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Summary of Changes (Amendment V2.0 to Amendment V3.0)

Section Revision

as well as 

For all secondary 
endpoint analyses in DB1 for the FAS1, 
subjects who have predose pain level = 
mild (Grade 1) or none (Grade 0) will 
also be excluded. For all secondary 
endpoint analyses in DB2 for the FAS2, 
subjects who have predose pain level = 
none (Grade 0) will also be excluded.
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PURPOSE

2.1. RESPONSIBILITIES

. 

2.2. TIMINGS OF ANALYSES
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3.3. BRIEF DESCRIPTION
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Figure 1 Overall Study Design

3.4. SUBJECT SELECTION

3.4.1. Inclusion Criteria
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3.4.2. Exclusion Criteria

o
o

o

o
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3.4.3. Additional Exclusion Criteria Clarification for SBP/DBP and QTcF
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3.5. DETERMINATION OF SAMPLE SIZE
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3.6. TREATMENT ASSIGNMENT & BLINDING

3.7. ADMINISTRATION OF STUDY DRUG
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3.8. STUDY PROCEDURES AND FLOWCHART
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Table 1 Schedule of Assessments
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Table 2 eDiary Assessments
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ENDPOINTS

4.1. CO-PRIMARY ENDPOINTS 

4.2. SECONDARY ENDPOINTS



Statistical Analysis Plan Dr. Reddy’s Laboratories, Ltd.
Protocol #DFN-15-CD-006

Amendment V3.0



Statistical Analysis Plan Dr. Reddy’s Laboratories, Ltd.
Protocol #DFN-15-CD-006

Amendment V3.0

ANALYSIS SETS

5.1. SCREENED SET

5.2. RANDOMIZED SET

5.3. SAFETY SET 

. 

5.4. FULL ANALYSIS SET 

5.5. PER PROTOCOL SET 
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5.6. PROTOCOL DEVIATIONS
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GENERAL ASPECTS FOR STATISTICAL ANALYSIS

6.1. GENERAL METHODS

6.1.1. Summary Statistics
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6.1.2. Reporting Precision

Table 3 Reporting Precision

Statistics Degree of Precision

6.2. KEY DEFINITIONS

6.2.1. Baseline 

6.2.2. First Dose Date
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6.2.3. Study Day

6.2.4. Treatment Day

6.2.5. Treatment Emergent Adverse Events

6.3. MISSING DATA
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6.4. VISIT WINDOWS

6.5. POOLING OF CENTERS 

6.6. SUBGROUPS
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DEMOGRAPHIC, OTHER BASELINE CHARACTERISTICS AND
MEDICATION

7.1. SUBJECT DISPOSITION AND WITHDRAWALS
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7.2. DEMOGRAPHIC AND OTHER BASELINE CHARACTERISTICS

7.3. MIGRAINE HISTORY

7.4. MEDICAL HISTORY AND CONCOMITANT DISEASES

7.5. MEDICATION

7.5.1. Study Drug Accountability
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7.5.2. Prior and Concomitant Medications 
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EFFICACY

8.1. CO-PRIMARY EFFICACY ENDPOINTS AND ANALYSES 

8.1.1. Primary Analyses of the Co-Primary Endpoints 
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8.1.2. Sensitivity Analyses of the Co-Primary Endpoints 

8.1.3. Supplemental Analyses of the Absence of Screening MBS

8.2. SECONDARY ENDPOINTS AND ANALYSES
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8.2.1. TEAEs

8.2.2. Freedom from Nausea, Photophobia, and Phonophobia Postdose 

8.2.3. Time to Pain Relief and Pain Freedom Postdose

Time to Meaningful Headache Pain Relief Postdose

Time to Headache Pain Freedom Postdose
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8.2.4. Headache Pain Relief Postdose

  

8.2.5. Headache Pain Freedom Postdose

8.2.6. Absence of MBS Postdose 

8.2.7. Change in Functional Disability Score Postdose
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8.2.8. Headache Pain Freedom Among Subjects with Cutaneous Allodynia 

8.2.9. Headache Pain Freedom Among BMI Categories

8.2.10. Headache Pain Recurrence Postdose

8.2.11. Sustained Headache Pain Relief Postdose
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8.2.12. Sustained Headache Pain Freedom Postdose

8.2.13. Use of Rescue Medication Postdose

8.2.14. Subject-Rated Treatment Satisfaction Postdose
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8.2.15. Subject-Rated Treatment Satisfaction at 24 Hours Postdose – PPMQ-R 
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8.3. EXPLORATORY ANALYSES

8.4. SUBGROUP ANALYSES
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SAFETY

. 

9.1. EXTENT OF EXPOSURE AND COMPLIANCE WITH STUDY DRUG

9.2. RESCUE MEDICATIONS 
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9.3. ADVERSE EVENTS
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9.4. LABORATORY EVALUATIONS

9.5. VITAL SIGNS 
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9.6. TWELVE-LEAD ECG 

9.7. PHYSICAL EXAMINATION

9.8. SUICIDALITY CHECK
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INTERIM ANALYSES
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CHANGE FROM ANALYSIS PLANNED IN PROTOCOL

o

o

o

o
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PROGRAMMING CONSIDERATIONS

13.1. GENERAL CONSIDERATIONS

13.2. TABLE, LISTING, AND FIGURE FORMAT

13.2.1. General 
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13.2.2. Headers 

13.2.3. Display Titles 

13.2.4. Column Headers
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13.2.5. Body of the Data Display

General Conventions

Table Conventions
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Listing Conventions

Figure Conventions

13.2.6. Footnotes
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QUALITY CONTROL
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INDEX OF TABLES
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