   3

	2
	Watch TV
	0   1   2   3

	3
	Sitting still in dull public places (such as theater, meetings)
	0   1   2   3

	4
	Take the car for 1 hour without interruption
	0   1   2   3

	5
	If possible, lie down in the afternoon to rest
	0   1   2   3

	6
	Sitting and talking to people
	0   1   2   3

	7
	Sitting quietly after undrinking lunch
	0   1   2   3

	8
	Encounter traffic jam, in a few minutes
	0   1   2   3


Total score of 8 cases, total score between 0~24 total score> 6: dozing; total score> 10: very dozing; total score> 16: dangerous dozing.If you sleep for 8 hours a night in the next 2 weeks, the score has not improved, it is recommended to see your doctor.

Total Score:                 
Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Treatment period
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Caregiver burden questionnaire（CBI）

	Please tick (√) on the numbers you think most fit in the following questions based on the actual situation of nearly a week
	Never    Occasionally   Sometime   Often     Always

	1.Patients need my assistance to complete most of my daily life
	0       1       2       3       4

	2.The patient is very dependent on me
	0       1       2       3       4

	3.I had to look for the patients all the time
	0       1       2       3       4

	4.I had to help patients accomplish a lot of basic hyperactivity
	0       1       2       3       4

	5.I did not get a short rest while caring for the patient
	0       1       2       3       4

	6.I feel unable to enjoy my own life
	0       1       2       3       4

	7.I hope to get out of my current state of life
	0       1       2       3       4

	8.My social life was affected
	0       1       2       3       4

	9.I was exhausted by care of the patient
	0       1       2       3       4

	10.The life I had expected was not what it was
	0       1       2       3       4

	11.I have insufficient sleep
	0       1       2       3       4

	12.My health was affected
	0       1       2       3       4

	13.Taking care of the patients made me sick
	0       1       2       3       4

	14.I feel physically exhausted
	0       1       2       3       4

	15.I did not get along with my family as well as before
	0       1       2       3       4

	16.I worked hard to take care of the patients, but I was not understood by my family
	0       1       2       3       4

	17.My job is not as good as I had done before
	0       1       2       3       4

	18.I resent the relatives who can help but don't
	0       1       2       3       4

	19.The patient's behavior embarrassed me
	0       1       2       3       4

	20.I feel humiliating because I have patients like this
	0       1       2       3       4

	21.I hate the patients that I take care of
	0       1       2       3       4

	22.I will feel not at ease when friends come
	0       1       2       3       4

	23.I was very angry about dealing with the patients
	0       1       2       3       4

	24.There is something wrong with my marriage
	0       1       2       3       4


The questionnaire included 24 entries in 5 dimensions, namely, time-dependent burden (5), developmental restricted burden (5), physiological burden (4), social burden (4), and affective burden (6).Each entry was scored level 5 by 0~4 of caregiver burden, with the total score of 0~96, the higher the score the heavier the burden.

The total score is sum of each score.
Total Score:                

Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Treatment period
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Drug Record sheet

	Days of Treatment
	Name of Drug
	Dosage
	Time of taking medicine

	（Week 1）

1
	
	
	

	2
	
	
	

	3
	
	
	

	4
	
	
	

	5
	
	
	

	6
	
	
	

	7
	
	
	

	（Week 2）

1
	
	
	

	2
	
	
	

	3
	
	
	

	4
	
	
	

	5
	
	
	

	6
	
	
	

	7
	
	
	

	（Week 3）

1
	
	
	

	2
	
	
	

	3
	
	
	

	4
	
	
	

	5
	
	
	

	6
	
	
	

	7
	
	
	

	（Week 4）

1
	
	
	

	2
	
	
	

	3
	
	
	

	4
	
	
	

	5
	
	
	

	6
	
	
	

	7
	
	
	


Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.
□□□□
	Abbreviation of Name

□□□□
	Diagnosis Date

|_|_|_|_|/|_|_|/|_|_|
	Treatment period
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Needle prick safety evaluation

	The last treatment of vital signs (blood pressure, pulse, heart rate, body temperature):BP:              R:              HR:               T:

	(In standard medical terms) Record all the statements observed and use the following questions, " What did you feel different since the last examination?"Adverse events that come from direct inquiry.Try to use the diagnostic name without using the symptom name.Each column records an adverse event.

