Appendix F.  Glycohemoglobin and Diabetic Complications: Data Abstraction Tool
PART I
Article ID:  _______________________

Reviewer Initials:  _________________

Date:  ____________________________
Article Exclusion Criteria:  

Delete because (Mark one of any of the following ineligibility criteria encountered in the article, if applicable):

1. No patients with diabetes at all

2. Study does not analyze outcome(s) specifically in diabetic subjects

3. No relevant information (i.e. study does NOT address question being asked)

4. No relevant outcomes addressed in the study

5. Unable to extract data—only given in graphical form 
6. Glycohemoglobin is not an exposure variable (i.e. handled in analysis as a confounder instead)

7. No human data  (i.e. in vitro / animal studies)

8. Under 50 diabetic participants enrolled in the study
9. No original data

10. Article not in English
11. No prospective data at all

12. Follow up period less than 1 year

13. Study design unclear

14. Other.  ______________________________________________________________________________________

_______________________________________________________________________________________________


Comments:  _______________________________________________________________________________

____________________________________________________________________________________​​​______

__________________________________________________________________________________________

Comments: _____________________________________________________________________​​​_______

______________________________________________________________________________________

______________________________________________________________________________________
______________________________________________________________________________________
______________________________________________________________________________________

______________________________________________________________________________________
______________________________________________________________________________________

______________________________________________________________________________________
Please note other articles still needed to complete this form 

(i.e. Baseline data of cohort described elsewhere or related articles that should be pulled):

	Reference number from this article or complete citation
	Data needed

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Legend:

      Check all that apply

     Check only one within section


I. Study Groups

	
	
	Randomized Controlled Trials OR Cohort study with 1( Exposure other than GHB Level

	
	
	Whole Group
	Group A—(i.e. Placebo Arm)

Name:
	Group B—(i.e. Treatment 1)

Name:
	Group C—(i.e. Treatment 2)

Name:
	Group D—(i.e. Treatment 3)

Name:



	Cohort Studies
	Whole Group


	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______

	
	GHB exposure 

Level 1 

Name:


	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______

	
	GHB exposure 

Level II

Name:


	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______

	
	GHB exposure 

Level III

Name:


	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______

	
	GHB exposure

Level IV

Name:


	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______
	Mean:  _____________

Median:  ___________

Cutoff:  ____________

Range:  ______-______



II. Prospective Study Design 

1. Randomized Controlled trial: 

Treatment was assigned prospectively, randomly
 

Cohort name (if given): ____________________________________________________________________

2. Non-randomized controlled trial:
Treatment was assigned prospectively, non-random
Cohort name (if given): ____________________________________________________________________
3. Cohort study (Prospective): 

Group of patients prospectively followed without treatment assignment

Cohort name (if given): ____________________________________________________________________

4. Cohort study from previous clinical trial: Group of patients studied to collect data over time

Cohort name (if given): ____________________________________________________________________


5. Before-after:



Data are available on a single group of patients before and after/during 

the intervention 

      Cohort name (if given): ____________________________________________________________________
III.  Study Location

1. North America

2. Central and South America 

3. Europe / Scandinavia

4. Asia

5. Australia / New Zealand

6. Other.  Specify: ______________________________________________________________________

7. Not specified or unclear

IV.  Number of sites

1.    Single

Single city/locale

2.    One country
Multicenter
         


3.  Multicountry
Multiple countries

       4.    Unclear
Not enough data

V. Study Population Recruitment

      1.    Outpatient general clinic

2. Outpatient specialty clinic

3. Outpatient clinic, not specified

4. Hospital based general clinic

5. Hospital based specialty clinic

6. Hospital based clinic, not specified

7. General Population

8. Previous or concurrent clinical trial

9. Other.  Specify:  ​​​​​_____________________________________________________________________

10. Not specified or unclear

VI. Study Size

1.   Total number of patients screened for eligibility in the study: 

    
_______________________

2. Total number of patients eligible for enrollment in the study:  


_______________________

3. Exclusions:









_______________________

4. Withdrawals:








_______________________

5. Lost to follow-up:








_______________________

6. Deaths:









_______________________

7. Other losses.  Specify:  _____________________________



_______________________

8. Enrollment at completion of data collection:





_______________________

Comments: _____________________________________________________________________________​​​_______

______________________________________________________________________________________________

______________________________________________________________________________________________
VII. Study Duration –Please provide available information only
1. _____/____ (Please enter month/year) Enrollment begun – _____/____ (Please enter month/year) Enrollment ended




2. _____/____ (Please enter month/year) Data collection completed

OR

3. Follow-up time (if indicated):  
_____________  Years   


Comments: _____________________________________________________________________________​​​_______

______________________________________________________________________________________________

______________________________________________________________________________________________
______________________________________________________________________________________________

______________________________________________________________________________________________
______________________________________________________________________________________________

______________________________________________________________________________________________
VIII. Exclusion Criteria 

	Check Below if Exclusion

Criteria Specified
	Criteria

	
	Age:   =   /  <    /     (     ________ years                 (Circle and fill in)

	
	Age:      >     /     (         ________ years                 (Circle and fill in)

	
	Males

	
	Females

	
	One or more racial or ethnic groups

	
	Smokers

	

	Duration of diabetes:    =     /     <     /     (     _______   Weeks  /  Months   /    Years

(Circle and fill In)

	
	Duration of diabetes:      >      /     ( _______  Weeks   /   Months    /    Years

(Circle and fill in)

	
	Diabetics with comorbid disease(s).

         Secondary diabetes                         Alcoholism

         Thyroid disease                               Renal insufficiency

         Overt carcinoma                              Hematuria

         Urinary tract infection                     Single kidney

         Clinical albuminuria                        Prevalent CHD

         Other:  ________________________________________________________

_____________________________________________________________

	
	Diabetics without comorbid diseases

	
	Severity of illness (diabetes)

	
	Other.  Specify:  _____________________________________________________

__________________________________________________________________

__________________________________________________________________

	
	Exclusion criteria not specified or unclear


Comments: ________________________________________________________________________________​​​_______

_________________________________________________________________________________________________

_________________________________________________________________________________________________
_________________________________________________________________________________________________

_________________________________________________________________________________________________

_________________________________________________________________________________________________

IX. Exposure Assessment Over Time

	Glycohemoglobin exposure level 1 OR

Lowest level for RCT
	All Study
Participants
	Group A
___________
	Group B
___________
	Group C
___________
	Group D
__________

	 Baseline

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	

	 Intermediate Follow-up.  Indicate time:  _________________________

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	

	 Final Follow-up.  Indicate time:  ________________________________

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	


Comments: ________________________________________________________________________________​​​_______

_________________________________________________________________________________________________

_________________________________________________________________________________________________
_________________________________________________________________________________________________
Exposure Assessment Over Time (Cont’d)
	Glycohemoglobin exposure level 2 OR

Intermediate level for RCT
	Study
Participants
	Group A
___________
	Group B
___________
	Group C
___________
	Group D
__________

	 Baseline

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	

	 Intermediate Follow-up.  Indicate time:  _________________________

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	

	 Final Follow-up.  Indicate time:  ________________________________

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	


Comments: ________________________________________________________________________________​​​_______

