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DATA ABSTRACTION FORM:  DIAGNOSTICS

REVIEWER





DATE

ARTICLE NUMBER

Author

Title

Journal

Year

Country

Institution

Is there another article from this same database?  Y   or   N

STUDY CHARACTERISTICS

Setting (University/Community/Both/Emergency Room?/Pre-op?)

Study design ( prospective, retrospective)

Exercise Echo done (Y/N)

Exercise SPECT done (Y/N)

Other tests done (Y/N), if Y, which?__________

POPULATION

Consecutive?  Y   N   Unclear

Total n______

Number of Women_____

% follow up, all_____% follow up, women______

Mean age of all ______and of women________

Clinical indications, all:    angina_____atypical chest pain____ asymptomatic____other_

Clinical indic, women:  angina_____atypical CP_____asymptomatic______other_____

Inclusion criteria:

Exclusion criteria:

	BL Characteristics
	Women
	Men 
	All

	Age Range
	
	
	

	Cardiac Risks (%)

Diabetes

Smokers

HTN

Dyslipidemia (definition)
	
	
	

	Cardiac Hx (%)

Angina

Prior MI

Prior CABG

Prior PTCA
	
	
	


TEST FACTORS

Exercise preformed:  Bruce____Other treadmill_____Bike_____Step____Other_____

Percent with Adequate exercise:  Women_____
All_____

Radionuclide used (if applicable):  Tl______MIBI______Both______Other______

Imaging used: SPECT_____Echo_____Planar______Other_______ 

Criteria for positivity_____________________
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	For Nuclear med
	Women
	Men
	All

	+ ECG Criteria

+ Imaging Criteria
	
	
	

	# w/ +ECG/+image

#w/+ECG/-image

# w/-ECG/+image

# w/-ECG/-image
	
	
	


_

Positive reported at rest (Y/N) at exercise (Y/N)

If echo, WMA new (Y/N) or worse (Y/N)

If echo, cine loop or videotape reading?

If SPECT, visual (Y/N) quantitative (Y/N)

Number of non-diagnostic tests, all________ women______

Reasons for non-diagnostic tests, all:  inadequate HR______technically difficult_______


Inadequate double product____ image uninterpretable (rest/stress/both)______

Reasons for non-diag, women:  inadequate HR_____technically difficult______     


Inadequate double product____image ininterpretable (rest/stress/both)_____

Reversibility examined (Y/N)

Protocol:  Time _______Return for repeat images (Y/N) and if Y, when?

Baseline ECG abnormalities:  LBBB______RBBB____dig effect_____LVH____ST/T__

GOLD STANDARD

Cath done on all (Y/N), if N # who received cath_____# of women who received cath___

Angiographic definition of dz:  < 50%___>50%____>70%____>50% LM____other____

Time between exercise test and cath_____

	Cath data
	Women
	Men
	All

	% normal               % w/ single vessel
	
	
	

	% w/ 2 vessel
	
	
	

	% w/3 vessel

% w/ L Main
	
	
	


SUBGROUPS

Was severe disease a subgroup (Y/N), and if so, how was it defined?__________

Other subgroups and definitions?

	Data for Sens/Spec
	Women
	Men
	All

	Participants

# with cath results
	
	
	

	TP (+cath+test)

FP (-cath+test)
	
	
	

	TN (-cath-test)

FN (-cath-test)
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Subgroup:

	Data for Sens/Spec
	Women
	Men
	All

	Participants

# with cath results
	
	
	

	TP (+cath+test)

FP (-cath+test)
	
	
	

	TN (-cath-test)

FN (-cath-test)
	
	
	


Subgroup:

	Data for Sens/Spec
	Women
	Men
	All

	Participants

# with cath results
	
	
	

	TP (+cath+test)

FP (-cath+test)
	
	
	

	TN (-cath-test)

FN (-cath-test)
	
	
	


Comments:
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Data Abstraction Form: Lipid Lowering

Reviewer_____________________________________________________________

First Author ___________________________________________________________

Study Number__________________________________________________________

Year of Publication_______________________________________________________

Directions:  Complete this form after completing the quality review form which assesses study eligibility.  Form does not need to be filled out on studies that are not eligible.

