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¢ FRISCH
\ Deftinitionof Day 1

The question relates to when one should start to count events.

*Time of Admission

*T1me of Randomization
*End of Acute Treatment Period
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FRISC II

Efficacy Assessment Period

*Include Acute Treatment Phase
*Exclude Acute Treatment Phase
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FRISCII

General Analysis Issues

*Survival Analysis or Mantel-Haenzel
*Homogeneity Assumptions

*Multiple Comparisons

*Duration of Blinding

*Imputation of Missing Values
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- FRISCII
Imputing Events for ITT Analysis

1. Patient has Month 3 Visit. |
2. Patient Misses Month 3 Visit, but is seen later.

3. Patient Discontinues (without endpoint) prior to
Month 3 Visit, but is seen later.

4. Patient Discontinues (without endpoint) prior to
Month 3 Visit, and is never seen again.
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Time to First Event to the Triple Composite Endpoint
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Pediatric Page Printout for KAREN OLIVER Page 1 of 1
PEDIATRIC PAGE
(Complete for all original application and all efficacy supplements)
NOABLA 0287 Trade Name: FRAGMIN (DALTEPARIN SODIUM)
nupplement |, Neneric b ALTEPARIN SODIUM
Supplement R
Type: SEl  Dosage Form: INJ
Treatment of unstable angina and non-Q-wave myocardial
ﬁstgig:itory AP f:gﬂ ?ni?:m infarction for the prevention of ischemic complications in
’ " patients on concurrent aspirin therapy.

ARE THERE PEDIATRIC STUDIES IN THIS SUBMISSION ?
NO, No waiver and no pediatric data

What are the INTENDED Pediatric Age Groups for this submission?

NeoNates (0-30 Days ) Children (25 Months-12 years)
Infants (1-24 Months) Adolescents (13-16 Years)

Label Adequacy Does Not Apply
Formulation Status
Studies Needed
Study Status

APPEARS THIS WAY ON ORIGINAL
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