_________________________________________________________________________________________________

_________________________________________________________________________________________________
_________________________________________________________________________________________________
Exposure Assessment Over Time (Cont’d)
	Glycohemoglobin exposure level 3 OR

Intermediate level for RCT
	 Study
Participants
	Group A
___________
	Group B
___________
	Group C
___________
	Group D
__________

	 Baseline

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	

	 Intermediate Follow-up.  Indicate time:  _________________________

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	

	 Final Follow-up.  Indicate time:  ________________________________

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	


Comments: ________________________________________________________________________________​​​_______

_________________________________________________________________________________________________

_________________________________________________________________________________________________
_________________________________________________________________________________________________
Exposure Assessment Over Time (Cont’d)
	Glycohemoglobin exposure level 4 OR

Highest level for RCT
	 Study
Participants
	Group A
___________
	Group B
___________
	Group C
___________
	Group D
__________

	 Baseline

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	

	 Intermediate Follow-up.  Indicate time:  _________________________

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	

	 Final Follow-up.  Indicate time:  ________________________________

	Number in group
	
	
	
	
	

	Mean
	
	
	
	
	

	SD   or     SE                                                (Circle One)
	
	
	
	
	

	Median
	
	
	
	
	

	Lower range or Lower IQR                         (Circle one)
	
	
	
	
	

	Upper range or Upper IQR                          (Circle one)
	
	
	
	
	

	( In the Mean for whole group
	
	
	
	
	

	Mean ( per individual
	
	
	
	
	

	Units                    (Please indicate number from below)

1  =  %      2 = Other:  ________________________ 
	
	
	
	
	


Comments: ________________________________________________________________________________​​​_______

_________________________________________________________________________________________________

_________________________________________________________________________________________________
_________________________________________________________________________________________________

X. Method of glycated hemoglobin measurement

   1.  DCCT traceable (NGSP certified)

     2.  Not DCCT traceable

     3.  Not specified or unclear

XI. Biochemical methodology for glycated hemoglobin measurement

1. High Performance Liquid Chromatography (HPLC)

*This methodology includes ion-exchange chromatography, affinity binding and affinity chromatography.

Specify brand: ____________________________________________________________________________

2. Immunoassay 
Specify brand: ____________________________________________________________________________

3. Electrophoresis.

Specify brand: ____________________________________________________________________________

4. Other.   

Specify methodology: ______________________________________________________________________

Specify brand: ____________________________________________________________________________

5.  Not specified or unclear
Correlation values between different methods used (Indicate methods using numbers above)
1.  Method ____________vs. __________________


Correlation coefficient:  ___________________

2.  Method ____________





Coefficient of variation: ___________________

3.  Method ____________ vs. _________________


Correlation coefficient:  ___________________

4.  Method ____________





Coefficient of variation: ___________________

XII. Glycated hemoglobin reported as:

1. HbA1c
2. HbA1
Conversion to HbA1c:




 %HbA1c=(HbA1 – 0.14) / 1.23

 Other.  Specify: ________________________________________________________________

 Not specified or unclear
3. Total GHB

Conversion to HbA1c:


 %HbA1c = (%GHB + 1.76) / 1.49

 Other.  Specify: ________________________________________________________________


 Not specified or unclear

4. Other.  Specify:  __________________________________________________________________________

Comments: ________________________________________________________________________________​​​_______

_________________________________________________________________________________________________

XIII. Type(s) of diabetics studied

	Type of diabetics
	Total Number at Baseline

	1. Type 1 diabetics
	

	2. Type 2 diabetics
	

	3. IDDM patients
	

	4. NIDDM patients
	

	5. “Younger onset”
	

	6. “Older onset”
	

	7. Diabetics (Type NOT specified)
	

	8. Other.  



Specify: ________________________________________________________________
	

	9. Other.  

Specify: ________________________________________________________________
	

	10. Other.  

Specify: ________________________________________________________________
	

	11. Unclear
	


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
__________________________________________________________________________________________________

__________________________________________________________________________________________________
__________________________________________________________________________________________________
__________________________________________________________________________________________________
__________________________________________________________________________________________________
Information below correlates to #______________ from page 12.

	
	RANGE
	UNITS

  1 = mg/dl

  2 = %

  3 = ng/ml

  4=  Other

_________
	CUTOFF
	UNITS

1 = mg/dl

  2 = %

  3 = ng/ml

  4=  Other

_________
	( IF POSITIVE

	
	
	
	CIRCLE

ONE
	VALUE
	
	

	Fasting serum glucose
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Non-fasting glucose
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Age at diagnosis
	_______ to _______
	Years
	(,   >,   =,   <,   (
	
	Years
	

	Hemoglobin A1C
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	C-peptide levels
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Current use of hypoglycemic drugs
	
	
	
	
	
	

	Use of insulin for duration of disease
	
	
	
	
	
	

	Chart review
	
	
	
	
	
	

	Participants from previous clinical trial
	
	
	
	
	
	

	Self-report of previous diagnosis
	
	
	
	
	
	

	Previous physician diagnosis
	
	
	
	
	
	

	History of ketoacidosis


	
	
	
	
	
	

	Confirmation by OGTT using WHO standards.  

Indicate reference number, if given.  _____________________

Indicate WHO criteria year, if given.  ____________________
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Other: ____________________

__________________________
	
	
	(,   >,   =,   <,   (
	
	
	

	Not mentioned or unclear
	
	
	
	
	
	


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
__________________________________________________________________________________________________
Information below correlates to #______________ from page 12.

	
	RANGE
	UNITS

  1 = mg/dl

  2 = %

  3 = ng/ml

  4=  Other

_________
	CUTOFF
	UNITS

1 = mg/dl

  2 = %

  3 = ng/ml

  4=  Other

_________
	( IF POSITIVE

	
	
	
	CIRCLE

ONE
	VALUE
	
	

	Fasting serum glucose
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Non-fasting glucose
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Age at diagnosis
	_______ to _______
	Years
	(,   >,   =,   <,   (
	
	Years
	

	Hemoglobin A1C
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	C-peptide levels
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Current use of hypoglycemic drugs
	
	
	
	
	
	

	Use of insulin for duration of disease
	
	
	
	
	
	

	Chart review
	
	
	
	
	
	

	Participants from previous clinical trial
	
	
	
	
	
	

	Self-report of previous diagnosis
	
	
	
	
	
	

	Previous physician diagnosis
	
	
	
	
	
	

	History of ketoacidosis


	
	
	
	
	
	

	Confirmation by OGTT using WHO standards.  

Indicate reference number, if given.  _____________________

Indicate WHO criteria year, if given.  ____________________
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Other: ____________________

__________________________
	
	
	(,   >,   =,   <,   (
	
	
	

	Not mentioned or unclear
	
	
	
	
	
	


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
__________________________________________________________________________________________________
Information below correlates to #______________ from page 12.

