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ABBREVIATIONS, ACRONYMS, AND DEFINITIONS
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2.3.1 Treatment Groups
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2.3.2 Randomization and Method of Treatment Assignment 

2.3.3 Blinding
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2.5.1 Primary Efficacy Endpoint

2.5.2 Secondary Efficacy Endpoints
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2.5.3 Exploratory Efficacy Endpoints 



Protocol: Statistical Analysis Plan
Spectral Diagnostics, Inc. Page 19

20160404_SDI_NA001_SAP_Version 7 0_clean.docx Confidential

o
o
o
o
o
o

o

o



Protocol: Statistical Analysis Plan
Spectral Diagnostics, Inc. Page 20

20160404_SDI_NA001_SAP_Version 7 0_clean.docx Confidential

3.1 Original Sample Size Determination, Statistical Power, And Significance Level
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3.2 Sample Size Recommendation Post Efficacy Interim Analysis 

3.3 Sample Size Recommendation per FDA comments
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7.9.1 Age

7.9.2 Treatment Duration
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7.9.3 Time to Any Event

7.9.4 Change in Endotoxin Level

Changes in Cumulative Vasopressor Index (CVI)

Change in Mean Arterial Pressure (MAP)

Change in Renal Function as Assessed by Serum Creatinine

Change in Renal Function as Assessed by Urinary Output
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Change in Renal Function as Assessed by AKIN Score

7.9.10 Change in Organ Function as Assessed by the Multiple Organ 
Dysfunction Score (MODS)

7.9.11 Calculation of the PaO2:FiO2 Ratio

7.9.12 Change in Respiratory Function as Assessed by the PaO2:FiO2 Ratio

7.9.13 Change in Hepatic Function as Assessed by Total Bilirubin
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7.9.14 Change in Hematologic Function as Assessed by Platelet Counts

7.9.15 Body Temperature 



Protocol: Statistical Analysis Plan
Spectral Diagnostics, Inc. Page 36

20160404_SDI_NA001_SAP_Version 7 0_clean.docx Confidential

o

o

o
o

9.1.1 Subject Disposition and Withdrawals
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9.1.2 Protocol Deviations

9.1.3 Demographics 

9.1.4 Baseline Characteristics
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9.1.5 Prior and Concomitant Medications

9.1.6 Surgical and Concomitant Treatments

9.1.7 Vasopressor Use

9.1.8 Treatment Exposure

9.1.9 Accountability
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9.2.1 Primary Endpoint

9.2.2 Secondary Endpoints
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9.2.2.1 Survival Time from Baseline to Death within 28 Days

9.2.2.2 Change in Organ Dysfunction from Baseline to 72 hours (Day 3) as 
Assessed by the total Multiple Organ Dysfunction Score (MODS)
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9.2.2.3 Change from Baseline to Day 3 in Mean Arterial Pressure (MAP)

9.2.2.4 Change in Renal Function from Baseline to 72 hours (Day 3), as Assessed 
by Urinary Output
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9.2.2.5 Change in Renal Function from Baseline to 72 hours (Day 3), as Assessed 
by Serum Creatinine Values

9.3.1 Adverse Events (AEs)

i.e.,
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9.3.2 Vital signs

9.3.3 Clinical Laboratory Evaluations

9.3.3.1 Laboratory Values over Time
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9.3.3.2 Individual Subject Changes (Shift Tables)

9.3.3.3 Clinically Significant Abnormalities

9.3.4 Electrocardiogram (ECGs)

9.3.4.1 ECG Values over Time

9.3.4.2 Individual Subject Changes (Shift Tables)

9.3.4.3 Clinically Significant Abnormalities

9.3.5 Physical Examination 
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9.3.6 Overall morbidity, plus mortality 

9.3.7 Infection Summary

9.3.8 Microbiology culture results

9.4.1 Change in Respiratory Function from Baseline to 72 hours (Day 3), as assessed 
by the pO2/FiO2 Ratio
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9.4.2 Change in Hepatic Function from Baseline to 72 hours (Day 3), as assessed by 
Total Bilirubin Values

9.4.3 Change in Hematologic Function from Baseline to 72 hours (Day 3), as assessed 
by Platelet Counts

9.4.4 Change in Kidney Function from Baseline to 72 hours (Day 3), as assessed by 
the Composite Acute Kidney Injury (AKI) Score

9.4.5 Changes in Cumulative Vasopressor Index (CVI) from baseline to 72 hours 
(Day 3) 
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9.4.6 Comparison of the Number of Days Alive and Free of the Following from Day 0 
through Day 28:  Renal Replacement Therapy, Mechanical Ventilation, and 
Vasopressor Use 

9.4.7 Comparison of the Number of Days Spent in the Hospital by Subjects in each 
Group for Survivors to Day 28

9.4.8 Comparison of the Number of Days Spent in the Hospital by Subjects in each 
Group for Survivors to Day 90, Month 6 and Month 12

9.4.9 Changes in Endotoxin Levels from Completion of 2nd Treatment through 12 
hours after Completion of Treatment and from Completion of Treatment 
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through Day 7

9.4.10 Exploratory Analyses of Study Population Subsets

9.4.11 Survival Time from Baseline to Death within 90 Day, 6 Months, and 12 Months 

9.4.12 Mortality at 90 Days, 6 Months, and 12 Months 
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