Microalbuminuria and diabetic complications
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      Check all that apply

     Check only one within section

I. Outcome(s) list 

	Outcome of interest
	Assessment

	GFR /

Creatinine Clearance
	1. Change (() in GFR for group as a whole

	
	2. Change (() in GFR for all individuals

	
	3. Rate of change (() of GFR

	
	4. Change (() creatinine clearance for group as a whole

	
	5. Change (() creatinine clearance for all individuals

	
	6. Rate of change of creatinine clearance

	
	7. Change (() serum creatinine for group as a whole

	
	8. Change (() serum creatinine for all individuals

	
	9. Rate of change of serum creatinine

	
	10. Change in 1/serum creatinine for group as a whole

	
	11. Change in 1/serum creatinine for all individuals

	
	12. Rate of change of 1/serum creatinine

	
	13. Doubling of serum creatinine

	
	14. ESRD

	
	15. Renal Replacement Therapy or Transplant

	
	16. Other:  __________________________________________________________________________

	
	17. Other:  __________________________________________________________________________

	
	18. Other:  __________________________________________________________________________


	Outcome of interest
	Assessment

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

	Coronary heart diseases
	20. Myocardial infarction 

	
	21. Stenting

	
	22. Angina

	
	23. Ischemic heart disease 

	
	24. Coronary artery bypass surgery

	
	25. Angioplasty

	
	26. Congestive heart failure due to ischemic heart disease

	
	27. Abdominal aortic aneurysm

	
	28. Positive response to WHO questionaire 

	
	29. Patient self report of:  ___________________________________________________________

	
	30. Other. Specify:  ________________________________________________________________

	
	31. Other. Specify:  ________________________________________________________________

	
	32. Present / unclear

	Cerebrovascular diseases
	33. Stroke

	
	34. Transient ischemic attack

	
	35. Carotid endarterectomy

	
	36. Patient self report of:  ___________________________________________________________

	
	37. Other. Specify:  ________________________________________________________________

	
	38. Other. Specify:  ________________________________________________________________

	
	39. Present / unclear

	Peripheral vascular diseases
	40. Claudication

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

	
	42. Gangrene

	
	43. Limb amputation

	
	44. Decreased ankle-brachial index

	
	45. Decreased systolic arm-toe gradient

	
	46. Patient self report of:  __________________________________________________________________________

	
	47. Other.  Specify:              

       __________________________________________________________________________

	
	48. Other.  Specify:              

       __________________________________________________________________________

	
	49. Present / unclear 


	Outcome of interest
	Assessment

	Cardiovascular disease mortality 
	50. Fatal myocardial infarction 

	
	51. Sudden cardiac death 

	
	52. Fatal stroke 

	
	53. Confirmed by National or State death certificate registry

	
	54. Other. Specify:  ________________________________________________________________

	
	55. Other. Specify:  ________________________________________________________________

	
	56. Present / unclear


	Outcome of interest
	Assessment

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

	
	58. Specify _________________________________________________

	
	59. Specify _________________________________________________

	
	60. Present / unclear


	Composite Outcome Assessment 

	

	61. Specify ______________________________________________________________________

	62. Specify ______________________________________________________________________

	63. Specify ______________________________________________________________________

	64. Specify ______________________________________________________________________

	65. Specify ______________________________________________________________________

	66. Specify ______________________________________________________________________

	67. Specify ______________________________________________________________________

	68. Specify ______________________________________________________________________

	69. Specify ______________________________________________________________________

	70. Specify ______________________________________________________________________

	71. Specify ______________________________________________________________________

	72. Specify ______________________________________________________________________

	73. Specify ______________________________________________________________________

	74. Specify ______________________________________________________________________

	75. Specify ______________________________________________________________________


II. Incidence of event(s). Time to Event Analysis
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	EVENTS

	Column reference letter Use only for making comments.
	a
	b
	c
	d
	e
	f
	g

	Specify event #(s) from outcomes list
	
	
	
	
	
	
	

	Number of persons at follow-up/group


	
	
	
	
	
	
	

	Incidence Rates


	
	
	
	
	
	
	

	95% Confidence Interval
	Lower limit
	
	
	
	
	
	
	

	
	Upper limit


	
	
	
	
	
	
	

	Numerator
	% With Event


	
	
	
	
	
	
	

	
	# Of Events
	
	
	
	
	
	
	

	Denominator
	# Time units
	
	
	
	
	
	
	

	
	Denominator Units

1. Day

2. Week

3. Month

4. Year

5.     Person-years
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  If this is the reference group for the study, check here and SKIP this section.