	
	RANGE
	UNITS

  1 = mg/dl

  2 = %

  3 = ng/ml

  4=  Other

_________
	CUTOFF
	UNITS

1 = mg/dl

  2 = %

  3 = ng/ml

  4=  Other

_________
	( IF POSITIVE

	
	
	
	CIRCLE

ONE
	VALUE
	
	

	Fasting serum glucose
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Non-fasting glucose
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Age at diagnosis
	_______ to _______
	Years
	(,   >,   =,   <,   (
	
	Years
	

	Hemoglobin A1C
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	C-peptide levels
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Current use of hypoglycemic drugs
	
	
	
	
	
	

	Use of insulin for duration of disease
	
	
	
	
	
	

	Chart review
	
	
	
	
	
	

	Participants from previous clinical trial
	
	
	
	
	
	

	Self-report of previous diagnosis
	
	
	
	
	
	

	Previous physician diagnosis
	
	
	
	
	
	

	History of ketoacidosis


	
	
	
	
	
	

	Confirmation by OGTT using WHO standards.  

Indicate reference number, if given.  _____________________

Indicate WHO criteria year, if given.  ____________________
	_______ to _______
	
	(,   >,   =,   <,   (
	
	
	

	Other: ____________________

__________________________
	
	
	(,   >,   =,   <,   (
	
	
	

	Not mentioned or unclear
	
	
	
	
	
	


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
__________________________________________________________________________________________________

XIV. Outcome(s) of interest:  Diabetic retinopathy 

	Outcome of interest
	Assessment
	Primary outcome
	Non-primary outcome

	Diabetic Retinopathy
	1. Fundus photography


	
	

	
	2. Fluorescein angiography


	
	

	
	3. Scatter photocoagulation

                       EDTRS criteria used
	
	

	
	4. History of cataract extraction


	
	

	
	5. Macular edema

ICD code given:             No               Yes:  362.53

Other ICD 9/10 (Circle one) codes:  

         

         EDTRS criteria used

         Other.  Specify:  _____________________________________________

         Not specified or unclear
	
	

	
	6. Microaneurysms only

                       EDTRS criteria used
	
	

	
	7. Background retinopathy

                       EDTRS criteria used    
	
	

	
	8. Proliferative retinopathy

                       EDTRS criteria used    
	
	

	
	9. Patient self-report of:  _____________________________________________

__________________________________________________________________


	
	

	
	10. Mild non-proliferative diabetic retinopathy

                       EDTRS criteria used  
	
	

	
	11. Moderate or severe non-proliferative diabetic retinopathy

                       EDTRS criteria used  
	
	

	
	12. Visual acuity

                       EDTRS criteria used    
	
	

	
	13. ICD 9 codes: 362.0 to 362.1 
Other ICD 9/10 (Circle one) codes:  


	
	

	
	
14. Other:  _________________________________________________________


	
	

	
	
15. Other:  _________________________________________________________

	
	

	
	16. Other:  _________________________________________________________

	
	

	
	17. Present, unclear


	
	


Comments:  ______________________________________________________________________________________

XV.  Outcome(s) of interest:  Diabetic nephropathy  

	Outcome of interest
	Assessment
	Primary outcome
	Non-primary outcome

	Diabetic nephropathy
	18. ICD 9 codes:  250.4

Other ICD 9/10 (Circle one) codes:


	
	

	
	19-22. Albuminuria (Please complete section XVI)

	
	

	
	23. Change in GFR / Creatinine clearance (Please complete section XVII)
	
	

	
	24. Change in serum creatinine (Please complete section XVII)
	
	

	
	25. Change in 1/serum creatinine (Please complete section XVII)
	
	

	
	26. ESRD (Please complete section XVII)
	
	

	
	27. Renal Replacement Therapy or Transplant (Please complete section XVII) 
	
	

	
	28. Other:  _____________________________________________________

	
	

	
	
29. Other:  _____________________________________________________

	
	

	
	
30. Other:  _____________________________________________________

	
	

	
	31. Present, unclear


	
	


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
__________________________________________________________________________________________________

__________________________________________________________________________________________________
__________________________________________________________________________________________________
__________________________________________________________________________________________________
__________________________________________________________________________________________________
XVI. Diabetic Nephropathy Outcome Definition—Albumin Excretion

How was albumin excretion categorized in this study?
Exposure Level #:  _________    Exposure name:  _________________ (i.e. Lowest level #1 & Name: Microalbuminuria)

	
	RANGE
	UNITS

1 = none

2 = g/mol

3 = (g/min

4 = mg/24 hrs.

5= mg/___hrs.

6 = mg/mmol creatinine

7 = Other:         ____________
	# OF ABNORMAL SAMPLES REQUIRED
	CUTOFF
	UNITS

1 = none

2 = g/mol

3 = (g/min

4 = mg/24 hrs.

5= mg/___hrs.

6 = mg/mmol creatinine

7 = Other:         ____________
	( IF POSITIVE

	
	
	
	
	CIRCLE

ONE 
	VALUE
	
	

	Albumin excretion rate

(Please indicate type below)

      
24 hour


Timed:  __________Hrs.


Timed, “overnight” 

Not otherwise specified

Timing unclear


Random (or Spot)
            
	______ 

to

 ______
	
	____ / ____


Check if       Consecutive
	(   

>   

=   

<

(
	
	
	

	Albumin:Creatinine  excretion Ratio

(Please indicate type below)


24 hour


Timed:  __________Hrs.


Timed, “overnight” 

Not otherwise specified


Timing unclear


Random (or Spot)

	______

to

______
	
	____ / ____


Check if       Consecutive
	(   

>   

=   

<

(
	
	
	

	Dipstick:  Specify type:

________________________


	______

to

______
	
	____ / ____


Check if              Consecutive
	(,   >,   =,  

<,   (
	
	
	

	     Other:  

_____________________


	______

to

______
	
	____ / ____


Check if              Consecutive
	(,   >,   =,   

<,   (
	
	
	


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
Exposure Level #:  _________    Exposure name:  _________________  (i.e. Lowest level #1 & Name: Microalbuminuria)
	
	RANGE
	UNITS

1 = none

2 = g/mol

3 = (g/min

4 = mg/24 hrs.

5= mg/___hrs.

6 = mg/mmol creatinine

7 = Other:         ____________
	# OF ABNORMAL SAMPLES REQUIRED
	CUTOFF
	UNITS

1 = none

2 = g/mol

3 = (g/min

4 = mg/24 hrs.

5= mg/___hrs.

6 = mg/mmol creatinine

7 = Other:         ____________
	( IF POSITIVE

	
	
	
	
	CIRCLE

ONE 
	VALUE
	
	

	Albumin excretion rate

(Please indicate type below)

      
24 hour


Timed:  __________Hrs.


Timed, “overnight” 

Not otherwise specified

Timing unclear


Random (or Spot)
            
	______ 

to

 ______
	
	____ / ____


Check if       Consecutive
	(   

>   

=   

<

(
	
	
	

	Albumin:Creatinine  excretion Ratio

(Please indicate type below)


24 hour


Timed:  __________Hrs.


