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      Check all that apply

     Check only one within section

I. Outcome(s) list

	Outcome of interest
	Assessment

	Diabetic Retinopathy
	1. Fundus photography

	
	2. Fluorescein angiography

	
	3. Scatter photocoagulation

	
	4. History of cataract extraction

	
	5. Macular edema

	
	6. Microaneurysms only

	
	7. Background retinopathy 

	
	8. Proliferative retinopathy

	
	9. Patient self-report of:  ________________________________________________________

______________________________________________________________________________

	
	10. Mild-non proliferative diabetic retinopathy

	
	11. Moderate or severe non-proliferative diabetic retinopathy

	
	12. Visual acuity

	
	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


	Outcome of interest
	Assessment

	Diabetic Nephropathy
	18. ICD 9 codes:  250.4

Other ICD 9/10 (Circle one) codes:  



	
	19. Albuminuria—Level 1

	
	20. Albuminuria—Level 2

	
	21. Albuminuria—Level 3

	
	22. Albuminuria—Level 4

	
	23. ( GFR

	
	24. Change in serum creatinine

	
	25. Change in 1/serum creatinine

	
	26. ESRD

	
	27. Renal Replacement Therapy or Transplant

	
	28. Other:  _________________________________________________________



	
	29. Other:  _________________________________________________________



	
	30. Other:  _________________________________________________________

	
	31. Present, unclear




	Outcome of interest
	Assessment

	Diabetic Neuropathy
	Peripheral neuropathy


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

	· 
	· 
	· 
	34. Diminished and/or absent pinprick reflexes

	· 
	· 
	· 
	35. Diminshed and/or absent temperature sensation

	· 
	· 
	· 
	36. Diminshed and/or absent vibration sensation

	· 
	· 
	· 
	37. Other:  _____________________________

	· 
	· 
	· 
	38. Present, unclear

	· 
	· 
	39. Subjective symptoms
	40. Pain

	41. 
	42. 
	43. 
	44. Paresthesias

	45. 
	46. 
	47. 
	48. Sensory loss

	49. 
	50. 
	51. 
	52. Decreased temperature sensory

	53. 
	54. 
	55. 
	56. Other:  _________________________________________________

	57. 
	58. 
	59. 
	60. Present, unclear

	61. 
	62. 
	63. Abnormal biothesiometry

	64. 
	65. 
	66. Abnormal nerve study

	67. 
	68. 
	69. ICD 9 codes:  250.6

Other ICD 9/10 (Circle one) codes:  



	70. 
	71. 
	72. Other:  ______________________________________

	
	
	73. Present, unclear


	Outcome of interest
	Assessment

	Diabetic Neuropathy
	Autonomic neuropathy
	74. Abnormal R-R interval respiratory variation and/or abnormal R-R interval response to standing.  

	
	
	75. Assessment of valsva maneuver on heart rate

	
	
	76. Orthostatic hypotension

	
	
	77. Resting tachycardia 

	
	
	78. Gastroparesis

	
	
	79. Impotence in males

	
	
	80. Urinary retention (Cystopathy)

	
	
	81. Hypoglycemia unawareness

	
	
	82. Other.  Specify:  _________________________________________________________________________

	
	
	83. Other.  Specify:  _________________________________________________________________________

	
	
	84. Other.  Specify:  _________________________________________________________________________

	
	
	85. Present, unclear


	Outcome of interest
	Assessment

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

	Coronary heart diseases
	87. Myocardial infarction 

	
	88. Stenting

	
	89. Angina

	
	90. Ischemic heart disease 

	
	91. Coronary artery bypass surgery

	
	92. Angioplasty

	
	93. Congestive heart failure due to ischemic heart disease

	
	94. Abdominal aortic aneurysm

	
	95. Positive response to WHO questionaire 

	
	96. Patient self report of:  ___________________________________________________________

	
	97. Other. Specify:  ________________________________________________________________

	
	98. Other. Specify:  ________________________________________________________________

	
	99. Present / unclear

	Cerebrovascular diseases
	100. Stroke

	
	101. Transient ischemic attack

	
	102. Carotid endarterectomy

	
	103. Patient self report of:  ___________________________________________________________

	
	104. Other. Specify:  ________________________________________________________________

	
	105. Other. Specify:  ________________________________________________________________

	
	106. Present / unclear

	Peripheral vascular diseases
	107. Claudication

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

	
	109. Gangrene

	
	110. Limb amputation

	
	111. Decreased ankle-brachial index

	
	112. Decreased systolic arm-toe gradient

	
	113. Patient self report of:  ___________________________________________________________

	
	114. Other. Specify:  ________________________________________________________________

	
	115. Other. Specify:  ________________________________________________________________

	
	116. Present / unclear 


	Outcome of interest
	Assessment

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

	
	102.   Other

Specify ___________________________________________________________________________

	
	103.   Other

Specify ___________________________________________________________________________

	
	104. Present / unclear

	Outcome of interest
	Assessment

	Cardiovascular disease mortality 
	94. Fatal myocardial infarction 

	
	95. Sudden cardiac death 

	
	96. Fatal stroke 

	
	97. Confirmed by National or State death certificate registry

	
	98. Other. 

Specify:  _________________________________________________________________________

	
	99. Other. 

Specify:  _________________________________________________________________________

	
	100. Present / unclear


	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 ______________________________________________________________________

	[image: image37.wmf] 


	[image: image38.wmf] 


	[image: image39.wmf] 


	[image: image40.wmf] 


	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 ______________________________________________________________________


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


	
	
	
	
	
	
	

	
	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
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  If this is the reference group for the study, check here and SKIP this section.

