REVIEW ON HIGH CLOPIDOGREL LOADING – ACUTE CORONARY SYNDROMES GROUP

CASE STUDY FORM – ACUTE CORONARY SYNDROMES GROUP

ONLY DATA CONCERNING PATIENTS WITH ACUTE CORONARY SYNDROMES (BOTH 

ST-ELEVATION AND NON-ST-ELEVATION) SHOULD BE ENTERED IN THIS FORM
^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^
ABBREVIATIONS

BMS

bare-metal stent
DES

drug-eluting stent
GPIIb/IIIa
glycoprotein IIb/IIIa inhibitors
MACE

cardiac death, non-fatal myocardial infarction (both Q and non-Q) or urgent target vessel revascularization

MI

myocardial infarction (including both Q-wave and non-Q-wave [the latter defined as CK-MB mass>3 times the upper limit of normal in at least 2 samples])
Pts

patients

uTVR

urgent target vessel revascularization

^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^
A1. Total number of Pts enrolled in 300 mg loading clopidogrel group: ………………

A2. Total number of Pts enrolled in 450 mg loading clopidogrel group (if applicable): ………………

A3. Total number of Pts enrolled in 600 mg loading clopidogrel group (if applicable): ………………

A4. Total number of Pts enrolled in 900 mg loading clopidogrel group (if applicable): ………………

^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^

B1. Randomized treatment allocation (yes/no): ………………
B2. Means to conceal random allocation (if applicable): ………………
^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^

C1. Number of Pts in 300 mg group with in-hospital cardiac death or non-fatal MI: ………………
C2. Number of Pts in 450 mg group with in-hospital cardiac death or non-fatal MI: ………………
C3. Number of Pts in 600 mg group with in-hospital cardiac death or non-fatal MI: ………………
C4. Number of Pts in 900 mg group with in-hospital cardiac death or non-fatal MI: ………………
C5. Number of Pts in 300 mg group with in-hospital cardiac death: ………………
C6. Number of Pts in 450 mg group with in-hospital cardiac death: ………………
C7. Number of Pts in 600 mg group with in-hospital cardiac death: ………………
C8. Number of Pts in 900 mg group with in-hospital cardiac death: ………………
C9. Number of Pts in 300 mg group with in-hospital fatal or non-fatal MI: ………………
C10. Number of Pts in 450 mg group with in-hospital fatal or non-fatal MI: ………………
C11. Number of Pts in 600 mg group with in-hospital fatal or non-fatal MI: ………………
C12. Number of Pts in 900 mg group with in-hospital fatal or non-fatal MI: ………………
C13. Number of Pts in 300 mg group with in-hospital stent thrombosis: ………………
C14. Number of Pts in 450 mg group with in-hospital stent thrombosis: ………………
C15. Number of Pts in 600 mg group with in-hospital stent thrombosis: ………………
C16. Number of Pts in 900 mg group with in-hospital stent thrombosis: ………………
C17. Number of Pts in 300 mg group with in-hospital major TIMI bleeding: ………………
C18. Number of Pts in 450 mg group with in-hospital major TIMI bleeding: ………………
C19. Number of Pts in 600 mg group with in-hospital major TIMI bleeding: ………………
C20. Number of Pts in 900 mg group with in-hospital major TIMI bleeding: ………………
C21. Number of Pts in 300 mg group with in-hospital minor TIMI bleeding: ………………
C22. Number of Pts in 450 mg group with in-hospital minor TIMI bleeding: ………………
C23. Number of Pts in 600 mg group with in-hospital minor TIMI bleeding: ………………
C24. Number of Pts in 900 mg group with in-hospital minor TIMI bleeding: ………………
^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^
ONE-MONTH EVENTS (INCLUSIVE OF IN-HOSPITAL EVENTS)

D1. Number of Pts in 300 mg group with 1-month MACE: ………………
D2. Number of Pts in 450 mg group with 1-month MACE: ………………
D3. Number of Pts in 600 mg group with 1-month MACE: ………………
D4. Number of Pts in 900 mg group with 1-month MACE: ………………
D5. Number of Pts in 300 mg group with 1-month cardiac death or non-fatal MI: ………………
D6. Number of Pts in 450 mg group with 1-month cardiac death or non-fatal MI: ………………
D7. Number of Pts in 600 mg group with 1-month cardiac death or non-fatal MI: ………………
D8. Number of Pts in 900 mg group with 1-month cardiac death or non-fatal MI: ………………
D8. Number of Pts in 300 mg group with 1-month cardiac death: ………………
D9. Number of Pts in 450 mg group with 1-month cardiac death: ………………
D10. Number of Pts in 600 mg group with 1-month cardiac death: ………………
D11. Number of Pts in 900 mg group with 1-month cardiac death: ………………
D12. Number of Pts in 300 mg group with 1-month fatal or non-fatal MI: ………………
D13. Number of Pts in 450 mg group with 1-month fatal or non-fatal MI: ………………
D14. Number of Pts in 600 mg group with 1-month fatal or non-fatal MI: ………………
D15. Number of Pts in 900 mg group with 1-month fatal or non-fatal MI: ………………
D12. Number of Pts in 300 mg group with 1-month stent thrombosis: ………………
D13. Number of Pts in 450 mg group with 1-month stent thrombosis: ………………
D14. Number of Pts in 600 mg group with 1-month stent thrombosis: ………………
D15. Number of Pts in 900 mg group with 1-month stent thrombosis: ………………
D12. Number of Pts in 300 mg group with 1-month uTVR: ………………
D13. Number of Pts in 450 mg group with 1-month uTVR: ………………
D14. Number of Pts in 600 mg group with 1-month uTVR: ………………
D15. Number of Pts in 900 mg group with 1-month uTVR: ………………
^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^
E1. Number of Pts in 300 mg group completing 1-month follow-up (including Pts with events): ………………
E2. Number of Pts in 450 mg group completing 1-month follow-up (including Pts with events): ………………
E3. Number of Pts in 600 mg group completing 1-month follow-up (including Pts with events): ………………
E4. Number of Pts in 900 mg group completing 1-month follow-up (including Pts with events): ………………
^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^

In case multivariable adjusted comparison of 300 mg vs 600 mg clopidogrel loading was performed (eg propensity, logistic regression or Cox hazard analyses), please complete also the following:
F1. Which type of statistics was computed at multivariable analysis to compare the rate of in-hospital cardiac death or non-fatal MI for 300 mg vs 600 mg clopidogrel loading (eg odds ratio [OR], hazard ratio [HR], or relative risk [RR]): ………………
F2. Please provide summary estimate (95% confidence interval) for statistics at F1 (eg OR 0.56 [0.14-0.78]) comparing 300 mg vs 600 mg clopidogrel loading: ………………
F3. Which type of statistics was computed at multivariable analysis to compare the rate of one-month MACE at time B1 for 300 mg vs 600 mg clopidogrel loading (eg odds ratio, hazard ratio, or relative risk): ………………
F4. Please provide summary estimate (95% confidence interval) for statistics at F3 (eg OR 0.56 [0.14-0.78]) comparing 300 mg vs 600 mg clopidogrel loading: ………………
^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^

N.B.
ALL REPORTED STATISTICS FROM RANDOMIZED TRIALS SHOULD BE BASED ON THE INTENTION TO TREAT PRICIPLE
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