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Table 14.1.1 
Protocol Deviations 

(Safety Analysis Set) 

 

Protocol Deviation 

   Deviation Criticality 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

n(%)[E] 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%)[E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%)[E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%)[E] 

Oliceridine 
>36 mg 
N=XXX 
n(%)[E] 

All Treated 
Patients 
N=XXX 
n(%)[E] 

       

Number of Patients with 
a Protocol Deviation 

xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Minor  xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Major xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

       

Procedure Window xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Minor  xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Major xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

       

Inclusion/Exclusion 
Criteria 

xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] 

 

xxx (xxx.x)[E] 

 

  Minor  xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Major xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

       

Unapproved Medication xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Minor  xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Major xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

       

Missed Procedure xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Minor  xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Major xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

       

Note: E = Number of deviation events. 
      Percentages are based on the number of patients in each cumulative dose group. 
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Table 14.1.1(Continued) 
Protocol Deviations 

(Safety Analysis Set) 

 

Protocol Deviation 

   Deviation Criticality 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

n(%)[E] 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%)[E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%)[E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%)[E] 

Oliceridine 
>36 mg 
N=XXX 
n(%)[E] 

All Treated 
Patients 
N=XXX 
n(%)[E] 

       

Informed Consent xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Minor  xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Major xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

       

Incorrectly Performed 
Procedure 

xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Minor  xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

  Major xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E] xxx (xxx.x)[E]     xxx (xxx.x)[E] xxx (xxx.x)[E] 

       

       

Note: E = Number of deviation events. 
      Percentages are based on the number of patients in each cumulative dose group. 
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Table 14.1.2.1 
Patient Populations 

(Enrolled Analysis Set) 
 

 

Population 

  

  

All Enrolled Patients 

N=XXX 

n(%) 
 

  

      

Enrolled Analysis Set   xxx (xxx.x)   

      

Safety Analysis Set   xxx (xxx.x)   

      

Efficacy Analysis Set   xxx (xxx.x)   

      

 Note: Percentages based on the total number of enrolled patients. 
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Table 14.1.2.2 

Summary of Safety Analysis Set  

(Safety Analysis Set) 
 

Population 

   Site Number 

 

 

Oliceridine 
<= 4 mg 
N=XXX 
n(%) 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) 

Oliceridine 
>36 mg 
N=XXX 
n(%) 

All Treated 
Patients 
N=XXX 
n(%) 

      

Safety Analysis Set xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Site 1 xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Site 2 xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   ...       

      

      

Note: Percentages are based on the number of patients in each cumulative dose group. 
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Table 14.1.2.3 
Summary of Reasons for Screen Failure  

(Enrolled Analysis Set) 

 

Parameter 

  

   

 

All Enrolled Patients 

N=XXX 

n(%) 

 

  

       

Number of Screen Failure Patients    xxx (xxx.x)   

       

   Number of Patients with Inclusion Criteria not Met     xxx (xxx.x)   

      Number of Patients not Meeting NPRS of >= 4      xxx (xxx.x)   

      Number of Patients not Meeting Other Inclusion Criteria    xxx (xxx.x)   

       

   Number of Patients with Exclusion Criteria Met    xxx (xxx.x)   
       
   Missing    xxx (xxx.x)   
       
       
Note: Percentages based on the total number of enrolled patients. 
      Patients may fail screening for more than one reason. 
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Table 14.1.3  
Summary of Reasons for Receiving Oliceridine 

(Safety Analysis Set) 

 
 

 

Initial Setting 

   Specialty 

      ICD-10 Category 

 

 

Oliceridine 
<= 4 mg 
N=XXX 
n(%) 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) 

Oliceridine 
>36 mg 
N=XXX 
n(%) 

All Treated 
Patients 
N=XXX 
n(%) 

 
Surgical xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   <Specialty 1> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
      <ICD-10 Category> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
      ...  xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   <Specialty 2> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
Medical xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   <Specialty 1> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
      <ICD-10 Category> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
      ...  xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   <Specialty 2> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
ED       
   <Specialty 1> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
      <ICD-10 Category> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
      ...  xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   <Specialty 2> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
Note: Percentages are based on the number of patients in each cumulative dose group. 
      Patient are only counted in the category if finding is the reason for patient’s participation in the study. 
 
 
 
Programmers Note: Sort by initial setting (Surg, Med then ED) and by decreasing frequency(all treated patients column) of ICD-10 category.  
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Table 14.1.4   
Medical History by Body System and Medical Condition 

(Safety Analysis Set) 

 

Body System 
   Medical Condition 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

n (%) 
 

Oliceridine 
>4 to 8 mg 

N=XXX 

n (%) 

Oliceridine 
>8 to 16 mg 

N=XXX 

n (%) 

Oliceridine 
>16 to 36 mg 

N=XXX 

n (%) 

Oliceridine 
>36 mg 
N=XXX 
n (%) 

All Treated 
Patients 
N=XXX 
n (%) 

       

Number of Patients with at Least 1 
Medical History 

xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       

<Body System 1>       

   <Condition 1> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   <Condition n> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       

<Body System 2>       

   <Condition 1> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   <Condition n> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

...       

       
Note: All medical history events were coded using MedDRA version 19.0. 
      Percentages are based on the number of patients in each cumulative dose group. 
      Patients are counted once within each body system and condition within each cumulative dose group. 
 

 
Programmer’s Note: Order System Organ Class alphabetically and preferred term alphabetically within each SOC. If SOC wraps to a new page, it shoud be 
repeated in each page. Sort UNCODED as fist SOC. 
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Table 14.1.5 
Summary of Patient Disposition 

(Safety Analysis Set) 

 

Disposition 

 

Oliceridine 
<= 4 mg 
N=XXX 
n(%) 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) 

Oliceridine 
>36 mg 
N=XXX 
n(%) 

All Treated 
Patients 
N=XXX 
n(%) 

       

Number of Patients That Completed 
the Study [a] 
 

xxx (xxx.x) 
 
 

xxx (xxx.x) 
 
 

xxx (xxx.x) 
 
 

xxx (xxx.x) 
 
 

xxx (xxx.x) 
 
 

xxx (xxx.x) 
 
 

Number of Patients That 
Discontinued Early from Study 
 

xxx (xxx.x) 
 

xxx (xxx.x) 
 

xxx (xxx.x) 
 

xxx (xxx.x) 
 

xxx (xxx.x) 
 

xxx (xxx.x) 
 

Reason for Early Discontinuation 
from Study  

      

   ADVERSE EVENT xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   LACK OF EFFICACY xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   LOST TO FOLLOW-UP xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   . . . xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
Study Window of Early  
Discontinuation [b]  

      