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 glycohemoglobin 
	
	
	
	
	
	
	

	
	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
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     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 glycohemoglobin 
	
	
	
	
	
	
	

	
	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 glycohemoglobin
	
	
	
	
	
	
	

	
	Check here if number of 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
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Lipids
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	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 glycohemoglobin
	
	
	
	
	
	
	

	
	Check here if number of 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
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Lipids
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other:  ____________
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other:  ____________
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other:  ____________
	
	
	
	
	
	
	
	
	
	
	
	
	
	


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


VI. Sub-group treatment profile 

	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration

(Circle one)
	n
	% of n

	Number of participants
	
	
	
	

	1. Participants NOT treated
	
	
	 
	 

	2. Treatments remain unclear
	
	
	
	

	Insulin
	
	
	 
	 

	3. Conventional insulin regiment:  Specify:   __________________________________________
	
	Weeks

Months

Years
	 
	 

	4. Intensive insulin regiment:  Specify:  __________________________________________
	
	Weeks

Months

Years
	 
	 

	5. Type of insulin regimen not specified or unclear
	
	
	 
	 

	Diet  
	
	
	 
	 

	6. Low protein:  Specify: ________________________________________________
	
	Weeks

Months

Years
	
	

	7. Low sodium:  Specify:  _______________________________________________
	
	Weeks

Months

   Years
	
	

	8. Low fat:  Specify: ________________________________________________ 
	
	Weeks

Months

   Years
	
	

	9. Diet for diabetes control.  Specify:

___________________________________________________
	
	Weeks

Months

   Years
	
	

	10. Type of diet not specified or unclear.
	
	Weeks

Months

   Years 
	
	

	11. Other:  Specify:  ________________________________________________
	
	Weeks

Months

   Years
	
	

	Exercise
	
	
	
	

	12. Exercise:  Specify:  ________________________________________________
	
	Weeks

Months

           Years
	
	

	13. Exercise:  Specify:  ________________________________________________
	
	Weeks

Months

          Years
	
	

	14. Type of exercise not specified or unclear
	
	Weeks

Months

    Years
	
	

	Lifestyle
	
	
	
	

	15. Smoking cessation:  Specify:  ________________________________________________
	
	Weeks

Months

           Years
	
	

	16. Counseling:  Specify:  ________________________________________________
	
	Weeks

Months

Years
	
	

	17. Other:  Specify:  _______________________________ ____________________________________________
	
	Weeks

Months

Years
	
	


	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration
	n
	% of n

	18. Oral diabetes agents 

(Sub-type not specified or unclear)
	
	Weeks

Months

        Years
	
	

	19. Biguanides

(Sub-type not specified or unclear)
	
	Weeks

Months

         Years
	
	

	20. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 1: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	21. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 2: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	22. Name:  ________________________________
	
	Weeks

Months

       Years
	
	

	              Dose # 3: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	23. 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

	24. Metglitinides

(Sub-type not specified or unclear)
	
	Weeks

Months

        Years
	
	

	25. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 1: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	26. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 2: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	27. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 3: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	28. 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

	29. Sulfonylureas

(Subtype not specified or unclear)
	
	Weeks

Months

        Years
	
	

	30. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 1: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	31. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 2: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	32. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 3: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	33. 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

	34. Thiazolidinediones

(Subtype not specified or unclear)
	
	Weeks

Months

        Years
	
	

	35. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 1: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	36. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 2: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	37. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 3: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	38. 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

	39. Other:  ________________________________
	
	Weeks

Months

        Years
	
	

	40. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 1: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	41. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 2: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	42. Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose # 3: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	43. 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

	44. Anti-hypertensives

(Subtype not specified)
	
	Weeks

Months

        Years
	
	

	45. Ace-inhibitor

Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	46. Alpha-blockers

Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	47. Angiotensin II receptor blockers

Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	48. Beta-blockers

Name:  ________________________________
	
	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

	49. Calcium channel blockers

Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	50. Thiazide diuretics

Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	51. Non-thiazide diuretics

Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	52. 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

	53. Cholesterol lowering medications

(Subtype not specified)
	
	Weeks

Months

        Years
	
	

	54. Fibrates

Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	55. Statins

Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	56. Non-Statins

Name:  ________________________________
	
	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:
	
	
	
	


	
	Duration of treatment
	Sub-group participants

	
	Duration
	Units of duration
	n
	% of n

	58. Anti-platelet agents

(Subtype not specified)
	
	Weeks

Months

        Years
	
	

	59. ASA

Name:  ________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	60. Other:  _________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	61. Other:  _________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	

	62. Other:  _________________________________
	
	Weeks

Months

        Years
	
	

	              Dose: 
	
	
	
	

	       # Doses/day: 
	
	
	
	

	       Total doses/day:
	
	
	
	

	       Washout period, if any:
	
	
	
	


VII. Treatment compliance

	Treatment Number from above
	How was compliance assessed?


	What was reported compliance?

	
	No
	Yes, then indicate how:

1. Number or % of participants on assigned treatment through the end of the follow-up period

2. Other:  Specify:  __________________________

____________________________________________
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	
	
	


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


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�



��



��



��



��



��
�



More than 1 packet completed for group because:


� > 7 outcomes addressed within group


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











Please indicate total number of outcomes ascertained for this group:  __________________





Indicate follow-up time:





�	Intermediate follow-up:  Indicate time:________________________





�  Final follow-up





�	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:  _______________________








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


If not, specify reference group:  _______________________








����������������


_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________











����������������


_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________





_______________________________________________________________________________________
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