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(Last Name Only)


Study Number:

of
  Description:



(Enter ‘1of 1’ if only one)                                    (if more than one study)
1. Is the study described as randomized?
(circle one)
Yes
1

No
2

2. If the study was randomized, was method of randomization appropriate?
(circle one)
Yes
1

No
2

Method not described
8

Not applicable
9

3. Is the study described as: 
(circle one)
Double blind
1

Single blind, patient
2

Single blind, outcome assessment 
3

Open
4

Blinding not described
8

Not applicable
9

4. If reported, was the method of double blinding appropriate?

(circle one)
Yes
1

No
2

Double blinding method not described
8

Not applicable
9

5. If study was randomized, did the method of randomization provide for concealment of allocation?
(circle one)
Yes
1

No
2

Concealment not described
8

Not applicable
9

6. Are withdrawals (W) and dropouts (D) described?
(circle one)
Yes, reason described for all W and D
1

Yes, reason described for some W and D
2

Not described
8

Not applicable
9

7. Is this a cross-over study design? 
(circle one)
Yes
1

No
2

Not described
8

Not applicable
9

8. Were the arms comparable before the intervention with

respect to demographics and diagnoses?
(circle one)
Diagnoses only
1

Demographics only
2

Both
3

Not comparable
4

Not described
8

Not applicable
9

9. From where were study participants recruited?
(check all that apply)
Self-referral

Western/mainstream practice

CAM practice

Source not described

Not applicable

10. What was the percent of participants who were …

	Female?
	Under age 18?
	Over age 65?



	___ ___ ___ %
	___ ___ ___ %
	___ ___ ___ %

	(Enter 999 if not reported)






Patient Characteristics - DEPRESSION
11. Which diagnostic criteria were used?
(check all that apply)
DSM 3 or 4


Scales (specify: _____ _____ _____ _____ _____)

Diagnostic criteria not reported
.

12. Was the diagnosis based on patient reports?
(circle one)
Yes
1

No
2

Not described
8

Not applicable
9

13. What is the severity of depression? 
(check all that apply)
Mild


Moderate

Severe

Described, can’t categorize

None described

Not applicable

14. Is the duration of depression described?
(circle one)
Yes
1

No
2

Not applicable
9

15. What comorbidities are described?
(check all that apply)
Medical


Psychiatric

None

Not described

Not applicable





Patient Characteristics - OSTEOARTHRITIS
16. Which diagnostic criteria were used?
(check all that apply)
Patient report

Physical exam

X-Ray

Other


Diagnostic criteria not reported
.

17. Was a scale used to measure the severity of OA? 
(circle one)
Yes (specify: _____ _____ _____ _____ _____)
1

No
2

Scale used, not described
8

Not applicable
9

18. What is the severity of OA? 
(check all that apply)
Mild


Moderate

Severe

Described, can’t categorize


None described

Not applicable

19. Is the duration of the OA described?
(circle one)
Yes
1

No
2

Not applicable
9

20. What comorbidities are described?
(check all that apply)
Medical


Psychiatric

Other arthritis condition

Not described

Not applicable


Patient Characteristics - LIVER DISEASE
21. What type of liver disease was reported?  (check all that apply)
	Toxic:

Alcohol

Medications


Other


	Viral:

Hepatitis A

Hepatitis B

Hepatitis C


Other

	Cholestasis:

Pregnancy

Biliary

Hormones


Other


	Type of liver disease unspecified
.


22. Which diagnostic criteria were used?  (check all that apply)
	Patient report

	Liver biopsy


	Clinical:

Jaundice

Pruritis

Other clinical criteria


	Laboratory:

Transaminases

PT/INR

Viral serologies


PCR


Other lab criteria


	Other diagnostic criteria

	Not described



23. What is the severity of liver disease? 
(check all that apply)
Mild

Moderate

Severe

Cirrhosis


Described, can’t categorize


Not described

Not applicable



24. How is the duration of liver disease described?
(check all that apply)
Acute

Chronic

Not described

Not applicable

25. What comorbidities are described?
(check all that apply)
Medical

Psychiatric

Alchohol and drug use

None

Not described

Not applicable

If the study has a control/usual care arm, enter that data in arm 1. Otherwise, enter data for the groups in order of first mention.

26. Is this a control/usual care arm (no intervention)? (circle one)
Yes
1

No
2




27. What was the sample size in this arm?

	___ ___ ___ , ___ ___ ___
	___ ___ ___ , ___ ___ ___

	Entering
	Completing

	(Enter 999,999 if not reported.)


28. Intervention:

	(Co-) Inter-vention
	Dose
	Units
	
	Route of administration
	Frequency
	
	Units
	
	Duration
	Units
	PRN

	1 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	2 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	3 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	4 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	5 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	6 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	7 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	Enter code
	Enter a number
	1. μg
	
	1. PO
	Enter a number
	
	  1. Hour
	
	Enter a number
	  1. Hour 
	1. Yes

	
	
	2. mg
	
	2. IV
	
	
	  2. Day
	
	
	  2. Day
	2. No

	
	998. ND
	3. gm
	
	8. ND
	998. ND
	
	  3. Week
	
	998. ND
	  3. Week
	8. ND

	
	999. NA
	8. ND
	
	9. NA
	999. NA
	
	  8. ND
	
	999. NA
	  8. ND
	9. NA

	
	
	9. NA
	
	
	
	
	  9. NA
	
	
	  9. NA
	

	ND = Not Described    NA = Not Applicable
	
	 
	
	
	 
	


If the study has a control/usual care arm, enter that data in arm 1. Otherwise, enter data for the groups in order of first mention.