   <T30 Minutes> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   <T2  Hours> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   <T96 Hours> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
Note: Percentages are based on the number of patients in each cumulative dose group. 
[a] Because the duration of treatment for each patient in this study will be determined by the clinical need for    
    parenteral opioid therapy, a patient will be considered to be a completer if no early termination reason is  
    indicated.            
[b] Study window is defined as the date and time of termination – date and time of the first dose of oliceridine. See  
    section 6.2.3 of the SAP for windowed time point intervals. 
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Table 14.1.6 
Demographic and Baseline Characteristics 

(Safety Analysis Set) 

 

 

 

Characteristic 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

       

Initial Setting, n(%)       

   Surgical xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   Medical xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   Emergency Department xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   Missing xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       

Gender, n(%)       

   Male xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   Female xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   Missing xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       
Age (Years)       
   N xxx xxx xxx xxx xxx xxx 
   Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
   Median xx.x xx.x xx.x xx.x xx.x xx.x 
   Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
   Missing xxx xxx xxx xxx xxx xxx 
       
Age Group 1 (Years), n(%)       
   < Median xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   >= Median xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Missing xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
Note: Percentages are based on the total number of non-missing values in each cumulative dose group. 
[a] Extensive Metabolizer = Normal functional levels of CYP2D6 in the liver. Poor Metabolizer = Low functional levels of 
    CYP2D6 in the liver. 
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Table 14.1.6 (continued) 
Demographic and Baseline Characteristics 

(Safety Analysis Set) 

 

 

 

Characteristic 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

       

Age Group 2 (Years), n(%)       
   < 65 xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   >= 65 to < 75 xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   >= 75 xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Missing xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       

Race, n(%)       
   <Race 1> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   <Race n> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Missing xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       

Race Group, n(%)       
   White xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Non-White xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Missing xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
Ethnicity, n(%)       
   <Ethnicity 1> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   <Ethnicity n> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Missing xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
CYP2D6 Metabolizer Status [a], n(%)       
   Extensive Metabolizer xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Poor Metabolizer xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Missing xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
Note: Percentages are based on the total number of non-missing values in each cumulative dose group. 
[a] Extensive Metabolizer = Normal functional levels of CYP2D6 in the liver. Poor Metabolizer = Low functional levels of 
    CYP2D6 in the liver. 
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Table 14.1.6 (continued) 
Demographic and Baseline Characteristics 

 (Safety Analysis Set) 

 

 

 

Characteristic 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

       

Height (cm)       
   N xxx xxx xxx xxx xxx Xxx 
   Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
   Median xx.x xx.x xx.x xx.x xx.x xx.x 
   Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
   Missing xxx xxx xxx xxx xxx Xxx 
       
Weight (kg)       
   N xxx xxx xxx xxx xxx Xxx 
   Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
   Median xx.x xx.x xx.x xx.x xx.x xx.x 
   Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
   Missing xxx xxx xxx xxx xxx Xxx 
       
BMI (kg/m**2)       
   N xxx xxx xxx xxx xxx Xxx 
   Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
   Median xx.x xx.x xx.x xx.x xx.x xx.x 
   Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
   Missing xxx xxx xxx xxx xxx Xxx 
       
BMI Group (kg/m**2), n(%)       
   < 25 xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   >= 25  xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   Missing xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
Note: Percentages are based on the total number of non-missing values in each cumulative dose group. 
[a] Extensive Metabolizer = Normal functional levels of CYP2D6 in the liver. Poor Metabolizer = Low functional levels of 
    CYP2D6 in the liver. 
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Table 14.1.6 (continued) 
Demographic and Baseline Characteristics 

 (Safety Analysis Set) 

 

 

 

Characteristic 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

       

Baseline Pain Intensity       
   N xxx xxx xxx xxx xxx Xxx 
   Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
   Median xx.x xx.x xx.x xx.x xx.x xx.x 
   Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
   Missing xxx xxx xxx xxx xxx Xxx 
       
Note: Percentages are based on the total number of non-missing values in each cumulative dose group. 
[a] Extensive Metabolizer = Normal functional levels of CYP2D6 in the liver. Poor Metabolizer = Low functional levels of 
    CYP2D6 in the liver. 
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Table 14.1.7 
Summary of Prior Medications by Drug Class and Medication 

(Safety Analysis Set) 

 

 

 

Drug Class 

   Preferred Name[a] 

 

 

Oliceridine 
<= 4 mg 
N=XXX 
n(%) 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) 

Oliceridine 
>36 mg 
N=XXX 
n(%) 

All Treated 
Patients 
N=XXX 
n(%) 

       

Number of Patients Receiving 
a Prior Medication 

xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       

<Class 1> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   <Preferred 1> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   <Preferred n> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       

...       

       

<Class n> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   <Preferred 1> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

   <Preferred n> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       
Note: Percentages are based on the number of patients in each cumulative dose group. 
      Patients are counted once within each drug class and preferred name within each cumulative dose group. 
[a] All medications were coded using WHO DRUG version Mar 1 2016. 
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Table 14.1.8 
Summary of Concomitant Medications by Drug Class and Medication 

(Safety Analysis Set) 

 

 

 

Drug Class 

   Preferred Name[a] 

 

 

Oliceridine 
<= 4 mg 
N=XXX 
n(%) 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) 

Oliceridine 
>36 mg 
N=XXX 
n(%) 

All Treated 
Patients 
N=XXX 
n(%) 

       

Number of Patients Receiving 
a Concomitant Medication 

xxx (xxx.x) xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  

       

<Class 1> xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

  <Preferred 1> xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

   ... xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

   <Preferred n> xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

       

... xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

       

<Class n> xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

   <Preferred 1> xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

   ... xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

   <Preferred n> xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

       
Note: Percentages are based on the number of patients in each cumulative dose group. 
      Patients are counted once within each drug class and preferred name within each cumulative dose group. 
[a] All medications were coded using WHO DRUG version Mar 1 2016. 
 

 
 
 
 
 
 
 
 

DocuSign Envelope ID: E03C02F0-13F7-44F4-9637-A8858ECEA7AB



Trevena, Inc.                                                                                              CONFIDENTIAL 
Protocol CP130-3003                                                                                         Page x of y 

Source: Listing x.x.x 
Program Name: s<nnn>xxxx                                          Data Extraction: yyyymmdd Output Date: yyyymmddthh:mm 

Table 14.2.1 
Summary of Numeric Pain Rating Scale Change From Baseline 

(Efficacy Analysis Set) 

 
 

 

 

Windowed  

Time Point [a] 

 

 

Baseline/ 

Observed/ 

Change from 
Baseline 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

        

Baseline [b]        

  N Observed xxx xxx xxx xxx xxx xxx 
  Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
  Median  xx.x xx.x xx.x xx.x xx.x xx.x 
  Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
  Missing  xxx xxx xxx xxx xxx xxx 

        

<T30 Minutes>         
  N Baseline[c] xxx xxx xxx xxx xxx xxx 
  Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
  Median  xx.x xx.x xx.x xx.x xx.x xx.x 
  Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
  Missing  xxx xxx xxx xxx xxx xxx 
        
  N Observed xxx xxx xxx xxx xxx xxx 
  Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
  Median  xx.x xx.x xx.x xx.x xx.x xx.x 
  Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
  Missing  xxx xxx xxx xxx xxx xxx 
        
  N Change xxx xxx xxx xxx xxx xxx 
  Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
  Median  xx.x xx.x xx.x xx.x xx.x xx.x 
  Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
  Missing  xxx xxx xxx xxx xxx xxx 
        
...        
        