Name of SAE (please write neatly)
Occurring date and time
|_|_|_|_|/|_|_|/|_|_|

|_|_|_|_|/|_|_|/|_|_|

|_|_|_|_|/|_|_|/|_|_|

Seriousness of SAE
Slight□  Medium□  Serious□

Slight□  Medium□  Serious□
Slight□  Medium□  Serious□
If it’s in compliance with definition of SAE according to judgement from the researcher?
1Cause death
2Threaten life
3Cause continuous or serious disability/loss of capacity
4 Severe bending needle, block needle, need to be surgical removed

5Severe needle sickness, after rest can not relieve

6 Serious hematoma to be treated
Yes□    No□
(Please immediately call/or send fax to the sponsor and the major research institutes if the answer is yes)
Date of Report:
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
Yes□    No□
(Please immediately call/or send fax to the sponsor and the major research institutes if the answer is yes)
Date of Report:
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
Yes□    No□
(Please immediately call/or send fax to the sponsor and the major research institutes if the answer is yes)
Date of Report:

|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
Measures taken or not?
（Please record the accompanying drugs if it’s yes)
Yes□    No□

Yes□    No□

Yes□    No□

End of the SAE happened
□ Still existing    □ Unknown
□ Alleviated    □ Worsened
Release date:
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
□ Still existing    □ Unknown
□ Alleviated    □  Worsened
Release date:
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
□ Still existing   □ Unknown
□ Alleviated   □  Worsened
Release date:
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
Relation with the research
Certainly relevant□2Problably relevant
□Maybe relevant□4Maybe irrelevant □5Certainly irrelevant
Certainly relevant□2Problably relevant
□Maybe relevant□4Maybe irrelevant □5Certainly irrelevant
Certainly relevant□2Problably relevant
□Maybe relevant□4Maybe irrelevant □5Certainly irrelevant
Fill in the following upon termination of 
SAE or completion of research
Withdraw from the test for this?
Yes□    No□

Yes□    No□

Yes□    No□

Physician’s signature
Date
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
Did there be any adverse events that occur during the treatment?  ( Yes  □   No, please fill in the following form if it’s yes.


Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 
	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Treatment period
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	The polysomlography results

	Total light on-off time (TIB) (min)
	

	Total sleeping time (TST) (min)
	

	Sleeping efficiency TST/TIB
	

	Sleeping latency
	

	Sleep maintenance rate
	

	Wake-up times
	


Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Later period of research


Accompanying drug medication

	Whether the patient needs to take other anti-Parkinson's disease drugs
	□Yes □ No


Please indicate and fill in the form below if it’s yes.
	Drug name
	  Dosage
	   Indications
	Time of starting 
	 Time of stopping

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Compliance Evaluation (Treatment Group)
	Time of last acupuncture
	|_|_|_|_|/|_|_|/|_|_|
	

	Compliance calculation
	Total times of acupuncture
	Actual acupuncture times
	Compliance

	
	
	
	      %


Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	SAEs


Record of SAEs
	(In standard medical terms) Record all the statements observed and use the following questions, " What did you feel different since the last examination?"Adverse events that come from direct inquiry.Try to use the diagnostic name without using the symptom name.Each column records an adverse event.

	Name of SAE (please write neatly)
	
	
	

	Occurring date and time
	|_|_|_|_|/|_|_|/|_|_|


	|_|_|_|_|/|_|_|/|_|_|


	|_|_|_|_|/|_|_|/|_|_|



	Seriousness of SAE
	Slight□  Medium□  Worsened
	Slight□  Medium□  Worsened
	Slight□  Medium□  Worsened

	If it’s in compliance with definition of SAE according to judgement from the researcher?
1Cause death
2Threaten life
3Cause continuous or serious disability/loss of capacity
4 Severe bending needle, block needle, need to be surgical removed

5Severe needle sickness, after rest can not relieve

6 Serious hematoma to be treated
	Yes□    No□
(Please immediately call/or send fax to the sponsor and the major research institutes if the answer is yes)