	
	EVENTS

	Specify event #(s) from outcomes list


	
	
	
	
	
	
	

	Check here if data was calculated by reviewer
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	Difference in Incidence Rates

Please indicate how difference was calculated:


	
	
	
	
	
	
	

	95% CI:
	Lower limit


	
	
	
	
	
	
	

	
	Upper limit


	
	
	
	
	
	
	

	P-value (Fill-in and Circle)
	________
	______
	_______
	_______
	______


	_______
	_______

	
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05

	
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05

	
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01

	
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001


III. Crude Risk Analyses
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	EVENTS

	Column reference letter Use only for making comments.
	a
	b
	c
	d
	e
	f
	g

	Specify event #(s) from outcomes list
	
	
	
	
	
	
	

	For continuous analyses:  
	Indicate number of units of change in albumin excretion 
	
	
	
	
	
	
	

	
	Indicate units for albumin excretion:  (i.e. g/mol)
	
	
	
	
	
	
	

	
	Check here if units unclear or not specified
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	Check here if data was calculated by reviewer
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	Relative Risk
	
	
	
	
	
	
	

	Relative Hazard
	
	
	
	
	
	
	

	Odds Ratio
	
	
	
	
	
	
	

	Relative Risk Reduction
	
	
	
	
	
	
	

	Relative Odds Reduction
	
	
	
	
	
	
	

	Coefficient of linear regression
	
	
	
	
	
	
	

	     Check below: 
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         SEM          SD
	
	
	
	
	
	
	

	95% CI:
	Lower limit


	
	
	
	
	
	
	

	
	Upper limit


	
	
	
	
	
	
	

	P-value (Fill-in and Circle)
	________
	______
	_______
	_______
	______


	_______
	_______

	
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05

	
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05

	
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01

	
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
__________________________________________________________________________________________________

__________________________________________________________________________________________________
Crude Risk Analyses (Table 2)
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	EVENTS

	Column reference letter Use only for making comments.
	h
	i
	j
	k
	l
	m
	n

	Specify event #(s) from outcomes list
	
	
	
	
	
	
	

	For continuous analyses:  
	Indicate number of units of change in albumin excretion 
	
	
	
	
	
	
	

	
	Indicate units for albumin excretion:  (i.e. g/mol)
	
	
	
	
	
	
	

	
	Check here if units unclear or not specified
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	Check here if data was calculated by reviewer
	
	
	
	
	
	
	

	Relative Risk
	
	
	
	
	
	
	

	Relative Hazard
	
	
	
	
	
	
	

	Odds Ratio
	
	
	
	
	
	
	

	Relative Risk Reduction
	
	
	
	
	
	
	

	Relative Odds Reduction
	
	
	
	
	
	
	

	Coefficient of linear regression
	
	
	
	
	
	
	

	     Check below: 

         SEM          SD
	
	
	
	
	
	
	

	95% CI:
	Lower limit


	
	
	
	
	
	
	

	
	Upper limit


	
	
	
	
	
	
	

	P-value (Fill-in and Circle)
	________
	______
	_______
	_______
	______


	_______
	_______

	
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05

	
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05

	
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01

	
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001


Comments: ________________________________________________________________________________​​​_______

__________________________________________________________________________________________________
__________________________________________________________________________________________________

__________________________________________________________________________________________________
IV. Adjusted Risk Analyses


	
	EVENTS

	Column reference letter Use only for making comments.
	a
	b
	c
	d
	e
	f
	g

	Specify event #(s) from outcomes list
	
	
	
	
	
	
	

	For continuous analyses:
	Indicate number of units of change in albumin excretion
	
	
	
	
	
	
	

	
	Indicate units for albumin excretion:  (i.e. g/mol)
	
	
	
	
	
	
	