[a] See section 6.2.3 of the SAP for windowed time point intervals. 
[b] Baseline is the last non-missing value prior to the patient receiving the first dose of oliceridine. 
[c] Only patients with both a baseline value and a windowed time point value are summarized at a given windowed time point. 
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Table 14.3.1.1 
Exposure to Study Drug   
(Safety Analysis Set) 

 
       

 
 
 

Oliceridine 
<=4 mg 
N=XXX 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
> 36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

       
       
Method of Administration, n(%)       
   Bolus xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   PCA xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
Exposure to Oliceridine [a] (Hours)       
   N Xxx xxx xxx xxx xxx xxx 
   Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
   Median xx.x xx.x xx.x xx.x xx.x xx.x 
   Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
       
Number of Patients Exposed by Study 
Window [b], n(%) 

      

   <T30 Minutes> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
   <T96 Hours> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
Cumulative Oliceridine Dose (mg)       

  N xxx xxx xxx xxx xxx xxx 
  Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
  Median xx.x xx.x xx.x xx.x xx.x xx.x 
  Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
       
Note: Percentages are based on the number of patients in each cumulative dose group. 
[a] Duration is defined as the difference in total hours from the first dose to the last dose of of study medication. 
[b] See section 6.2.3 of the SAP for windowed time point intervals. 
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Table 14.3.1.2 
Exposure to Study Drug by Sex  

(Safety Analysis Set) 

 
       

 
 
 

Oliceridine 
<=4 mg 
N=XXX 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
> 36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

       
       
Sex: Male xxx xxx xxx xxx xxx xxx 
       
   Method of Administration, n(%)       
      Bolus xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
      PCA xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
   Exposure to Oliceridine [a]  
   (Hours)                                                    

      

      N xxx xxx xxx xxx xxx xxx 
      Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
      Median xx.x xx.x xx.x xx.x xx.x xx.x 
      Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 
       
  Number of Patients Exposed by Study  
  Window [b], n(%) 

      

      <T30 Minutes> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
      ... xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
      <T96 Hours> xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 
       
   Cumulative Oliceridine Dose (mg)       
      N xxx xxx xxx xxx xxx xxx 
      Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 
      Median xx.x xx.x xx.x xx.x xx.x xx.x 
      Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

       
Sex: Female xxx xxx xxx xxx xxx xxx 
       
...       
       
Note: Percentages are based on the number of patients in each cumulative dose group. 
[a] Duration is defined as the difference in total hours from the first dose to the last dose of of study medication. 
[b] See section 6.2.3 of the SAP for windowed time point intervals. 
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Use the same template as for Table 14.3.1.2 for the following tables: 
 

Table 14.3.1.3 
Exposure to Study Drug by Age Group 1  

(Safety Analysis Set) 

 
Table 14.3.1.4 

Exposure to Study Drug by Age Group 2 
(Safety Analysis Set) 

 
Table 14.3.1.5 

Exposure to Study Drug by Race 
(Safety Analysis Set) 

 
Table 14.3.1.6 

Exposure to Study Drug by Median Baseline NPRS Score (< Median Baseline NPRS Score , >= Median Baseline NPRS Score) 
(Safety Analysis Set) 

 
Table 14.3.1.7 

Exposure to Study Drug by CYP2D6 Metabolizer Status 
(Safety Analysis Set) 

 
Table 14.3.1.8 

Exposure to Study Drug by BMI Category 
(Safety Analysis Set) 

 
Table 14.3.1.9 

Exposure to Study Drug by Initial Setting 
(Safety Analysis Set) 
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Table 14.3.2.1 
Summary of Treatment Emergent Adverse Events (TEAE)  

(Safety Analysis Set) 

 
       

 
 
 

Oliceridine 
<=4 mg 
N=XXX 

n(%)[E] 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%)[E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%)[E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%)[E] 

Oliceridine 
> 36 mg 
N=XXX 
n(%)[E] 

All Treated 
Patients 
N=XXX 
n(%)[E] 

       
       
Patients with at Least 1 TEAE xxx (xxx.x) 

[xxx] 
xxx (xxx.x) 

[xxx] 
xxx (xxx.x) 

[xxx] 
xxx (xxx.x) 

[xxx] 
xxx (xxx.x) 

[xxx] 
xxx (xxx.x) 

[xxx] 
       
Patient with at Least 1 Serious 
TEAE 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       
Number of Patients Who Had a TEAE 
with a Fatal Outcome 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       
Patients with at Least 1 TEAE 
Leading to Early Study Medication 
Discontinuation [a]  

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
   [xxx]   

xxx (xxx.x) 
   [xxx]  

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   Due to Study Medication-Related  
   TEAE [b] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
   [xxx]   

xxx (xxx.x) 
   [xxx]  

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   Due to Serious TEAE xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
   [xxx]   

xxx (xxx.x) 
   [xxx]  

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       

Patients with TEAEs by Maximum 
Severity 

      

 Mild xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

 Moderate xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   Severe[c] xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       
Note: E = Number of events. 

Percentages are based on the number of patients in each cumulative dose group. 
All adverse events were coded using MedDRA version 19.0. TEAEs are defined in section 6.3.3 of the SAP. 

[a] AE recorded as having an action taken of drug discontinued. 
[b] Includes events recorded as possibly related, probably related, or missing. 
[c] Missing severities are assumed to be severe. 
[d] Missing relationships are assumed to be probably related. 

DocuSign Envelope ID: E03C02F0-13F7-44F4-9637-A8858ECEA7AB



Trevena, Inc.                                                                                              CONFIDENTIAL 
Protocol CP130-3003                                                                                         Page x of y 

Source: Listing x.x.x 
Program Name: s<nnn>xxxx                                          Data Extraction: yyyymmdd Output Date: yyyymmddthh:mm 

Table 14.3.2.1(continued) 
Summary of Treatment Emergent Adverse Events (TEAE)  

(Safety Analysis Set) 

 
       

 
 
 

Oliceridine 
<=4 mg 
N=XXX 

n(%)[E] 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%)[E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%)[E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%)[E] 

Oliceridine 
> 36 mg 
N=XXX 

n(%)[E] 

All Treated 
Patients 
N=XXX 

n(%)[E] 
       

       
Patients with TEAEs by Maximum 
Relationship [d] 

      

   Not Related xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   Unlikely Related xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   Possibly Related xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   Probably Related xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   Possibly or Probably Related xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       
Note: E = Number of events. 