Timed, “overnight” 

Not otherwise specified


Timing unclear


Random (or Spot)

	______

to

______
	
	____ / ____


Check if       Consecutive
	(   

>   

=   

<

(
	
	
	

	Dipstick:  Specify type:

________________________


	______

to

______
	
	____ / ____


Check if              Consecutive
	(,   >,   =,  

<,   (
	
	
	

	     Other:  

_____________________


	______

to

______
	
	____ / ____


Check if              Consecutive
	(,   >,   =,   

<,   (
	
	
	


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
Exposure Level #:  _________    Exposure name:  _________________  (i.e. Lowest level #1 & Name: Microalbuminuria)

	
	RANGE
	UNITS

1 = none

2 = g/mol

3 = (g/min

4 = mg/24 hrs.

5= mg/___hrs.

6 = mg/mmol creatinine

7 = Other:         ____________
	# OF ABNORMAL SAMPLES REQUIRED
	CUTOFF
	UNITS

1 = none

2 = g/mol

3 = (g/min

4 = mg/24 hrs.

5= mg/___hrs.

6 = mg/mmol creatinine

7 = Other:         ____________
	( IF POSITIVE

	
	
	
	
	CIRCLE

ONE 
	VALUE
	
	

	Albumin excretion rate

(Please indicate type below)

      
24 hour


Timed:  __________Hrs.


Timed, “overnight” 

Not otherwise specified

Timing unclear


Random (or Spot)
            
	______ 

to

 ______
	
	____ / ____


Check if       Consecutive
	(   

>   

=   

<

(
	
	
	

	Albumin:Creatinine  excretion Ratio

(Please indicate type below)


24 hour


Timed:  __________Hrs.


Timed, “overnight” 

Not otherwise specified


Timing unclear


Random (or Spot)

	______

to

______
	
	____ / ____


Check if       Consecutive
	(   

>   

=   

<

(
	
	
	

	Dipstick:  Specify type:

________________________


	______

to

______
	
	____ / ____


Check if              Consecutive
	(,   >,   =,  

<,   (
	
	
	

	     Other:  

_____________________


	______

to

______
	
	____ / ____


Check if              Consecutive
	(,   >,   =,   

<,   (
	
	
	


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
Exposure Level #:  _________    Exposure name:  _________________  (i.e. Lowest level #1 & Name: Microalbuminuria)

	
	RANGE
	UNITS

1 = none

2 = g/mol

3 = (g/min

4 = mg/24 hrs.

5= mg/___hrs.

6 = mg/mmol creatinine

7 = Other:         ____________
	# OF ABNORMAL SAMPLES REQUIRED
	CUTOFF
	UNITS

1 = none

2 = g/mol

3 = (g/min

4 = mg/24 hrs.

5= mg/___hrs.

6 = mg/mmol creatinine

7 = Other:         ____________
	( IF POSITIVE

	
	
	
	
	CIRCLE

ONE 
	VALUE
	
	

	Albumin excretion rate

(Please indicate type below)

      
24 hour


Timed:  __________Hrs.


Timed, “overnight” 

Not otherwise specified

Timing unclear


Random (or Spot)
            
	______ 

to

 ______
	
	____ / ____


Check if       Consecutive
	(   

>   

=   

<

(
	
	
	

	Albumin:Creatinine  excretion Ratio

(Please indicate type below)


24 hour


Timed:  __________Hrs.


Timed, “overnight” 

Not otherwise specified


Timing unclear


Random (or Spot)

	______

to

______
	
	____ / ____


Check if       Consecutive
	(   

>   

=   

<

(
	
	
	

	Dipstick:  Specify type:

________________________


	______

to

______
	
	____ / ____


Check if              Consecutive
	(,   >,   =,  

<,   (
	
	
	

	     Other:  

_____________________


	______

to

______
	
	____ / ____


Check if              Consecutive
	(,   >,   =,   

<,   (
	
	
	


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________

XVII. Diabetic Nephropathy Outcome Definition—GFR/Creatinine Clearance

	Assessment
	Type of Measure

	Type of measure of Creatinine Clearance or GFR

(Enter number below)

1. Estimated using Inulin

2. Estmated using Cockcroft-Gault creatinine clearance 
3. Estimated using MDRD (modified diet in renal disease) creatinine clearance
4. Estimated using Creatinine clearance, method not given or unclear
5. Estimated using 25 I-iothalamate 
6. Estimated using Iothalamate
7. Estimated using 99mTc-diethylenetriaminepenta-acetic acid (DTPA)
8. Estimated using 51Cr-ethylenediaminetetra-acetic acid (EDTA)
9. Estimated using Iohexal 

10. Other:  _________________________________________________________________

11. Other:  _________________________________________________________________


	1.  Change (() in GFR 
	

	2. Change (() creatinine clearance 
	

	3. Change (() serum creatinine 
	

	4. Change in 1/serum creatinine 
	

	5. Doubling of serum creatinine
	

	6. ESRD
	

	7. Renal Replacement Therapy or Transplant
	

	8. Other:  ________________________________________
	



	ENTER ASSESSMENT NUMBER FROM ABOVE
	# OF ABNORMAL SAMPLES REQUIRED
	CUTOFF
	UNITS

1 = none

2 = %

3 = ml/min/1.73m2

4 = ml/min/time

5 = mg/dl

6 = Other:

   ________________
	( IF POSITIVE

	
	
	CIRCLE

ONE 
	VALUE
	
	

	
	____ / ____
	(, >, =, <, (
	
	
	

	
	____ / ____
	(, >, =, <, (
	
	
	

	
	____ / ____
	(, >, =, <, (
	
	
	


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
XVIII. Biochemical measurement methodology:  Urinary albumin  (Check all that apply)

1. Radioimmunoassay 
Competitive binding assay that employs radiolabeled antigen or antibody
Specify brand:  _______________________________________________________________________________

2. Immunoturbidimetry 
Competitive binding assay that employs polyclonal antibody and measures the resultant turbidity
Specify brand:  _______________________________________________________________________________

3. 
Immunonephelometry 
Assay that utilizes a nepholometer to measure particles as they scatter through a medium.
Specify brand:  _______________________________________________________________________________

4. 
Other.

Specify methodology:  _________________________________________________________________________

Specify brand:  _______________________________________________________________________________

5. Unclear

Correlation between methods if more than one methodology used (Indicate methods using numbers above)

1.  Method ____________vs. __________________


Correlation coefficient:  ___________________

2.  Method ____________





Coefficient of variation: ___________________

3.  Method ____________ vs. _________________


Correlation coefficient:  ___________________

4.  Method ____________





Coefficient of variation: ___________________

XIX. Biochemical measurement methodology:  Urinary creatinine  (Check all that apply)

1. Jaffe’s method (Colorimetry) 
Assay that measures the light transmitted through the medium
Specify brand:  _______________________________________________________________________________

2. 
Enzymatic method

Specify brand:  _______________________________________________________________________________

3. Other.

Specify methodology:  _________________________________________________________________________

Specify brand:  _______________________________________________________________________________

4. Unclear

Correlation between methods if more than one methodology used (Indicate methods using numbers above)
1.  Method ____________vs. __________________


Correlation coefficient:  ___________________

2.  Method ____________





Coefficient of variation: ___________________

3.  Method ____________ vs. _________________


Correlation coefficient:  ___________________

4.  Method ____________





Coefficient of variation: ___________________

XX. Biochemical measurement methodology:  Serum creatinine

1. Jaffe’s method (Colorimetry):


Assay that measures the light transmitted through a medium
Specify brand:  ______________________________________________________________________________