Date of Report:
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
	Yes□    No□
(Please immediately call/or send fax to the sponsor and the major research institutes if the answer is yes)
Date of Report:
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
	Yes□    No□

(Please immediately call/or send fax to the sponsor and the major research institutes if the answer is yes)
Date of Report:
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)

	Measures taken or not
（Please record the accompanying drugs if it’s yes)
	Yes□    No□
	Yes□    No□
	Yes□    No□

	End of SAEs
	□ Still existing  □ Unknown
□ Alleviated    □ Worsened
Recover date:
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)
	□ Still existing    □ Unknown
□ Alleviated    □ Worsened
Recover date:
|_|_|_|_|/|_|_|/|_|_|

(Year   Month  Day)
	□ Still existing    □ Unknown
( Alleviated    □ Worsened
Recover date:
|_|_|_|_|/|_|_|/|_|_|

(Year  Month  Day)

	Relationship with the research
	□1Certainly relevant□2Problably relevant
□Maybe relevant□4Maybe irrelevant □5Certainly irrelevant
	□1Certainly relevant□2Problably relevant
□3Maybe relevant□4Maybe irrelevant
□5Certainly irrelevant
	□1Certainly relevant□2Problably relevant□3Maybe relevant□4Maybe irrelevant
□5Certainly irrelevant

	Fill out the following sections at the termination of adverse events or at the end of the research

	Withdraw from the test due to this reason?
	Yes□    No□
	Yes□    No□
	Yes□    No□

	Physician’s Signature
	
	
	

	Date
	|_|_|_|_|/|_|_|/|_|_|

（Year   Month   Day）
	|_|_|_|_|/|_|_|/|_|_|

（Year   Month   Day）
	|_|_|_|_|/|_|_|/|_|_|

（Year   Month   Day）


Researcher’s Signature:                Date:|_|_|_|_|/|_|_|/|_|_| 

	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Concluding Page of Research


Concluding Page of Research
	Concluding Page of Research

	Research completion/suspension date
	((((Year((Month((Day

	The subjects have completed the research
	(Yes                   (No              

	
	If not, please fill in the main causes to suspension of research

	Main causes to suspension of research
	(Lack of curative effect
(SAEs
(The subject requests to withdraw from the research
(Serious violation of plan      Specific Descriptions                         

(Other reasons              Specific Descriptions                         


Signature of Researcher:                 Date:|_|_|_|_|/|_|_|/|_|_|

	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date
|_|_|_|_|/|_|_|/|_|_|
	Statement for Reviewing CRF


Case Report Form（CRF）Review Statement
All records on this case report form are reviewed page by page and item by item. I confirm that these data are true, complete, accurate, consistent with the original data, and meet the requirements of the study protocol design.All the data recording work was done by me and those I delegated and we have signed the researcher signature table.It is hereby stated.

Signatures of Major Researchers:    Date: |_|_|_|_|/|_|_|/|_|_|
Signatures of Major Researchers:    Date: |_|_|_|_|/|_|_|/|_|_|
Signatures of Major Researchers:    Date: |_|_|_|_|/|_|_|/|_|_|
	Case No.
□□□□
	Abbreviation of Name
□□□□
	Diagnosis Date

_|_|_|_|/|_|_|/|_|_|
	Attach the documents


Multi-guide sleeping instrument

Attach the results of multi-guide sleeping instrument
Signature of Researcher:                Date:|_|_|_|_|/|_|_|/|_|_|









您可参照这个病例报告表制定，也可网上搜索。如果参照这个制定，请注意内容与自己研究的适用性，将相关内容改成自己研究的内容。


或者做个数据收集表（比较简单），记录原始数据。


最终，请点击右键，删除此批注。


请填写项目名称。最终，请点击右键，删除此批注。





为保护受试者隐私病例报告表中不能出现姓名、身份证号码、住院号等可身份识别的信息，只能出现姓名缩写或受试者入组编号。受试者编号与真实姓名对应的表格需要研究者严密保管，不得泄露。


最终，请点击右键，删除此批注。