Percentages are based on the number of patients in each cumulative dose group. 
All adverse events were coded using MedDRA version 19.0. TEAEs are defined in section 6.3.3 of the SAP. 

[a] AE recorded as having an action taken of drug discontinued. 
[b] Includes events recorded as possibly related, probably related, or missing. 
[c] Missing severities are assumed to be severe. 
[d] Missing relationships are assumed to be probably related. 
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Use the same template as for Table 14.3.2.1 for the following tables: 
 

Table 14.3.2.1.1 
Summary of Treatment Emergent Adverse Events (TEAE) by Age Group 1  

(Safety Analysis Set) 

 
Table 14.3.2.1.2 

Summary of Treatment Emergent Adverse Events (TEAE) by Age Group 2 
(Safety Analysis Set) 

 
Table 14.3.2.1.3 

Summary of Treatment Emergent Adverse Events (TEAE) by Race 
(Safety Analysis Set) 

 
Table 14.3.2.1.4 

Summary of Treatment Emergent Adverse Events (TEAE) by Median Baseline NPRS Score (< Median Baseline NPRS Score , >= 
Median Baseline NPRS Score) 

(Safety Analysis Set) 

 
Table 14.3.2.1.5 

Summary of Treatment Emergent Adverse Events (TEAE) by CYP2D6 Metabolizer Status 
(Safety Analysis Set) 

 
Table 14.3.2.1.6 

Summary of Treatment Emergent Adverse Events (TEAE) by BMI Category 
(Safety Analysis Set) 

 
Table 14.3.2.1.7 

Summary of Treatment Emergent Adverse Events (TEAE) by Initial Setting 
(Safety Analysis Set) 
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Table 14.3.2.2.1  
Treatment Emergent Adverse Events (TEAE) by System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

System Organ Class 

   Preferred Term 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

n(%) [E] 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>36 mg 
N=XXX 

n(%) [E] 

All Treated 
Patients 
N=XXX 

n(%) [E] 

       

Patients with at Least 1 TEAE xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       

<SOC 1> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

 <Preferred term 1> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   ... xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   <Preferred term n> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

...       

       

<SOC n> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   <Preferred term 1> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   ... xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

   <Preferred term n> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       

Note: E = Number of events.  
      All adverse event terms were coded using MedDRA dictionary version 19.0. 

Percentages are based on the number of patients in each cumulative dose group. 
Patients are counted once within each system organ class and each preferred term. 
TEAEs are defined in section 6.3.3 of the SAP. 
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Use the same template as for Table 14.3.2.2.1 for the following tables: 
 

Table 14.3.2.2.1.1 
Treatment Emergent Adverse Events (TEAE) by System Organ Class and Preferred Term by CYP2D6 Metabolizer Status 

(Safety Analysis Set) 
 
 

Table 14.3.2.2.1.2  
Treatment Emergent Adverse Events (TEAE) by System Organ Class and Preferred Term by BMI Category 

(Safety Analysis Set) 
 

Table 14.3.2.2.2 
Serious Treatment Emergent Adverse Events (TEAE) by System Organ Class and Preferred Term  

(Safety Analysis Set) 

 
Table 14.3.2.2.2.1 

Serious Treatment Emergent Adverse Events (TEAE) by System Organ Class and Preferred Term by CYP2D6 Metabolizer Status  
(Safety Analysis Set) 

 
Table 14.3.2.2.2.2 

Serious Treatment Emergent Adverse Events (TEAE) by System Organ Class and Preferred Term by BMI Category 
(Safety Analysis Set) 

 
Table 14.3.2.2.3 

Treatment Emergent Adverse Events (TEAE) Resulting in Early Discontinuation by System Organ Class and Preferred Term   
(Safety Analysis Set) 

 
Table 14.3.2.2.3.1 

Treatment Emergent Adverse Events (TEAE) Resulting in Early Discontinuation by System Organ Class and Preferred Term by 
CYP2D6 Metabolizer Status  
(Safety Analysis Set) 

 
Table 14.3.2.2.3.2 

Treatment Emergent Adverse Events (TEAE) Resulting in Early Discontinuation by System Organ Class and Preferred Term by 
BMI Category  

(Safety Analysis Set) 
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Table 14.3.2.3.1 
Treatment Emergent Adverse Events (TEAE) in Decreasing Frequency of Preferred Term 

(Safety Analysis Set) 

 

Preferred Term  

 

 

Oliceridine 
<= 4 mg 
N=XXX 

n(%) [E] 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>36 mg 
N=XXX 

n(%) [E] 

All Treated 
Patients 
N=XXX 

n(%) [E] 

       

Patients with at Least 1 TEAE xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       

<Preferred term 1> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

<Preferred term 2> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

...       

<Preferred term n> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       

Note: E = Number of events. 
      All adverse event terms were coded using MedDRA dictionary version 19.0. 

Percentages are based on the number of patients in each cumulative dose group. 
Patients are counted once within each preferred term. 
TEAEs are defined in section 6.3.3 of the SAP. 
Preferred terms are sorted in descending patient level incidence in the All Treated Patients column. 

 
 
 
 

Programmer’s Note: Order preferred terms based on the All Treated Patients column. If preferred terms have the same patient count, order by descending event 
count and then alphabetically. 
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Use the same template as for Table 14.3.2.3.2 for the following tables: 
 

Table 14.3.2.3.1.1 
Treatment Emergent Adverse Events (TEAE) in Decreasing Frequency of Preferred Term by CYP2D6 Metabolizer Status 

(Safety Analysis Set) 

 
Table 14.3.2.3.1.2 

Treatment Emergent Adverse Events (TEAE) in Decreasing Frequency of Preferred Term by BMI Category 
(Safety Analysis Set) 
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Table 14.3.2.4.1 
Treatment Emergent Adverse Events (TEAE) by Cumulative Dose and Cumulative Time 

(Safety Analysis Set) 

 

Cumulative 
Duration of 
Exposure[a] 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

n(%) [E] 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>36 mg 
N=XXX 

n(%) [E] 

All Treated 
Patients 
N=XXX 

n(%) [E] 

       

Patients with at 
Least 1 TEAE 

xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

       

<T30 Minutes> xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

<T2 Hours> xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

.... xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

       

Note: E = Number of events. 

Percentages are based on the number of patients in each cumulative dose group and cumulative duration of exposure 
windowed time point. The denominators for each cell can be referenced in table 14.3.1.1. 

      See section 6.2.3 of the SAP for windowed time point intervals. 
TEAEs are defined in section 6.3.3 of the SAP. 