2. Enzymatic method

Specify brand:  ______________________________________________________________________________

3. Other.

Specify methodology:  ________________________________________________________________________

Specify brand:  ______________________________________________________________________________
4. Unclear


Correlation between methods if more than one methodology used (Indicate methods using numbers above)
1.  Method ____________vs. __________________


Correlation coefficient:  ___________________

2.  Method ____________





Coefficient of variation: ___________________

3.  Method ____________ vs. _________________


Correlation coefficient:  ___________________

4.  Method ____________





Coefficient of variation: ___________________
 
XXI. Outcome(s) of interest:  Diabetic neuropathy

	Outcome of interest
	Assessment
	Primary outcome
	Non-primary outcome

	Diabetic neuropathy
	
Peripheral neuropathy


	32. Abnormal neurological exam
	33. Diminished and/or absent reflexes

       Ankle

       Knee

       Toe

     Bilateral

     Bilateral

     Bilateral

   Unilateral

   Unilateral

   Unilateral

    Unclear

    Unclear

    Unclear


	
	

	
	
	32. 
	34. Diminished and/or absent pinprick reflexes

       Ankle

       Knee

       Toe

     Bilateral

     Bilateral

     Bilateral

   Unilateral

   Unilateral

   Unilateral

    Unclear

    Unclear

    Unclear


	
	

	
	
	35. 
	36.    Diminshed and/or absent temperature sensation

       Ankle

       Knee

       Toe

     Bilateral

     Bilateral

     Bilateral

   Unilateral

   Unilateral

   Unilateral

    Unclear

    Unclear

    Unclear


	
	

	
	
	37. 
	38.   Diminshed and/or absent vibration sensation

       Ankle

       Knee

       Toe

     Bilateral

     Bilateral

     Bilateral

   Unilateral

   Unilateral

   Unilateral

    Unclear

    Unclear

    Unclear


	
	

	
	
	39. 
	40. Other:  _____________________________

______________________________________
	
	

	
	
	41. 
	42.      Present/unclear
	
	

	
	
	43. Subjective symptoms
	44.      Pain
	
	

	
	
	45. 
	46.      Paresthesias
	
	

	
	
	47. 
	48.     Sensory loss
	
	

	
	
	49. 
	50.     Decreased temperature sensory
	
	

	
	
	51. 
	    

52.      Other:  ______________________________
	
	

	
	
	53. 
	54.     Present/unclear
	
	

	
	
	55. Abnormal biothesiometry

       Ankle

       Knee

       Toe

     Bilateral

     Bilateral

     Bilateral

   Unilateral

   Unilateral

   Unilateral

    Unclear

    Unclear

    Unclear


	
	

	
	
	56.       Abnormal nerve study
               Number of nerves tested:  __________

               Nerves studied:        Upper extremity                 Lower extremity

                Defined as:       Nerve conduction velocity ( <, =, ( ) _____  units          
	
	

	
	
	57.       ICD 9 codes:  250.6

Other ICD 9/10 (Circle one) codes:  


	
	

	
	
	58.              Other:  _______________________________________________
	
	

	
	
	59.       Present, unclear
	
	


Outcome(s) of interest:  Diabetic neuropathy (Cont’d)

	Outcome of interest
	Assessment
	Primary outcome
	Non-primary outcome

	Diabetic neuropathy
	Autonomic neuropathy
	60.         Abnormal R-R interval respiratory variation and/or abnormal R-R interval response to standing.  Defined as:

_______________________________________________________

_______________________________________________________
	
	

	
	
	61.         Assessment of valsva maneuver on heart rate
	
	

	
	
	62.         Orthostatic hypotension

Fall in systolic blood pressure:   ________mm Hg

Fall in diastolic blood pressure:  ________mm Hg
	
	

	
	
	63.        Resting tachycardia       Fill in:  >  , (  __________ beats/minute
	
	

	
	
	64.        Gastroparesis
	
	

	
	
	65.        Impotence in males
	
	

	
	
	66.        Urinary retention (Cystopathy)
	
	

	
	
	67.        Hypoglycemia unawareness
	
	

	
	
	68.        Other.  _________________________________________________

      ___________________________________________________________
	
	

	
	
	69.        Other.  _________________________________________________

       ___________________________________________________________
	
	

	
	
	70.        Other.  _________________________________________________

___________________________________________________________
	
	

	
	
	71. Present, unclear


	
	


Comments:  _______________________________________________________________________________________

__________________________________________________________________________________________________

__________________________________________________________________________________________________

__________________________________________________________________________________________________

__________________________________________________________________________________________________

__________________________________________________________________________________________________

__________________________________________________________________________________________________

__________________________________________________________________________________________________

__________________________________________________________________________________________________

XXII. Outcome(s) of interest:  Cardiovascular disease morbidity

	Outcome of interest
	Assessment
	Indicate:

1( Event

2( Event OR

Both
	Primary outcome
	Non-primary outcome

	CVD morbidity
	72. Use of nitroglycerine or other anti-anginal medication


	
	
	

	Coronary heart diseases
	73. Myocardial infarction

       ICD 9 code given:       No       Yes:  410-412 and 414

  Other ICD 9/10 (Circle one) codes:  

       Self-report

       Other:  ___________________________________________
	
	
	

	
	74. Stenting
	
	
	

	
	75. Angina

ICD 9 code given:       No        Yes: 413

              Other ICD 9/10 (Circle one) codes:   

Other:  ___________________________________________
	
	
	

	
	76. Ischemic heart disease   

       ICD 9 code given:       No        Yes :  410-414

 Other ICD 9/10 (Circle one) codes:    

       Other:  ___________________________________________ 
	
	
	

	
	77. Coronary artery bypass surgery
	
	
	

	
	78. Angioplasty
	
	
	

	
	79. Congestive heart failure due to ischemic heart disease
	
	
	

	
	80. Abdominal aortic aneurysm
	
	
	

	
	81. Positive response to WHO questionaire
	
	
	

	
	82. Patient self report of: ___________________________________

____________________________________________________
	
	
	

	
	83. Other.  

____________________________________________________
	
	
	

	
	84. Other.  

____________________________________________________
	
	
	

	
	85. Present / unclear
	
	
	

	Cerebrovascular diseases
	86. Stroke
	
	
	

	
	87. Transient ischemic attack
	
	
	

	
	88. Carotid endarterectomy
	
	
	

	
	89. Patient self report of: ___________________________________

____________________________________________________
	
	
	

	
	90. Other.  

____________________________________________________
	
	
	

	
	91. Other.  

____________________________________________________
	
	
	

	
	92. Present / unclear
	
	
	


Outcome(s) of interest:  Cardiovascular disease morbidity (Cont’d)

	Outcome of interest
	Assessment
	Indicate:

1( Event

2( Event OR Both
	Primary outcome
	Non-primary outcome

	Peripheral vascular diseases
	93. Claudication
	
	
	

	
	94. Peripheral revascularization procedure—angioplasty, bypass surgery or stenting
	
	
	

	
	95. Gangrene
	
	
	