METHODS

Study Design


Randomized Clinical Trial     Y ___________

N___________________

Participants


Source (eg community, hospital) ________________________________


Inclusion criteria



Age range___________________________________________



Total cholesterol _________________________________



LDL cholesterol__________________________________



HDL cholesterol__________________________________



Known CHD?________________________________________



Other________________________________________________


Exclusion criteria



(eg cancer,  dementia)___________________________________

Primary/secondary prevention


Primary _____________________


Secondary ____________________


Mixed (if mixed, what is the % of each) ____________________________

Location (city, state, country) __________________________________________

Recruitment Start Date ___________________________________________

Intervention 


Drug



Name(s)____________________________________



Starting dose________________________________



Was the dose titratable?_________________________



Diet 



Type of diet(s)_______________________________





______________________________


Interventions common to control and intervention group

_________________________________________
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Outcomes

Primary outcome IF INDIVIDUAL 


Total mortality ______________________

CHD mortality ______________________

Non-fatal MI _______________________

Angina ____________________________

Revascularization ____________________

Cardiovascular death_________________

Stroke_____________________________

Other ______________________________

Primary  Composite Outcome(s)  MARK ALL THAT APPLY


Total mortality ______________________

CHD mortality ______________________

Non-fatal MI _______________________

Angina ____________________________

Revascularization ____________________

Cardiovascular death_________________

Stroke_____________________________

Other ______________________________

Secondary outcomes


Total mortality ______________________

CHD mortality ______________________

Non-fatal MI _______________________

Angina ____________________________

Revascularization ____________________

Cardiovascuar death__________________

Stroke_____________________________

Other (Individual) ______________________________

Other (Composite) ______________________________

Follow-up strategy and how often





Frequency

Patient examination/clinic visit




_________


Questionnaire






_________


Telephone contact





_________


Medical records






_________


Death registry






_________


Other____________________________



_________

Over what period of time were outcomes assessed (mean, range) 

Exact dates of follow-up__________________________

Mean length of follow-up_________________________

Follow up rate or percent__________________________

RESULTS

Participant Information

	
	Women
	Men

	Intervention
	
	

	Control
	
	

	Total number of patients
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Age

Average age intervention (I) ___________


Avg age I women ________


Average age I men___________

Average age placebo (P) ________________


Average age P women___________


Average age P men____________


Angina

	
	Total (%) 
	Women
	Men

	Intervention
	
	
	

	Control
	
	
	


Hypertension

	
	Total (%) 
	Women
	Men

	Intervention
	
	
	

	Control
	
	
	


Anti-hypertensives

	
	Total (%) 
	Women
	Men

	Intervention
	
	
	

	Control
	
	
	


Diabetes

	
	Total (%) 
	Women
	Men

	Intervention
	
	
	

	Control
	
	
	


Current smokers

	
	Total (%) 
	Women
	Men

	Intervention
	
	
	

	Control
	
	
	


Aspirin use

	
	Total (%) 
	Women
	Men

	Intervention
	
	
	

	Control
	
	
	


ACE inhibitor use

	
	Total (%) 
	Women
	Men

	Intervention
	
	
	

	Control
	
	
	


Beta blocker use

	
	Total (%) 
	Women
	Men

	Intervention
	
	
	

	Control
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Baseline Lipids 

	
	Total
	LDL
	HDL
	Triglycerides

	Intervention
	
	
	
	

	Control
	
	
	
	


Baseline Lipids in women

	
	Total
	LDL
	HDL
	Triglycerides

	Intervention
	
	
	
	

	Control
	
	
	
	


Outcomes

Follow-up Lipids 

	
	Total
	LDL
	HDL
	Triglycerides

	Intervention
	
	
	
	

	Control
	
	
	
	


Follow-up Lipids in women

	
	Total
	LDL
	HDL
	Triglycerides

	Intervention
	
	
	
	

	Control
	
	
	
	


All cause mortality

	OVERALL
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	WOMEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	MEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


Relative Risk________________

Relative risk in women_________

Absolute risk reduction__________

Absolute risk reduction in women__________

NNT________________
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CHD death

	OVERALL
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	WOMEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	MEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


Relative Risk________________

Relative risk in women_________

Absolute risk reduction__________

Absolute risk reduction in women__________

NNT________________

Nonfatal MI

	OVERALL
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	WOMEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	MEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


Relative Risk________________

Relative risk in women_________

Absolute risk reduction__________

Absolute risk reduction in women__________

NNT________________
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Angina

	OVERALL
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	WOMEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	MEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


Relative Risk________________

Relative risk in women_________

Absolute risk reduction__________

Absolute risk reduction in women__________

NNT________________

Revascularization

	OVERALL
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	WOMEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	MEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


Relative Risk________________

Relative risk in women_________

Absolute risk reduction__________

Absolute risk reduction in women__________

NNT________________

Cardiovascular death
	OVERALL
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
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	WOMEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	MEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