[a] Duration is defined as the difference in total hours from the first dose to the last dose of of study medication. 
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Use the same template as for Table 14.3.2.4.1 for the following tables: 

 
Table 14.3.2.4.2 

Serious Treatment Emergent Adverse Events (TEAE) by Preferred Term and Duration of Exposure 
(Safety Analysis Set) 

 
Table 14.3.2.4.3 

Treatment Emergent Adverse Events (TEAE) Resulting in Early Discontinuation by Preferred Term and Duration of Exposure 
(Safety Analysis Set) 
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Table 14.3.2.5.1 
Treatment Emergent Adverse Events (TEAE) by Cumulative Dose and Cumulative Time by Preferred Term 

(Safety Analysis Set) 

 

Preferred Term [a] 

   Cumulative Duration of   

   Exposure[b] 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

n(%) [E] 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>36 mg 
N=XXX 

n(%) [E] 

All Treated 
Patients 
N=XXX 

n(%) [E] 

       

<Preferred term 1> xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  

   <T30 Minutes> xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

   <T2 Hours> xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

   ....       

       

<Preferred term 2> xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

   ....       

....       

       

<Preferred term n> xxx (xxx.x) xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  

   ....       

       

Note: E = Number of events. 
Percentages are based on the number of patients in each cumulative dose group and cumulative duration of exposure 
windowed time point. The denominators for each cell can be referenced in table 14.3.1.1. 
Patients are counted once within each preferred term. 

      See section 6.2.3 of the SAP for windowed time point intervals. 
TEAEs are defined in section 6.3.3 of the SAP. 

[a] All adverse event terms were coded using MedDRA dictionary version 19.0. 
[b] Duration is defined as the difference in total hours from the first dose to the last dose of of study medication. 
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Table 14.3.2.6.1  
Summary of Most Common Treatment Emergent Adverse Events (>=5% of All Treated Patients) by Decreasing Frequency of 

Preferred Term 
(Safety Analysis Set) 

 

Preferred Term[a] 

 

Oliceridine 
<= 4 mg 
N=XXX 

n(%) [E] 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>36 mg 
N=XXX 

n(%) [E] 

All Treated 
Patients 
N=XXX 

n(%) [E] 

       

Patients with at Least 1 TEAE xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       

<Preferred term 1> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       

...       

       

<Preferred term n> xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

xxx (xxx.x) 
[xxx] 

       

Note: E = Number of events. 
Percentages are based on the number of patients in each cumulative dose group. 

      Patients are counted once within each preferred term. 
TEAEs are defined in section 6.3.3 of the SAP. 
Preferred terms are sorted in descending patient level incidence in the All Treated Patients column. 

[a] All adverse event terms were coded using MedDRA dictionary version 19.0. 
 
 
 
 
 

Programmer’s Note: Order preferred terms based on the All Treated Patients column. If preferred terms have the same patient count, order by descending event 
count and then alphabetically. 
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Table 14.3.2.7.1  
Treatment Emergent Adverse (TEAE) by Maximum Severity, System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 

System Organ Class 

   Preferred Term[a]  

      Severity 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

n(%) [E] 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>36 mg 
N=XXX 

n(%) [E] 

All Treated 
Patients 
N=XXX 

n(%) [E] 

       

Patients with at  

Least 1 TEAE 

xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Mild xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Moderate xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Severe xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

       

<SOC 1> xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Mild xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Moderate xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Severe xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

       

   <Preferred Term 1> xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

      Mild xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

      Moderate xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

      Severe xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

...       

       

Note: E = Number of events. 

Percentages are based on the number of patients in each cumulative dose group. 

Patients are counted once within each system organ class and preferred term. 

TEAEs are defined in section 6.3.3 of the SAP. 

If a patient had more than one occurrence of the same event, the highest severity is summarized. Missing severities are 
assumed to be severe.  
[a] All adverse event terms were coded using MedDRA dictionary version 19.0. 

 

Programmer’s Note: Order system organ class alphabetically and preferred term alphabetically withing each system organ class. Repeat SOC on each page if it 
wraps on to multiple pages. 
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Table 14.3.2.8.1  
Treatment Emergent Adverse (TEAE) by Maximum Relationship, System Organ Class and Preferred Term 

(Safety Analysis Set) 

 

 

System Organ Class 

   Preferred Term[a]  

      Relationship 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

n(%) [E] 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) [E] 

Oliceridine 
>36 mg 
N=XXX 

n(%) [E] 

All Treated 
Patients 
N=XXX 

n(%) [E] 

       

Patients with at  

Least 1 TEAE 

xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Not Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Unlikely Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Possibly Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Probably Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Possibly or Probably 

   Related [b] 

xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

       

<SOC 1> xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Not Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Unlikely Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Possibly Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Probably Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

   Possibly or Probably 

   Related [b] 

xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

       

   <Preferred Term 1> xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

      Not Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

      Unlikely Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

      Possibly Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

      Probably Related xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

      Possibly or 

      Probably 

      Related [b] 

xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] xxx (xxx.x)[xxx] 

...       

       

Note: E = Number of events. 
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      Percentages are based on the number of patients in each cumulative dose group. 

      Patients are counted once within each system organ class and preferred term. 

      TEAEs are defined in section 6.3.3 of the SAP. 

[a] All adverse event terms were coded using MedDRA dictionary version 19.0. 

[b] Missing relationships are assumed to be probably related. 

 
Programmer’s Note: Order system organ class alphabetically and preferred term alphabetically withing each system organ class. Repeat SOC on each page if it 
wraps on to multiple pages. 
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Table 14.3.3.1   
Change from Baseline in Clinical Laboratory Results: Hematology   

(Safety Analysis Set) 

 

Parameter (unit) 

   Windowed Time Point[a] 

 

 

Baseline/ 

Observed/ 

Change from 
Baseline 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

        

<Parameter x (unit)>        

   Baseline[b]        

      n Observed xxx xxx xxx xxx xxx xxx 

      Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

      Median  xx.x xx.x xx.x xx.x xx.x xx.x 

      Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

        

   <T30 Minutes>        

      n Baseline[c] xxx xxx xxx xxx xxx xxx 

      Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

      Median  xx.x xx.x xx.x xx.x xx.x xx.x 

      Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

        

      n Observed xxx xxx xxx xxx xxx xxx 

      Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

      Median  xx.x xx.x xx.x xx.x xx.x xx.x 

      Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

        

      n Change xxx xxx xxx xxx xxx xxx 

      Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

      Median  xx.x xx.x xx.x xx.x xx.x xx.x 

      Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

...        

        

Note: Percentages are based on the number of patients in each cumulative dose group. 

[a] See section 6.2.3 of the SAP for windowed time point intervals. 

[b] Baseline is the last non-missing value prior to the patient receiving the first dose of oliceridine. 
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Parameter (unit) 

   Windowed Time Point[a] 

 

 

Baseline/ 

Observed/ 

Change from 
Baseline 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

[c] Only patients with both a baseline value and a windowed time point value are summarized at a given windowed time point. 