	
	96. Limb amputation
	
	
	

	
	97. Decreased ankle-brachial index
	
	
	

	
	98. Decreased systolic arm-toe gradient
	
	
	

	
	99. Patient self report of: ________________________________

___________________________________________________
	
	
	

	
	100. Other.  

Specify:  ___________________________________
	
	
	

	
	101. Other.  

Specify:  ___________________________________
	
	
	

	
	102.  Present / unclear 
	
	
	


XXIII.  Outcome(s) of interest:  Cardiovascular disease mortality

	Outcome of interest
	Assessment
	Primary outcome
	Non-primary outcome

	Cardiovascular disease mortality 
	103. Fatal myocardial infarction 

       ICD 9 code given:       No        Yes :  410.9

 Other ICD 9/10 (Circle one) codes:    


	
	

	
	       95. Sudden cardiac death 
	
	

	
	       96. Fatal stroke 
	
	

	
	       97. Confirmed by National or State death certificate registry
	
	

	
	       98. Other. 

                      ____________________________________________________
	
	

	
	       99. Other. 

                      ____________________________________________________
	
	

	
	       100. Present / unclear
	
	


XXIV. Outcome(s) of interest:  All cause mortality

	Outcome of interest
	Assessment
	Primary outcome
	Non-primary outcome

	All cause mortality  
	         101. Confirmed by National or State death certificate registry
	
	

	
	         102.  Specify                                  

                         _____________________________________________________
	
	

	
	         103. Specify 

                         _____________________________________________________
	
	

	
	         104. Present / unclear
	
	


Comments: _______________________________________________________________________________________

Outcome(s) of interest:  Additional Outcomes
	Outcome of interest

(Check category below)
	Assessment

	Retinopathy outcome
	Nephropathy outcome
	Neuropathy outcome
	Mortality outcome
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	105. Specify ______________________________________________________________________
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	106. Specify ______________________________________________________________________
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	107. Specify ______________________________________________________________________
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	108. Specify ______________________________________________________________________
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	109. Specify ______________________________________________________________________
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	110. Specify ______________________________________________________________________
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	111. Specify ______________________________________________________________________
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	112. Specify ______________________________________________________________________
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	113. Specify ______________________________________________________________________
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	114. Specify ______________________________________________________________________
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	115. Specify ______________________________________________________________________
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	116. Specify ______________________________________________________________________
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	117. Specify ______________________________________________________________________
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	118. Specify ______________________________________________________________________
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	119. Specify ______________________________________________________________________


Comments: _______________________________________________________________________________________

__________________________________________________________________________________________________


XXV. Treatment(s)

Insulin

1.  ‘Conventional’ insulin regimen

2.  ‘Intensive’ insulin regimen

3.  Type of insulin regimen not specified or unclear

Oral agent(s)


Diabetes treatments

4. Biguanides 

5. Metglitinides
6. Sulfonylureas

7. Thiazolidinediones

8. Other.  Specify:  _______________________________________________________________________
9. Sub-type not specified
Anti-hypertensives 
10. Ace inhibitor

11. Alpha blockers

12. Angiotensin II receptor blockers

13. Beta blockers

14. Calcium channel blockers
15. Thiazide diuretics
16. Non-thiazide diuretics
17. Other.  Specify:  _______________________________________________________________________
18. Sub-type not specified
Cholesterol lowering

19. Fibrates

20. Statins

21. Non-statins

22. Other.  Specify:  _______________________________________________________________________

23.  Sub-type not specified
Anti-platelet agents

24. ASA

25. Other.  Specify: _______________________________________________________________________

26. Sub-type not specified

Diet

27. Diet for diabetes control.  Specify:  ________________________________________________________

28. Low protein

29. Low sodium

30. Low fat

31. Other:  Specify:  _______________________________________________________________________


32. Other:  Specify:  _______________________________________________________________________

Exercise

33. Exercise:  Specify:  ____________________________________________________________________

34. Exercise:  Specify:  ____________________________________________________________________

Lifestyle

35. Smoking cessation:  ____________________________________________________________________

36. Counseling:  __________________________________________________________________________

37. Other:  Specify:  _______________________________________________________________________

38.  No treatment

39. It appears that cohort may have had various treatment(s), but these treatments remain unclear 
40. Other:  Specify:  ______________________________________________________________________
XXVI.  Baseline Characteristics 

Complete the following information for the individual groups and the entire study population (if given).
Record data as it is presented-N(n) or % or both.  


Check here if study gives overall data including both diabetics and non-diabetics—DO NOT COMPLETE SECTION XXVI.

	Please check below if information NOT stated.

	
	Age

	
	Gender

	
	Ethnicity

	
	Duration of diabetes

	
	History of CVD

	
	Smoking status



	
	All Study Participants
	Group A

___________
	Group B

___________
	Group C

___________
	Group D

__________

	
	
	
	
	
	

	
	N
	% of N
	n
	% of n
	n
	% of n
	n
	% of n
	n
	% of n

	Number of patients 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Number Treated
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Gender
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Male 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Female 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Race/Ethnicity
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	African-American
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Caucasian
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Hispanic
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Native American
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Asian/Pacific Islander
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Other ________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Other ________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Smokers
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	History of smoking
	
	
	
	
	
	
	
	
	
	

	Past smokers
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Current smokers
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Never smokers
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	CVD
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	History of coronary heart dz.
	
	
	
	
	
	
	
	
	
	

	History of cerebrovascular dz.
	
	
	
	
	
	
	
	
	
	

	History of peripheral vascular dz.
	
	
	
	
	
	
	
	
	
	

	History of CVD
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Retinopathy
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	   No Retinopathy present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	   Microaneurysms only
	 
	 
	 
	 
	 
	 
	 
	 
	
	

	   Mild nonproliferative retinopathy
	
	
	
	
	
	
	
	
	
	

	   Moderate/Severe nonproliferative retinopathy
	
	
	
	
	
	
	
	
	
	

	   Scatter photocoagulation
	
	
	
	
	
	
	
	
	
	

	   Background retinopathy
	
	
	
	
	
	
	
	
	
	

	   Proliferative retinopathy
	
	
	
	
	
	
	
	
	
	

	   Focal photocoagulation for macular edema
	
	
	
	
	
	
	
	
	
	


Baseline characteristics (Cont’d)

	 
	All 

Study Participants
	Group A

___________
	Group B

___________
	Group C

___________
	Group D

__________

	
	
	
	
	
	

	
	N
	% of N
	n
	% of n
	n
	% of n
	n
	% of n
	n
	% of n

	Nephropathy
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	  Microalbuminuria
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	  Albuminuria
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	  Reduced GFR
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	  ESRD
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	  No nephropathy
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	  NOT ascertained or NOT stated
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	 Neuropathy
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	  Neuropathy present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	  Peripheral neuropathy present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	  Autonomic neuropathy present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	   Neuropathy NOT ascertained or NOT

        stated
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	   Symptoms:  Abnormal exam
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	  Symptoms:  Abnormal NCV 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	 Other:  _______________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	      Not present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not ascertained or NOT stated
	
	
	
	
	
	
	
	
	
	

	 Other:  _______________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not ascertained or NOT stated
	
	
	
