
Quality Assessment of Evaluations of Diagnostic Test Performance for ACI/AMI
Reviewer:   EB   PC   JI   CM   ________
Review date: ______________ UI:____________________

First author:_______________________
Title:____________________________________________

Journal: ________________________________________________________________
Year: ________

Test










Yes

 No
  1. Were the technicalities of the TEST adequately described?


4    3    2    1    0
  2. Were the TEST criteria of normality defined (positive/negative)?

4    3    2    1    0

Description of TEST ____________________________________________________________________
Definition of TEST (: ___________________________________________________________________
Reference Standard
  3. Was the Reference Standard stated?





Y

N
  4. Description of Reference Stnd? ________________________________________________________

      Definition of Reference Stnd (: ________________________________________________________

(Was the appropriate Reference Standard used?



4    3    2    1    0
  5. Were the Reference Standard criteria of normality defined?


4    3    2    1    0
Study Population
  6. Was the study population appropriate for evaluating ED use?


4    3    2    1    0
  7. Were individuals with and without disease included in the evaluation?
4    3    2    1    0
  8. Were the inclusion/exclusion criteria stated? 




4    3    2    1    0
  9. Was the patient selection process adequately described?


4    3    2    1    0

 10. Was a wide spectrum of diseased patients included?



4    3    2    1    0
 11. Were the characteristics of the patients adequately described?


4    3    2    1    0
 12. Was the source of the patients described?




4    3    2    1    0

 13. Were positive and negative test results verified equally?


4    3    2    1    0

 14. If not, was there random sampling of individuals with negative tests 

4    3    2    1    0

for verification?

Performance of tests and Interpretation of test results
 15. Were tests being directly compared (TEST vs. Reference Standard)?

Y

N
 16. Was the TEST repeated blindly and randomly?



Y

N

 17. If appropriate, was order of tests (TEST / Ref. Standard) randomized?
Y

N
n.a.
 18. Regarding the interpretation of the TEST:

      a. Was the interpreter blinded to the results of the Reference Standard?
Y

N
      b. Was the interpreter blinded to clinical information?



Y

N
      c. Was blinded interpretation of TEST performed in duplicate?

Y

N
 19. Regarding the interpretation of Reference Standard:

      a. Was the interpreter blinded to the result of the TEST?


Y

N

      b. Was the interpreter blinded to clinical information?



Y

N
      c. Was blinded interpretation of Ref. Standard performed in duplicate?
Y

N

Statistical Analysis and Reporting
 20. Were the data reported in sufficient detail so that the reported 

4    3    2    1    0
results may be replicated (and meta-analysis performed)?

 21. Adequate description of patients excluded from all analyses 


4    3    2    1    0
(drop-outs, protocol non-compliance, etc)?

 22. Were the sensitivity and specificity of the TEST reported?


Y

N
 23. Was the TEST precision (confidence interval, SE) reported?


Y

N
 24. If appropriate, were different criteria used to establish an ROC curve?
Y

N
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Study Population









Yes

No

  1. Was the study population appropriate for evaluating the ED use?


4    3    2    1    0
  2. Were individuals with and without disease included in the evaluation?

4    3    2    1    0
  3. Were the inclusion/exclusion criteria stated? 





4    3    2    1    0
  4. Was the patient selection process adequately described?



4    3    2    1    0
  5. Was a wide spectrum of diseased patients included?




4    3    2    1    0
  6. Were the characteristics of the patients adequately described?



4    3    2    1    0
  7. Adequate description of eligible but not enrolled patients?



4    3    2    1    0
Randomization
  8. Method of the randomization?



Central
Envelope
Other
Unknown

  9. Adequate blinding of randomization?






4    3    2    1    0
 10. Was randomization achieved (balanced groups)?




4    3    2    1    0
Tests compared
 11. Were the tests being compared adequately described?




4    3    2    1    0
 12. 
a. Could the test assignment be blinded to the patient?



4    3    2    1    0
 
b. If blindable, were the test assignments blinded?




4    3    2    1    0
 13. 
a. Could the test assignment be blinded to the observer?



4    3    2    1    0
 
b. If blindable, were the test assignments blinded?




4    3    2    1    0
 14. Did both tests receive the same clinical information in interpretation the results?
4    3    2    1    0
 15. If test assignments were unblinded, were patients treated equivalently for the 


same test diagnosis?








4    3    2    1    0
 16. Was a test for differences in treatment pattern between test group performed?
4    3    2    1    0
Outcomes
 17. Were all relevant outcomes reported?






4    3    2    1   0
 18. Were the outcome measures clearly defined?





4    3    2    1   0
 19. Was the observer blinded to the interim results?




4    3    2    1   0
Statistical Analysis and Reporting
 20. Was there a priori estimation of sample size?





Y

N
 21. Was the analysis based on intention-to-treat?





Y

N
 22. Was there adequate reporting of compliance?





4    3    2    1  0
 23. Was a stopping rule defined?







Y

N
 24. Were statistical analyses appropriate?






4    3    2        0
 25. Were exact P values or confidence intervals reported?




Y

N
 26. Were post hoc power calculations or confidence intervals reported for 

Y

N
non-significant results?

 27. Were the data reported in sufficient details so that the results



4    3    2    1  0
may be replicated (and meta-analysis performed)?

 28. Adequate description of patients excluded from all analyses



4    3    2    1  0
 
(drop-outs, protocol non-compliance, etc)?
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