Programmer’s Note: Repeat Parameter (unit) in each page if it wraps on to multiple pages. 
 
Use the same template as for Table 14.3.3.1 for the following tables: 

 
Table 14.3.3.2   

Summary of Clinical Laboratory Results: Chemistry 
 (Safety Analysis Set) 
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Table 14.3.3.1.1   
Clinical Laboratory Hematology Results for Shifts from Baseline 

(Safety Analysis Set) 

 
        
     

   _________________________Post Baseline________________________ 
Parameter (unit) 
   Windowed Time Point[a] 

 
Cumulative dose 

group 

 
Baseline
[b] 

Low 
n (%) 

Normal 
n (%) 

High 
n (%) 

Total 
n (%) 

Missing 

        
        
<Parameter 1 (unit)> Oliceridine <= 4 mg 

(N=XXX) 
      

   Worst Post Baseline  Low xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  Normal   xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  High xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  Total xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  Missing xxx  xxx  xxx  xxx  xxx 
        
   <T30 Minutes>  Low xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  Normal   xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  High xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  Total xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  Missing xxx  xxx  xxx  xxx  xxx 
...        
        
   <Time Point n>  Low xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  Normal   xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  High xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  Total xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx 
  Missing xxx  xxx  xxx  xxx  xxx 
        
        

Note: Low = below normal reference range; Normal = within normal reference range; High = above normal reference range. 
Percentages are based on the number of patients with a non-missing baseline and post-baseline windowed time point 
value within each windowed time point, parameter and cumulative dose group. 

      Worst post-baseline is calculated as the most extreme absolute change from baseline value.     
[a] See section 6.2.3 of the SAP for windowed time point intervals.   
[b] Baseline is the last non-missing value prior to the patient receiving the first dose of oliceridine. 
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Use the same template as for Table 14.3.4.1.3 for the following tables: 

 
Table 14.3.3.2.1   

Clinical Laboratory Chemistry Results for Shifts from Baseline 
(Safety Analysis Set) 
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Table 14.3.3.1.2   
Clinically Significant Clinical Laboratory Hematology Results     

(Safety Analysis Set) 

 

Parameter (unit) 

   Windowed Time Point [a] 

      Interpretation 

 

 

Oliceridine 
<= 4 mg 
N=XXX 
n(%) 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) 

Oliceridine 
>36 mg 
N=XXX 
n(%) 

All Treated 
Patients 
N=XXX 
n(%) 

       

Patients with at Least 1 Clinically 
Significant Hematology Result 

xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

       

<Parameter 1 (unit)>       

   Baseline[b] xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Normal xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Abnormal, NCS xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Abnormal, CSig xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Missing xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

       

   Worst Post-Baseline Value xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Normal xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Abnormal, NCS xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Abnormal, CSig xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Missing xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

       

   <T30 Minutes> xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Normal xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Abnormal, NCS xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Abnormal, CSig xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

      Missing xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

...       

       

Note: NCS = Not clinically significant; CSig = Clinically significant.  

      Clinical significance is based on the investigator interpretation as recorded.  

Percentages are based on the number of patients with a non-missing baseline and post-baseline windowed time point 
value within each windowed time point, parameter and cumulative dose group. 

      Worst post-baseline is calculated as the most extreme absolute change from baseline value.     
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[a] See section 6.2.3 of the SAP for windowed time point intervals.   
[b] Baseline is the last non-missing value prior to the patient receiving the first dose of oliceridine. 
 

Programmer’s Note: Continue with all parameters and all windowed time points even if all counts are 0. 
 
 
Use the same template as for Table 14.3.3.1.2 for the following tables: 

 
Table 14.3.3.2.2 

Clinically Significant Clinical Laboratory Chemistry Results   
 (Safety Analysis Set) 
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Table 14.3.4.1   
Select Hepatic Laboratory Findings on Treatment   

(Safety Analysis Set) 

 

Windowed Time Point [a] 

   Test Result 

 

 

Oliceridine 
<= 4 mg 
N=XXX 
n(%) 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) 

Oliceridine 
>36 mg 
N=XXX 
n(%) 

All Treated 
Patients 
N=XXX 
n(%) 

       

Patients with at Least 1 Hepatic 
Laboratory Finding 

      

   AST >=3 X ULN xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   ALT >=3 X ULN xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   AST or ALT >=3 X ULN xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

       

   AST >=5 X ULN xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   ALT >=5 X ULN xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   AST or ALT >=5 X ULN xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

       

   BILI >=2 X ULN xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

       

<T30 Minutes>       

   AST >=3 X ULN xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   ALT >=3 X ULN xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   AST or ALT >=3 X ULN xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

       

...       

       
Note: ALT = Alanine Aminotransferase; AST = Asparate Aminotransferase; BILI = Total Bilirubin; ULN = Upper Limit of  
      Normal. 
      Percentages are based on the number of patients with a non-missing windowed time point value within each windowed   
      time point and cumulative dose group. 
[a] See section 6.2.3 of the SAP for windowed time point intervals.   
 

Programmer’s Note: Continue with all windowed time points and criteria rows, even if all counts are 0.. 
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Table 14.3.5.1  
Change from Baseline in Vital Signs 

(Safety Analysis Set) 

 

Parameter (unit) 

   Windowed Time Point[a] 

 

 

Baseline/ 

Observed/ 

Change from 
Baseline 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

        

<Parameter x (unit)>        

 Baseline[b]        

    n Observed xxx xxx xxx xxx xxx xxx 

    Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

    Median  xx.x xx.x xx.x xx.x xx.x xx.x 

    Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

        

 <T30 Minutes>        

    n Baseline[c] xxx xxx xxx xxx xxx xxx 

    Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

    Median  xx.x xx.x xx.x xx.x xx.x xx.x 

    Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

        

    n Observed xxx xxx xxx xxx xxx xxx 

    Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

    Median  xx.x xx.x xx.x xx.x xx.x xx.x 

    Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

        

    n Change xxx xxx xxx xxx xxx xxx 

    Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

    Median  xx.x xx.x xx.x xx.x xx.x xx.x 

    Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

...        