Relative Risk________________

Relative risk in women_________

Absolute risk reduction__________

Absolute risk reduction in women__________

NNT________________

Stroke

	OVERALL
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	WOMEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	MEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


Relative Risk________________

Relative risk in women_________

Absolute risk reduction__________

Absolute risk reduction in women__________

NNT________________

Other

	OVERALL
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	WOMEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
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	MEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


Relative Risk________________

Relative risk in women_________

Absolute risk reduction__________

Absolute risk reduction in women__________

NNT________________

Other

	OVERALL
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	WOMEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


	MEN
	Number of events
	Event rate (eg # per 1000 pt years) 
	Number at risk

	Intervention
	
	
	

	Control
	
	
	


Relative Risk________________

Relative risk in women_________

Absolute risk reduction__________

Absolute risk reduction in women__________

NNT________________

Adverse event(s)

LFT abnormality 



How defined_________________________________



Number (%) Intervention________________________



Number (%) Control____________________________

Liver failure



How defined_________________________________



Number (%) Intervention________________________



Number (%) Control____________________________

CK abnormality



How defined_________________________________



Number (%) Intervention________________________



Number (%) Control____________________________

Rhabdomyolysis



How defined_________________________________



Number (%) Intervention________________________



Number (%) Control____________________________
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Renal failure



How defined_________________________________



Number (%) Intervention________________________



Number (%) Control____________________________

Breast cancer



How defined_________________________________



Number (%) Intervention________________________



Number (%) Control____________________________

Other



How defined_________________________________



Number (%) Intervention________________________



Number (%) Control____________________________

Other



How defined_________________________________



Number (%) Intervention________________________



Number (%) Control____________________________
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Data Abstraction Form: Diabetes

Reviewer:  ____________________________
First Author:  __________________

Study #:  ______________________________
Year of Publication:  ____________

METHODS:

Study design:
_____  Prospective cohort study



_____  Retrospective cohort study



_____  Cross-sectional analysis 



_____  Case-Control study



_____  Randomized Clinical Trial, intervention type:  ________________

Study name (acronym):_____________________________________________________

Patient Population (clinic, survey, volunteers…): ________________________________

Location (City/State/Country):  ______________________________________________

Recruitment start date:  ____________________________________________________

Type of diabetics studied:  
_____  Type 1 (Insulin-Dependent DM)





_____  Type 2 (NIDDM)

Type 2 diabetes defined by (check all that apply):

_____  self-report

_____  use of diabetic medication

_____  medical record diagnosis

_____  Positive Oral Glucose Tolerance Test, cut-off:  ________________

_____  Elevated fasting Glucose, cut-off:  __________________________

_____  Elevated HbA1c or glycohemoglobin, cut-off:  ________________

_____  other:  

Outcomes:

Primary endpoint(s):

Secondary endpoints(s):

1.  






3.

2.






4.

Endpoint Definition:  (check all that apply)

· Coronary heart disease death defined by:

Cardiovascular disease death defined by:

_____  ICD-9 code 410-414



_____  ICD-9 code 400-459

_____  sudden CHD death



_____  physician documentation

_____  Other:  




_____  other:

· MI defined by:




Stroke death defined by:

_____  EKG changes




_____  ICD-9 code 430-438


_____  Enzyme levels consistent with MI

_____  physician documentation


_____  Other:





_____  Other:  

Follow-up strategy (Check all that apply):

_____  patient examination/clinic visit

_____  questionnaire returned

_____  telephone contact

_____  medical records search

_____  death registry

_____  other: 
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Within what period of time were outcomes assessed (mean, range):  _________________

Exact dates of follow-up:  ________________________________

Follow-up rate or percent:  ________________________________

RESULTS:

Participant Information:



	
	Women
	Men

	Number of (type 2) diabetics
	
	

	Number of nondiabetic patients
	
	

	Total number of patients
	
	

	Race:  (list all:  # with DM, # without DM)

·   
	
	

	Age (mean, range):          Diabetics

     Non-diabetics
	
	


· Are outcomes reported with crude numbers (y/n):

· Are outcomes adjusted by age alone (y/n)?

· Are outcomes adjusted for other variables (y/n)?