	
	
	
	
	
	
	

	Other:  _______________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not ascertained or NOT stated
	
	
	
	
	
	
	
	
	
	

	 Other:  _______________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not ascertained or NOT stated
	
	
	
	
	
	
	
	
	
	

	Other:  _______________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not ascertained or NOT stated
	
	
	
	
	
	
	
	
	
	

	 Other:  _______________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not ascertained or NOT stated
	
	
	
	
	
	
	
	
	
	

	Other:  _______________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not present
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Not ascertained or NOT stated
	
	
	
	
	
	
	
	
	
	


Baseline characteristics (Cont’d)

	 
	All Study

Participants
	Group A

___________
	Group B

___________
	Group C

___________
	Group D

__________

	
	
	
	
	
	

	Follow-up time
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units 
	Years 
	Years
	Years
	Years
	Years

	Age
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units
	Years 
	Years
	Years
	Years
	Years

	Duration of diabetes
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units 

1 = Weeks

2 = Months

3 = Years
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Body-Mass Index
	
	
	
	
	
	
	
	
	
	

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units

1 = kg/m2

2 = Other:  ___________
	
	
	
	
	
	
	
	
	
	

	Fasting serum glucose
	
	
	
	
	
	
	
	
	
	

	Mean
	
	
	
	
	
	
	
	
	
	

	SD or SE                            (Circle one)
	
	
	
	
	
	
	
	
	
	

	Median
	
	
	
	
	
	
	
	
	
	

	Lower range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Upper range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Units

1 = mg/dl 

2 = mmol/L

3 = Other:  _____________
	
	
	
	
	
	
	
	
	
	


Baseline characteristics (Cont’d)

	
	All Study
Participants
	Group A
	Group B
	Group C
	Group D

	
	
	
	
	
	

	
	
	___________
	___________
	___________
	__________

	Non-fasting serum glucose 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units

1 = mg/dl                

2 = mmol/L

3 =  Other:  _____________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Serum Creatinine 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units

1 = mg/dl                

2 = mmol/L

3 =  Other:  _____________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Creatinine clearance 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units

1 = ml/min

2 = Other:  _________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	GFR 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units

1 = mL/min/Yr

2 = Other:  _________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Triglycerides 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Units

1 = mg/dl                

2 = mmol/L

3 =  Other:  _____________
	
	
	
	
	
	
	
	
	
	


Baseline characteristics (Cont’d)

	
	All Study
Participants
	Group A
	Group B
	Group C
	Group D

	
	
	
	
	
	

	
	
	___________
	___________
	___________
	__________

	HDL 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units

1 = mg/dl                

2 = mmol/L

3 =  Other:  _____________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	LDL 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units

1 = mg/dl                

2 = mmol/L

3 =  Other:  _____________
	
	
	
	
	

	DBP 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units
	mm Hg
	mm Hg
	mm Hg
	mm Hg
	mm Hg

	SBP 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Units
	mm Hg
	mm Hg
	mm Hg
	mm Hg
	mm Hg

	Other ________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Units
	
	
	
	
	
	
	
	
	
	


Baseline characteristics (Cont’d)

	
	All Study
Participants
	Group A
	Group B
	Group C
	Group D

	
	
	
	
	
	

	
	
	___________
	___________
	___________
	__________

	Other ________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Units
	
	
	
	
	
	
	
	
	
	

	Other ________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Units
	
	
	
	
	

	Other ________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Units
	
	
	
	
	

	Other ________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Units
	
	
	
	
	

	Other ________________
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Mean
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	SD or SE                            (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Median
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Lower range or IQR          (Circle one)
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Upper range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Units
	
	
	
	
	
	
	
	
	
	

	 Other ________________

	Mean
	
	
	
	
	
	
	
	
	
	

	SD or SE                            (Circle one)
	
	
	
	
	
	
	
	
	
	

	Median
	
	
	
	
	
	
	
	
	
	

	Lower range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Upper range or IQR          (Circle one)
	
	
	
	
	
	
	
	
	
	

	Units
	
	
	
	
	
	
	
	
	
	


XXVII.  Summarize in one statement the main aim of this study (according to the investigators of the study).

XXVIII.  Summarize in one or two statements the main finding(s) of this study that is/are relevant to any of our research questions (according to the investigators of the study).


XXIX.   Comments or Notes:  (Please indicate page that comment applies to)


XXX. Quality Assessment

1. What is the study design?


Randomized controlled trial
                                                                         CONTINUE TO QUESTION 2
Non-randomized controlled trial
                                                                        SKIP TO QUESTION 3
Cohort study (Prospective)


Cohort study from previous clinical trial

                                              SKIP TO QUESTION 4
Before-after

2. How good was the randomization to treatment groups and how difficult would it have been to manipulate the randomization?                    






 Excellent:

Centralized randomization scheme: randomized in different location than treatment



Study monitor


Good:

Centralized randomization scheme OR study monitor (Not Both)


Fair:

Neither centralized randomization scheme NOR study monitor




Poor:

Insufficient documentation of randomization scheme OR questionable methods used

3. How appropriate was the control group?
 Excellent:

Chosen from an appropriate concurrent population of diabetic subjects


Good:

Chosen from a concurrent but not ideal population of diabetic subjects


Fair:

Chosen from a historical population of diabetic subjects




Poor:

No information is given on the origin of the control group.

Can’t tell.


4. How well were the characteristics of the study population described?
Excellent:

All important subject characteristics were reported including age, gender, race.  

Good:

Most of the important subject characteristics were reported, 1-2 missing or 

characteristics not classified by subgroup.

Fair:

Some of the important subject characteristics were reported, >2 missing.  Characteristics 

may not be classified by subgroup.

Poor:

Few or none of the important subject characteristics were reported.  Characteristics not 

classified by subgroup.

Can’t tell.

Check applicable information below.


	
	Specific information given
	Summary information given (i.e. “normal” values)
	Not addressed at all

	1. Prevalent diseases at baseline
	
	
	

	2. Level of DM control
	
	
	

	3. Duration of DM
	
	
	

	4. All CVD risk factors
	
	
	

	5. Blood pressure at baseline
	
	
	

	6. Baseline renal function
	
	
	


5. Was method of ascertainment of diabetes status described?
Yes

No

6. How similar were the sociodemographic and/or clinical characteristics of the subjects who enrolled and the eligible subjects who did not enroll?
Excellent:

No significant differences in any characteristics likely to affect the success of 

intervention.  

Good:

Minor differences in one or more characteristics unlikely to affect success of 

intervention OR study mentions that groups were not different but fails to provide characteristics of both groups..

Fair:

Moderate differences in one or more characteristics which may affect success of 

intervention.

Poor:

Major differences in one or more characteristics likely affect success of 

intervention.

Can’t tell.


7. How well were the inclusion and exclusion criteria for the subjects described in the study?
 Excellent:

The inclusion and exclusion criteria were specifically and clearly stated OR it was 

specified that all consecutive subjects were enrolled.


Good:

The inclusion and exclusion criteria were stated reasonably completely and clearly, but

 could have been improved in one or two items.

Fair:

The inclusion and exclusion criteria appeared to be lacking in a few items.