[a] See section 6.2.3 of the SAP for windowed time point intervals. 
[b] Baseline is the last non-missing value prior to the patient receiving the first dose of oliceridine. 
[c] Only patients with both a baseline value and a windowed time point value are summarized at a given windowed time  

    point.  Programmer’s Note: Repeat Parameter (unit) in each page if it wraps on to multiple pages. 
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Table 14.3.5.2  
Change from Baseline in Oxygen Saturation (%) 

(Safety Analysis Set) 

 

Windowed Time Point[a] 

 

 

Baseline/ 

Observed/ 

Change from Baseline 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

        

Baseline[b]        

 n Observed xxx xxx xxx xxx xxx xxx 

 Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

 Median  xx.x xx.x xx.x xx.x xx.x xx.x 

 Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

        

<T30 Minutes>        

 n Baseline[c] xxx xxx xxx xxx xxx xxx 

 Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

 Median  xx.x xx.x xx.x xx.x xx.x xx.x 

 Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

        

 n Observed xxx xxx xxx xxx xxx xxx 

 Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

 Median  xx.x xx.x xx.x xx.x xx.x xx.x 

 Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

        

 n Change xxx xxx xxx xxx xxx xxx 

 Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

 Median  xx.x xx.x xx.x xx.x xx.x xx.x 

 Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

...        

[a] See section 6.2.3 of the SAP for windowed time point intervals. 
[b] Baseline is the last non-missing value prior to the patient receiving the first dose of oliceridine. 
[c] Only patients with both a baseline value and a windowed time point value are summarized at a given windowed time  
    point. 
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Table 14.3.5.1.1  
Potentially Clinically Significant Vital Signs 

(Safety Analysis Set) 

 
 

 

 

PCSA Criterion 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

 
Systolic Blood Pressure  
<= 80 mmHg 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

 
Systolic Blood Pressure  
>= 180 mmHg 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

 
Systolic Blood Pressure 
change from baseline  
> 25% increase 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

 

Systolic Blood Pressure 
change from baseline  

> 25% decrease 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

 
Diastolic Blood Pressure 
<= 40 mmHg 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

 
Diastolic Blood Pressure 
>= 110 mmHg 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

Note: Percentages are based on the number of patients in each cumulative dose group. 
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Table 14.3.5.1.1(continued)  
Potentially Clinically Significant Vital Signs 

(Safety Analysis Set) 

 
 

 

 

PCSA Criterion 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

 
Diastolic Blood Pressure 
change from baseline  
> 25% increase 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

 
Diastolic Blood Pressure 
change from baseline  
> 25% decrease 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

 
Pulse Rate  
<= 40 bpm 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

 
Pulse Rate  
>= 120 bpm 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

 
Pulse Rate change from 
baseline > 15 bpm  
increase 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

 
Pulse Rate change from 
baseline > 15 bpm  
Decrease 
 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

Note: Percentages are based on the number of patients in each cumulative dose group. 
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Table 14.3.5.1.1(continued)  
Potentially Clinically Significant Vital Signs 

(Safety Analysis Set) 

 
 

 

 

PCSA Criterion 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

 
 
Oxygen Saturation  
< 90% 
 

xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) xxx (xxx.x%) 

Note: Percentages are based on the number of patients in each cumulative dose group. 
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Table 14.3.6.1 
Moline-Roberts Pharmacologic Sedation Scale (MRPSS) Total Score at Each Time Point 

(Safety Analysis Set) 

 

Windowed Time Point [a] 

   Sedation  

 

 

Oliceridine 
<= 4 mg 
N=XXX 
n(%) 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) 

Oliceridine 
>36 mg 
N=XXX 
n(%) 

All Treated 
Patients 
N=XXX 
n(%) 

       

<Baseline [b]>       

1. None to Minimal xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

2. Anxiolysis xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

3. Moderate Sedation xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

4. Moderate Sedation xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

5. Deep Sedation xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

6. General Anesthesia xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   Missing xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

       

<T30 Minutes>       

1. None to Minimal xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

2. Anxiolysis xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

3. Moderate Sedation xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

4. Moderate Sedation xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

5. Deep Sedation xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

6. General Anesthesia xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   Missing xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

        
. . .        
        
Note: Percentages are based on the number of patients in each cumulative dose group. 
      Somnolence/sedation was measured with the Moline-Roberts Pharmacologic Sedation Scale (MRPSS). 
[a] See section 6.2.3 of the SAP for windowed time point intervals. 
[b] Baseline is the last non-missing value prior to the patient receiving the first dose of oliceridine. 
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Table 14.3.7.1   
Change from Baseline in Electrocardiogram Results 

(Safety Analysis Set) 

 

Parameter (unit) 
   Windowed Time Point [a] 

 

 

Baseline/ 

Observed/ 

Change from 
Baseline 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

        

<Parameter x (unit)>        

   Baseline [b]        

      n Observed xxx xxx xxx xxx xxx xxx 

      Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

      Median  xx.x xx.x xx.x xx.x xx.x xx.x 

      Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

      Missing  xxx xxx xxx xxx xxx xxx 

        

   <T30 Minutes>        

      n Baseline [c] xxx xxx xxx xxx xxx xxx 

      Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

      Median  xx.x xx.x xx.x xx.x xx.x xx.x 

      Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

      Missing  xxx xxx xxx xxx xxx xxx 

        

      n Observed xxx xxx xxx xxx xxx xxx 

      Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

      Median  xx.x xx.x xx.x xx.x xx.x xx.x 

      Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

      Missing  xxx xxx xxx xxx xxx xxx 

        

      n Change xxx xxx xxx xxx xxx xxx 

      Mean (SD)  xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

      Median  xx.x xx.x xx.x xx.x xx.x xx.x 

      Min, Max  xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

      Missing  xxx xxx xxx xxx xxx xxx 

. . .        

 

Note: Percentages are based on the number of patients in each cumulative dose group. 
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[a] See section 6.2.3 of the SAP for windowed time point intervals. 
[b] Baseline is the last non-missing value prior to the patient receiving the first dose of oliceridine. 
[c] Only patients with both a baseline value and a windowed time point value are summarized at a given windowed time  
    point. 

Programmer’s Note: Repeat Parameter (unit) in each page if it wraps on to multiple pages. 
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Table 14.3.7.1.1 

Selected QTcF Thresholds 
(Safety Analysis Set) 

 

Windowed Time Point [a] 
 

 

Oliceridine 
<= 4 mg 
N=XXX 
n(%) 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) 

Oliceridine 
>36 mg 
N=XXX 
n(%) 

All Treated 
Patients 
N=XXX 
n(%) 

       

Overall xxx xxx xxx xxx xxx xxx 

  Change from Baseline of > 30 msec    xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

  Change from Baseline of > 60 msec xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

  Increase to > 500 msec xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       

<T30 Minutes> xxx xxx xxx xxx xxx xxx 

  Change from Baseline of > 30 msec    xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

  Change from Baseline of > 60 msec xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

  Increase to > 500 msec xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

...       

       

Note: Percentages are based on the number of patients in each cumulative dose group. 

      Baseline is the last non-missing value prior to the patient receiving the first dose of oliceridine. 

[a] See section 6.2.3 of the SAP for windowed time point intervals. 