      List all variables:

Outcome:  Coronary heart disease death 


Race: ____________

	
	WOMEN
	MEN

	With Diabetes
	
	

	Without Diabetes 
	
	


Women:


Crude RR:  ____________________ 95% CI or p-value:  _________________________


Age-adjusted RR:  __________________  
“
         _________________________

Multiply-adjusted RR:  _______________ 
“
         _________________________

Men:

Crude RR:  ____________________ 95% CI or p-value:  _________________________

Age-adjusted RR: ___________________
“
         _________________________

Multiply-adjusted RR:  _______________
“
         _________________________

Outcome:  Non-fatal Myocardial Infarction 
	
	WOMEN
	MEN

	With Diabetes
	
	

	Without Diabetes 
	
	


Women:


Crude RR:  ____________________ 95% CI or p-value:  _________________________


Age-adjusted RR:  __________________  
“
         _________________________

Multiply-adjusted RR:  _______________ 
“
         _________________________

Men:

Crude RR:  ____________________ 95% CI or p-value:  _________________________

Age-adjusted RR: ___________________
“
         _________________________

Multiply-adjusted RR:  _______________
“
         _________________________
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Outcome: Cardiovascular Death  
	
	WOMEN
	MEN

	With Diabetes
	
	

	Without Diabetes 
	
	


Women:


Crude RR:  ____________________ 95% CI or p-value:  _________________________


Age-adjusted RR:  __________________  
“
         _________________________

Multiply-adjusted RR:  _______________ 
“
         _________________________

Men:

Crude RR:  ____________________ 95% CI or p-value:  _________________________

Age-adjusted RR: ___________________
“
         _________________________

Multiply-adjusted RR:  _______________
“
         _________________________
Outcome:  All-cause mortality  
	
	WOMEN
	MEN

	With Diabetes
	
	

	Without Diabetes 
	
	


Women:


Crude RR:  ____________________ 95% CI or p-value:  _________________________


Age-adjusted RR:  __________________  
“
         _________________________

Multiply-adjusted RR:  _______________ 
“
         _________________________

Men:

Crude RR:  ____________________ 95% CI or p-value:  _________________________

Age-adjusted RR: ___________________
“
         _________________________

Multiply-adjusted RR:  _______________
“
         _________________________

Other outcome: ______________________________________   

	
	WOMEN
	MEN

	With Diabetes
	
	

	Without Diabetes 
	
	


Women:


Crude RR:  ____________________ 95% CI or p-value:  _________________________


Age-adjusted RR:  __________________  
“
         _________________________

Multiply-adjusted RR:  _______________ 
“
         _________________________

Men:

Crude RR:  ____________________ 95% CI or p-value:  _________________________

Age-adjusted RR: ___________________
“
         _________________________

Multiply-adjusted RR:  _______________
“
         _________________________
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Other outcome: ______________________________________   

	
	WOMEN
	MEN

	With Diabetes
	
	

	Without Diabetes 
	
	


Women:


Crude RR:  ____________________ 95% CI or p-value:  _________________________


Age-adjusted RR:  __________________  
“
         _________________________

Multiply-adjusted RR:  _______________ 
“
         _________________________

Men:

Crude RR:  ____________________ 95% CI or p-value:  _________________________

Age-adjusted RR: ___________________
“
         _________________________

Multiply-adjusted RR:  _______________
“
         _________________________

If Race information is provided, enter each outcome with crude number and RR per race:

Race:  _________________________________________

Outcome:  ______________________________________

	
	WOMEN
	MEN

	With Diabetes
	
	

	Without DM
	
	


Women:




Men:

Age-adj RR(CI):  _____________________  Age-adj RR(CI): _______________________

Mult.-adj RR(CI): _____________________ Mult-adj RR(CI): _______________________

Race:  _________________________________________

Outcome:  ______________________________________

	
	WOMEN
	MEN

	With Diabetes
	
	

	Without DM
	
	


Women:




Men:

Age-adj RR(CI):  _____________________  Age-adj RR(CI): _______________________

Mult.-adj RR(CI): _____________________ Mult-adj RR(CI): _______________________

Race:  _________________________________________

Outcome:  ______________________________________

	
	WOMEN
	MEN

	With Diabetes
	
	

	Without DM
	
	


Women:




Men:

Age-adj RR(CI):  _____________________  Age-adj RR(CI): _______________________

Mult.-adj RR(CI): _____________________ Mult-adj RR(CI): _______________________

Race:  _________________________________________

Outcome:  ______________________________________

	
	WOMEN
	MEN

	With Diabetes
	
	

	Without DM
	
	


Women:




Men:

Age-adj RR(CI):  _____________________  Age-adj RR(CI): _______________________

Mult.-adj RR(CI): _____________________ Mult-adj RR(CI): _______________________
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