	
	Check here if units unclear or not specified
	
	
	
	
	
	
	

	Check here if data was calculated by reviewer
	
	
	
	
	
	
	

	Relative Risk
	
	
	
	
	
	
	

	Relative Hazard
	
	
	
	
	
	
	

	Odds Ratio
	
	
	
	
	
	
	

	Relative Risk Reduction
	
	
	
	
	
	
	

	Relative Odds Reduction
	
	
	
	
	
	
	

	Coefficient of linear regression
	
	
	
	
	
	
	

	     Check below: 

         SEM          SD
	
	
	
	
	
	
	

	95% CI:
	Lower limit
	
	
	
	
	
	
	

	
	Upper limit
	
	
	
	
	
	
	

	P-value
	_______
	______
	______
	______
	_______
	_______
	_______

	
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05

	
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05

	
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01

	
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001

	Adjustments

**Check all that apply

Legend:

If p>0.05(1

If p<0.05(2

If p<0.01(3

If p<0.001(4
	For each outcome, check the left column if covariate adjusted for and enter significance level in right column (if given).

	
	Unclear
	
	
	
	
	
	
	

	
	Age
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Gender
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Race
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Duration of diabetes
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Endpoint of interest at baseline
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Weight, BMI or WHR
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Blood Pressure
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Insulin use
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Smoking
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Age at diagnosis
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Period effect
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Glycemic Control
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Total Cholesterol
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	HDL and LDL
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	History of CVD 
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other:  ____________
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other:  ____________
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other:  ____________
	
	
	
	
	
	
	
	
	
	
	
	
	
	


Adjusted Risk Analyses (Table 2)


	
	EVENTS

	Column reference letter Use only for making comments.
	h
	i
	j
	k
	l
	m
	n

	Specify event #(s) from outcomes list
	
	
	
	
	
	
	

	For continuous analyses:
	Indicate number of units of change in albumin excretion
	
	
	
	
	
	
	

	
	Indicate units for albumin excretion:  (i.e. g/mol)
	
	
	
	
	
	
	

	
	Check here if units unclear or not specified
	
	
	
	
	
	
	

	Check here if data was calculated by reviewer
	
	
	
	
	
	
	

	Relative Risk
	
	
	
	
	
	
	

	Relative Hazard
	
	
	
	
	
	
	

	Odds Ratio
	
	
	
	
	
	
	

	Relative Risk Reduction
	
	
	
	
	
	
	

	Relative Odds Reduction
	
	
	
	
	
	
	

	Coefficient of linear regression
	
	
	
	
	
	
	

	     Check below: 

         SEM          SD
	
	
	
	
	
	
	

	95% CI:
	Lower limit
	
	
	
	
	
	
	

	
	Upper limit
	
	
	
	
	
	
	

	P-value
	_______
	______
	______
	______
	_______
	_______
	_______

	
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05
	>0.05

	
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05
	<0.05

	
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01
	<0.01

	
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001
	<0.001

	Adjustments

**Check all that apply

Legend:

If p>0.05(1

If p<0.05(2

If p<0.01(3

If p<0.001(4
	For each outcome, check the left column if covariate adjusted for and enter significance level in right column (if given).

	
	Unclear
	
	
	
	
	
	
	

	
	Age
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Gender
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Race
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Duration of diabetes
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Endpoint of interest at baseline
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Weight, BMI or WHR
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Blood Pressure
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Insulin use
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Smoking
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Age at diagnosis
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Period effect
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Glycemic Control
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Total Cholesterol
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	HDL and LDL
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	History of CVD 
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other:  ____________
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other:  ____________
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other:  ____________
	
	
	
	
	
	
	
	
	
	
	
	
	
	


V. Measure of changes in Creatinine Clearance 

	
	EVENTS

	Column reference letter Use only for making comments.
	a
	b
	c
	d

	Specify event #(s) from outcomes list


	
	
	
	

	Enter the absolute number (e.g. number of persons with doubling of serum creatinine)
	
	
	
	

	Value
	Mean (if provided)
	
	
	
	

	
	Median (if provided)
	
	
	
	

	
	SD
	
	
	
	

	
	SE
	
	
	
	

	
	Lower Range
	
	
	