29. Is this a control/usual care arm (no intervention)? (circle one)
Yes
1

No
2




30. What was the sample size in this arm?

	___ ___ ___ , ___ ___ ___
	___ ___ ___ , ___ ___ ___

	Entering
	Completing

	(Enter 999,999 if not reported.)


31. Intervention:

	(Co-) Inter-vention
	Dose
	Units
	
	Route of administration
	Frequency
	
	Units
	
	Duration
	Units
	PRN

	1 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	2 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	3 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	4 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	5 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	6 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	7 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	Enter code
	Enter a number
	1. μg
	
	1. PO
	Enter a number
	
	  1. Hour
	
	Enter a number
	  1. Hour 
	1. Yes

	
	
	2. mg
	
	2. IV
	
	
	  2. Day
	
	
	  2. Day
	2. No

	
	998. ND
	3. gm
	
	8. ND
	998. ND
	
	  3. Week
	
	998. ND
	  3. Week
	8. ND

	
	999. NA
	8. ND
	
	9. NA
	999. NA
	
	  8. ND
	
	999. NA
	  8. ND
	9. NA

	
	
	9. NA
	
	
	
	
	  9. NA
	
	
	  9. NA
	

	ND = Not Described    NA = Not Applicable
	
	 
	
	
	 
	


If the study has a control/usual care arm, enter that data in arm 1. Otherwise, enter data for the groups in order of first mention.

32. Is this a control/usual care arm (no intervention)? (circle one)
Yes
1

No
2




33. What was the sample size in this arm?

	___ ___ ___ , ___ ___ ___
	___ ___ ___ , ___ ___ ___

	Entering
	Completing

	(Enter 999,999 if not reported.)


34. Intervention:

	(Co-) Inter-vention
	Dose
	Units
	
	Route of administration
	Frequency
	
	Units
	
	Duration
	Units
	PRN

	1 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	2 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	3 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	4 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	5 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	6 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	7 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	Enter code
	Enter a number
	1. μg
	
	1. PO
	Enter a number
	
	  1. Hour
	
	Enter a number
	  1. Hour 
	1. Yes

	
	
	2. mg
	
	2. IV
	
	
	  2. Day
	
	
	  2. Day
	2. No

	
	998. ND
	3. gm
	
	8. ND
	998. ND
	
	  3. Week
	
	998. ND
	  3. Week
	8. ND

	
	999. NA
	8. ND
	
	9. NA
	999. NA
	
	  8. ND
	
	999. NA
	  8. ND
	9. NA

	
	
	9. NA
	
	
	
	
	  9. NA
	
	
	  9. NA
	

	ND = Not Described    NA = Not Applicable
	
	 
	
	
	 
	


If the study has a control/usual care arm, enter that data in arm 1. Otherwise, enter data for the groups in order of first mention.

35. Is this a control/usual care arm (no intervention)? (circle one)
Yes
1

No
2




36. What was the sample size in this arm?

	___ ___ ___ , ___ ___ ___
	___ ___ ___ , ___ ___ ___

	Entering
	Completing

	(Enter 999,999 if not reported.)


37. Intervention:

	(Co-) Inter-vention
	Dose
	Units
	
	Route of administration
	Frequency
	
	Units
	
	Duration
	Units
	PRN

	1 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	2 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	3 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	4 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	5 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	6 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	7 _______
	_______
	________
	taken
	_________
	________
	times per
	________
	for
	_________
	________
	_______

	Enter code
	Enter a number
	1. μg
	
	1. PO
	Enter a number
	
	  1. Hour
	
	Enter a number
	  1. Hour 
	1. Yes

	
	
	2. mg
	
	2. IV
	
	
	  2. Day
	
	
	  2. Day
	2. No

	
	998. ND
	3. gm
	
	8. ND
	998. ND
	
	  3. Week
	
	998. ND
	  3. Week
	8. ND

	
	999. NA
	8. ND
	
	9. NA
	999. NA
	
	  8. ND
	
	999. NA
	  8. ND
	9. NA

	
	
	9. NA
	
	
	
	
	  9. NA
	
	
	  9. NA
	

	ND = Not Described    NA = Not Applicable
	
	 
	
	
	 
	


Outcomes

38. Type of outcomes measured:


	Enter the code for each outcome measured.  Circle at least one of the letters “P” (patient), “A” (assessor), and “L” (laboratory) for each outcome measured.  If rating method is not described, circle ONLY “ND”.

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND

	
	P
	A
	L
	ND




Evaluation 

39. When, relative to the start of the intervention, were outcomes reported? 


Enter the number and letters in the appropriate box 

	
	Number
	Unit

	1st follow-up
	
	

	2nd follow-up
	
	

	3rd follow-up
	
	

	4th follow-up
	
	

	5th follow-up
	
	

	Additional follow-ups:
	
	


Statistics

40. What was the unit of:
Allocation?
Analysis?


(circle one)
(circle one)
Patient
1
1

Provider
2
2

Organization (practice, hospital, HMO, community)
3
3

Other (specify:
)
4
4

Not reported
8
8

Not applicable
9
9

41. If the analysis is presented by subgroups, identify the subgroups.
___________     ___________     ___________     ___________

                   (Enter code from Key.) (Enter “X” if not applicable)

42. Does the study report on patient level data?
(circle one)
Yes
1

No
2

Not applicable
9

Use the following abbreviations for units:


MI	minute


HR	hour


DY	day


WK	week


MO	month


YR	year


ND	not described


NA	not applicable








Arm 1 of ___	Description:_________________________________














Arm 4 of ___	Description:_________________________________








Arm 3 of ___	Description:_________________________________








Arm 2 of ___	Description:_________________________________











163