Poor:

No description of specific inclusion and exclusion criteria.

Can’t tell.


8. Were the reasons that eligible subjects did not enroll specified?
Yes 

No

Not applicable:  (Less than 10% of the eligible patients did not enroll).

Don’t know who did not enroll.


9. How well were the treatment(s) and usual care that patients were receiving described?

Excellent:
Treatments and usual care described in detail with doses, frequency, and duration.  In case of a behavioral intervention, the person(s) administrating the intervention were discussed and described.

Good:
One could understand, but not necessarily replicate the treatment(s) and/or usual care with the detail of the description given.

Poor:

Minimal  or no description of the treatment(s) and/or usual care.


If the study is a randomized controlled trial




      CONTINUE TO QUESTION 10


If the study is a non-randomized controlled trial                



      SKIP TO QUESTION 14
If the study is a cohort study


                



      SKIP TO QUESTION 16


10. Were the control and treatment groups of enrolled subjects comparable at the beginning of the study (baseline)?
 Excellent:

No significant differences in any characteristics likely to affect success of intervention.


Good:

Minor differences in one or more characteristics unlikely to affect success of  

intervention.

Fair:

Moderate differences in one or more characteristics which may affect success of 

intervention.




Poor:

Major differences in one or more characteristics likely to affect success of 

intervention.

Can’t tell.
11. Were the control and treatment groups treated comparably except for the intervention(s)?








Excellent:

The groups had no visible differences in the way that they were treated.

Good:

The groups had minor differences in treatment unlikely to affect the outcome(s) of the

study.

Fair:  

The groups had moderate differences in treatment which may affect the outcome(s) of the 

study.

Poor:  

The groups had major differences in treatment likely to affect the outcome(s) of the study.

Can’t tell.


12. Was there adequate blinding of the patient(s)? 




Yes

No

Can’t tell

Not possible given study/intervention  


13. Was there adequate blinding of the provider(s) of treatment(s)? 




Yes

No

Can’t tell

Not possible given study/intervention  


14. Was there adequate blinding of the assessor(s)? 




Yes

No

Can’t tell

Not possible given study/intervention  


15. How were withdrawals (drop-outs while the study was ongoing) handled in the study?
Excellent: 

Intention to treat analysis with as treated sensitivity to examine how results would have 

differed depending on the inclusion or exclusion of the withdrawals (appropriate censoring of withdrawals).

Good:

Intention to treat analyses used without sensitivity analyses.

Poor:

Withdrawals ignored from the study.  


Can’t tell

Not applicable:
No withdrawals in the study.  
If the study is a controlled trial




                   CONTINUE TO QUESTION 17
16. How were withdrawals (drop-outs while the study was ongoing) handled in the study?
Excellent: 

Time-to-event analysis performed with appropriate censoring and sensitivity analysis 

performed to examine how results would have differed depending on the inclusion or exclusion of the withdrawals  

Good:

Appropriate censoring in time-to-event analysis without sensitivity analyses.

Poor:

Withdrawals ignored from the study.  

Can’t tell

Not applicable:
No withdrawals in the study

If the study is a cohort study




                                 CONTINUE BELOW

17. How comparable were the subjects who withdrew to retained subjects?

Excellent:

No significant differences in any characteristics likely to affect the success of 

intervention in both groups.  

Good:

Minor differences in one or more characteristics, as in treatment, unlikely to affect 

success of intervention in both group OR study mentions that groups were not different 

but fails to provide characteristics of both groups.

Fair:

Moderate differences in one or more characteristics that may affect success of 

intervention in both groups.

Poor:

Major differences in one or more characteristics likely affect success of 

intervention in both groups.


Can’t tell.


Not applicable:
No withdrawals in the study.  


18. Were proportions of withdrawals comparable across intervention groups and across treatment arms?

Yes

No

Can’t tell

Not possible given study/intervention  


19. Were reasons for withdrawals specified?
Yes

No

Can’t tell

Not possible given study/intervention  


20. Did the length of follow-up for the intervention and frequency of the outcome assessments seem appropriate for the outcomes measured?




Excellent:

The length of follow-up and frequency of the outcome measurements seemed appropriate.

Good:

Either the length of follow-up or the frequency of the outcome measurements could have 

been improved, but both were adequate.

Fair:

Either the length of follow-up or the frequency of the outcome measurement was not

appropriate.

Poor:

Both the length of follow-up and the frequency of outcome measurements was not

appropriate.






Can’t tell

21. Did the percentage of subjects completing the study seem appropriate for the ascertainment of the main outcome(s) assessed?




Excellent:
The outcome(s) was measured on ( 85% of the baseline participants with complete baseline data.

Good:
The outcome(s) was measured on 70%-84% of the baseline participants with complete baseline data.

Fair:
The outcome(s) was measured on 50%-69% of the baseline participants with complete baseline data OR the percentages of subjects that had complete baseline data and outcome ascertainment was likely lower than needed for at least one of the outcomes measured.

Poor:
The outcome(s) was measured on <50% of the baseline participants OR the percentage of subjects that had complete baseline data and outcome ascertainment was clearly too low for the outcome(s) measured.






Can’t tell

22. Were power calculations reported in the study?  



A priori estimate:

The number of subjects needed to detect a statistically significant difference in

the study’s outcomes was calculated before the study was conducted.

Post-hoc estimate:

The number of subjects needed was calculated after the study was conducted or 

at an unspecified time.

No power calculations reported







Can’t tell

Not applicable


23. How appropriate was the choice of statistical test(s)? 



Excellent:

All tests were appropriate for the variables examined and the data distribution.  Tests

were named for all of the analyses.

Good:

Most tests were appropriate for variables examined and data distribution.  Tests were 

named for most of the analyses.

Fair:

Some tests were appropriate for the variables examined and the data distribution.

Poor:

Inappropriate statistical tests for the data or no statistical analysis done.






Can’t tell

24. How was statistical significance presented?
 



Confidence limits with or without p-values.

P-values, but not confidence limits.

Neither p-values nor confidence limits.

Can’t tell

25. Were adjustments made for potential confounders or differences between comparison groups in the study?  If potential confounding was present, were appropriate adjustments made?
Excellent:

Multivariate analysis is performed and adequately accounts for potential confounding.

Good:

Multivariate analysis is performed that probably accounts for potential confounding.

Fair:

Multivariate analysis is performed that probably does not adequately account for 

potential confounding.

Poor:

No adjustment(s) made for potential confounding.






Can’t tell

Not applicable:
Important confounding unlikely.


26. How good was inclusion of patients with an appropriate spectrum of mild, severe, treated and untreated disease?


Excellent:
 
A large number of patients with a broad spectrum of illness included.

Good:

A moderate number of patients with “medium” spectrum of disease included.

Fair:

A very small sample size of patients with a narrow spectrum of disease included.





Not enough information to determine spectrum of disease severity within enrolled patient population.

Population





General Study Characteristics
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Do not proceed if any items are checked above.





Read paper before completing the following questions.





Use pencil.


























 Exposure Assessment over time








Outcome(s)





Study Groups


Please complete a separate results section (Part II) for each required group.




















Treatment(s)





 Exposure Assessment 
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