	

	
	Upper Range
	
	
	
	

	Units (Enter number from list below)

1. none

2. %

3. ml / min / 1.73m2 
4. ml / min / time

5. mg/dl

6. Other:  _______________________________
	
	
	
	

	Number of time units (For rate of change outcomes)
	
	
	
	

	Time Units (For rate of change outcomes) 

(Enter number from list below)

1. Hour

2. Day

3. Week 

4. Month

5. Year

6. Other:  __________________________________
	
	
	
	

	Type of measure of Creatinine Clearance or GFR (Enter number from list 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:  _________________________________
	
	
	
	


VI. Comments or Notes:  (Please indicate page(s) that comment(s) apply to)


	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration

(Circle one)
	n
	% of n

	1. Number of participants
	
	
	
	

	2. Participants NOT treated
	
	
	 
	 

	3. Treatments remain unclear
	
	
	
	

	4. Anti-hypertensives

 (Sub-type not specified)
	
	Weeks

Months

Years
	 
	 

	5. Ace-inhibitor
	
	Weeks

Months

Years
	 
	 

	Dose: 
	
	
	
	

	# Doses/day: 
	
	
	
	

	Total doses/day:
	
	
	
	

	Washout period, if any:
	
	
	
	

	6. Alpha-blockers 
	
	Weeks

Months

Years
	
	

	Dose: 
	
	
	
	

	# Doses/day: 
	
	
	
	

	Total doses/day:
	
	
	
	

	Washout period, if any:
	
	
	
	

	7. Angiotensin II receptor blockers 
	
	Weeks

Months

   Years
	
	

	        Dose: 
	
	
	
	

	 # Doses/day: 
	
	
	
	

	 Total doses/day:
	
	
	
	

	 Washout period, if any:
	
	
	
	

	8. Beta-blockers
	
	Weeks

Months

   Years
	
	

	        Dose: 
	
	
	
	

	 # Doses/day: 
	
	
	
	

	 Total doses/day:
	
	
	
	

	 Washout period, if any:
	
	
	
	

	9. Calcium- channel blockers
	
	Weeks

Months

   Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	10. Thiazide diuretics
	
	Weeks

Months

   Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	


VII. Treatment Profile

	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration

(Circle one)
	n
	% of n

	11. Non-thiazide diuretics
	
	Weeks

Months

Years
	
	

	              Dose: 


	
	
	
	

	       # Doses/day: 


	
	
	
	

	       Total doses/day:


	
	
	
	

	       Washout period, if any:


	
	
	
	

	12. Non-thiazide diuretics
	
	Weeks

Months

Years
	
	

	              Dose: 


	
	
	
	

	       # Doses/day: 


	
	
	
	

	       Total doses/day:


	
	
	
	

	       Washout period, if any:


	
	
	
	

	13. Other:  _______________________ 
	
	Weeks

Months

   Years
	
	

	              Dose: 


	
	
	
	

	       # Doses/day: 


	
	
	
	

	       Total doses/day:


	
	
	
	

	       Washout period, if any:


	
	
	
	


	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration

(Circle one)
	n
	% of n

	Insulin
	
	
	 
	 

	14. Conventional insulin regiment:  Specify:   __________________________________________
	
	Weeks

Months

Years
	 
	 

	15. Intensive insulin regiment:  Specify:  __________________________________________
	
	Weeks

Months

Years
	 
	 

	16. Type of insulin regimen not specified or unclear
	
	
	 
	 

	Diet  
	
	
	 
	 

	17. Low protein:  Specify: ________________________________________________
	
	Weeks

Months

Years
	
	

	18. Low sodium:  Specify:  _______________________________________________
	
	Weeks

Months

   Years
	
	

	19. Low fat:  Specify: ________________________________________________ 
	
	Weeks

Months

   Years
	
	

	20. Type of diet not specified or unclear
	
	Weeks

Months

   Years
	
	

	21. Other:  Specify:  ________________________________________________
	
	Weeks

Months

   Years
	
	

	Exercise
	
	
	
	

	22. Exercise:  Specify:  ________________________________________________
	
	Weeks

Months

           Years
	
	

	23. Exercise:  Specify:  ________________________________________________
	
	Weeks

Months

          Years
	
	

	24. Type of exercise not specified or unclear
	
	Weeks

Months

    Years
	
	

	Lifestyle
	
	
	
	

	25. Smoking cessation:  Specify:  ________________________________________________
	
	Weeks

Months

           Years
	
	

	26. Counseling:  Specify:  ________________________________________________
	
	Weeks

Months

Years
	
	

	27. Other:  Specify:  _______________________________
	
	Weeks

Months

Years
	
	

	28. Other:  Specify:  _______________________________ ____________________________________________
	
	Weeks

Months

Years
	
	


	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration
	n
	% of n

	29. Oral diabetes agents 

(Sub-type not specified or unclear)
	
	Weeks

Months

        Years
	
	

	30. Biguanides

(Sub-type not specified or unclear)
	
	Weeks

Months

         Years
	
	

	31. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 1: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	32. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 2: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	33. Name:  ________________________________
	
	Weeks

Months

       Years
	
	

	              Dose # 3: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	34. Name:  ________________________________
	
	Weeks

Months

         Years
	
	

	              Dose # 4: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	


	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration
	n
	% of n

	35. Metglitinides

(Sub-type not specified or unclear)
	
	Weeks

Months

         Years
	
	

	36. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 1: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	37. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 2: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	38. Name:  ________________________________
	
	Weeks

Months

       Years
	
	

	              Dose # 3: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	39. Name:  ________________________________
	
	Weeks

Months

         Years
	
	

	              Dose # 4: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	


	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration
	n
	% of n

	40. Sulfonylureas

(Sub-type not specified or unclear)
	
	Weeks

Months

         Years
	
	

	41. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 1: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	42. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 2: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	43. Name:  ________________________________
	
	Weeks

Months

       Years
	
	

	              Dose # 3: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	44. Name:  ________________________________
	
	Weeks

Months

         Years
	
	

	              Dose # 4: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	


	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration
	n
	% of n

	45. Other:  ______________________________

(Sub-type not specified or unclear)
	
	Weeks

Months

         Years
	
	

	46. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 1: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	47. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 2: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	48. Name:  ________________________________
	
	Weeks

Months

       Years
	
	

	              Dose # 3: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	49. Name:  ________________________________
	
	Weeks

Months

         Years
	
	

	              Dose # 4: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	


	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration
	n
	% of n

	50. Cholesterol lowering medications

(Subtype not specified)
	
	Weeks

Months

        Years
	
	

	51. Fibrates
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	52. Statins
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	53. Non-Statins
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	54. Other:  _________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	


	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration
	n
	% of n

	55. Anti-platelet agents

(Subtype not specified)
	
	Weeks

Months

        Years
	
	

	56. ASA
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	57. Other:  _________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	58. Other:  _________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	59. Other:  _________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	


VIII. Treatment Compliance

IX. Comments (i.e. threshold effects noted for any outcomes)


�	If this is the reference group for the study, check here.


If not, specify reference group:  _______________________


  





Complete and submit separate results sections for each required group.





Circle subgroup for which data is summarized in this form and indicate exposure level, if applicable.





	       	           	                	               


Circle here(�
Whole Group�
Group A�
Group B�
Group C�
Group D�
�
Check if no sub-groups by exposure level�
��
��
��
��
��
�
Check if Exposure level 1�



��



��



��



��



��
�
Check if Exposure level 2�



��



��



��



��



��
�
Check if Exposure level 3�



��



��



��



��



��
�
Check if Exposure level 4�



��



��



��



��



��
�



If Group and exposure level NOT shown above, indicate here:  ______________________________


(For example:  Whole group—exposure level 10)





More than 1 packet completed for group because:


� > 7 outcomes addressed within group


� For RCT:  outcomes listed by exposure level within treatment groups





�	If this is the reference group for the study, check here.


If not, specify reference group:  _______________________








�	If this is the reference group for the study, check here.


If not, specify reference group:  _______________________








����������������


_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________











�	If this is the reference group for the study, check here.


If not, specify reference group:  _______________________








����������������


_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________











�	If this is the reference group for the study, check here.


If not, specify reference group:  _______________________
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