       

       

 

Programmer’s Note: Display all ECG windowed time points after overall. 
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Table 14.3.7.1.2 

Summary of Electrocardiogram (ECG) Findings 
(Safety Analysis Set) 

 

Windowed Time Point [a] 
   Finding 

 

 

Oliceridine 
<= 4 mg 
N=XXX 
n(%) 

 

Oliceridine 
>4 to 8 mg 

N=XXX 
n(%) 

Oliceridine 
>8 to 16 mg 

N=XXX 
n(%) 

Oliceridine 
>16 to 36 mg 

N=XXX 
n(%) 

Oliceridine 
>36 mg 
N=XXX 
n(%) 

All Treated 
Patients 
N=XXX 
n(%) 

       

Patients with at Least 1 Clinically 
Significant ECG Result 

xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) xxx (xxx.x) 

       

Baseline [b]       

   Normal xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   Abnormal, NCS xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   Abnormal, CSig xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   Missing xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

       

<T30 Minutes>       

   Normal xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   Abnormal, NCS xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   Abnormal, CSig xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

   Missing xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x)  xxx (xxx.x) 

...       

        

Note: NCS = Not clinically significant; CSig = Clinically significant.  

      Clinical significance is based on the investigator interpretation as recorded.  

     Percentages are based on the number of patients in each cumulative dose group. 
[a] See section 6.2.3 of the SAP for windowed time point intervals. 
[b] Baseline is the last non-missing value prior to the patient receiving the first dose of oliceridine. 
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Table 14.3.8.1   
Summary of Subjective Opioid Withdrawal Scale (SOWS) Total Score 

(Safety Analysis Set) 

 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

       

   N xxx xxx xxx xxx xxx xxx 

   Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

   Median xx.x xx.x xx.x xx.x xx.x xx.x 

   Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

   Missing xxx xxx xxx xxx xxx xxx 

        

Note: Total score is derived by summing the individual symptom intensities. If no more than half of the symptoms are  
      missing, imputation with the mean score of the non-missing questions is used to calculate total score. If more  
      than half of the symptoms are missing the total score is also set to missing.  
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Table 14.3.9.1   
Summary of Plasma Concentrations 

(Safety Analysis Set) 

 

Windowed Time Point[a] 

 

 

Oliceridine 
<= 4 mg 
N=XXX 

 

Oliceridine 
>4 to 8 mg 

N=XXX 

Oliceridine 
>8 to 16 mg 

N=XXX 

Oliceridine 
>16 to 36 mg 

N=XXX 

Oliceridine 
>36 mg 
N=XXX 

All Treated 
Patients 
N=XXX 

       

T30 Minutes       

   N xxx xxx xxx xxx xxx xxx 

   Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

   Median xx.x xx.x xx.x xx.x xx.x xx.x 

   Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

   Missing xxx xxx xxx xxx xxx xxx 

       

T1.5 Hours       

   N xxx xxx xxx xxx xxx xxx 

   Mean (SD) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) xx.x (x.xx) 

   Median xx.x xx.x xx.x xx.x xx.x xx.x 

   Min, Max xx, xx xx, xx xx, xx xx, xx xx, xx xx, xx 

   Missing xxx xxx xxx xxx xxx xxx 

        
Note: Unscheduled PK samples will be displayed in the listing. 

      [a] See section 6.2.3 of the SAP for windowed time point intervals. 
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Listing 16.2.1.1 
Patient Disposition  

(Enrolled Analysis Set) 
 

Patient ID 

Sex/Age/ 
Cumulative Dose 
Group 

Date/Time of 
First Dose of 
Oliceridine 

 
Date/Time of End  
of Treatment 
(Cumulative 
Duration of 
Exposure [b]) 

Date of Study 
Completion/ 
Discontinuation[a]  

Primary Reason for 
Termination 
(Other) 

      

      

      

      

 
   

 
 

 
   

 
 

   [a] Date/time of study completion/discontinuation is the date collected at the end of study instead of the  
       of the date/time last dose received. 
   [b] Duration is defined as the difference in total hours from the first dose to the last dose of of study   
       medication. 
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Listing 16.2.1.2 
Inclusion/Exclusion Criteria 
 (Enrolled Analysis Set) 

 

Patient ID  
Sex/Age/ 
Cumulative Dose Group Met all Eligibility Criteria?  

 
 
 
Criteria not Met 

    
    

    
    

    
    

    

  Note: Patients may fail screening for more than one reason. 
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Listing 16.2.1.3 
Protocol Deviations 

 (Enrolled Analysis Set) 
 
Cumulative Dose Group: Oliceridine <= 4 mg 

Patient ID/Sex/Age  Deviation Type 

 
 
Deviation Text Detail Deviation Criticality IRB Reportable?/Report Date 

     
     

 
 
 
 
 
 

     
Note: IRB = Institutional Review Board. 
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Listing 16.2.2.1 
Demographics and Baseline Characteristics  

(Enrolled Analysis Set) 
Cumulative Dose Group: Oliceridine <= 4 mg 

Patient 
ID/Sex/Age 

Race/ 
Specify Ethnicity 

Informed 
Consent 
Date 

 
Baseline  
Height (cm)/ 
Weight (kg)/ 
BMI (kg/m^2) 

ASA Physical Status 
Classificiation [a] 

 
 
 
ESI 
Classification 

 
CYP2D6 
Phenotype 
(EM vs PM) 

        

        

        

 

 
 
  

     

   
     

   
     

Note: BMI = Body mass index; ASA = American Society of Anesthesiologists; ESI = Emergency Severity Index;  
      EM = Extensive metabolizer; PM = Poor metabolizer.  
[a] ASA Physical Status is defined as follows: I - Normal healthy patient; II - Patient with mild systemic disease; III 

- Patient with severe systemic disease; IV - Patient with severe systemic disease that is a constant threat to 
life; V – Moribund patient who is not expected to survive without the operation; VI – Declared brain-dead patient 
whose organs are being removed for donor purposes. 

[b] Extensive Metabolizer patients include those with a predictive phenotype of Ultra Metabolizer or Extensive 
    Metabolizer; Poor Metabolizer patients include those with a predictive phenotype of Intermediate Metabolizer or 
    Poor Metabolizer. 
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Listing 16.2.2.2 
Prior and Concomitant Medications  

(Enrolled Analysis Set) 
 

Cumulative Dose Group: Oliceridine <= 4 mg  
 
 
Patient 
ID/Sex/Age 

Base Preferred Name/ 
ATC Class/ 
Medication 

Start 
Date/Time 

Stop 
Date/Time  
or Ongoing P/C 

Dose 
and 
Unit 

 
 
Route 
(Other) Frequency Indication  

 
Given 
for AE?/ 
AE # 

          

          

          
          
          
          

 
 

  
  

    

Note: AE = Adverse Event; ATC = Anatomic Theraputic Chemical; P = Prior Medication; C = Concomitant Medication;  
 
 

Programmer’s Note: Sort by Start date/time. For missing date/times sort alphabetically 
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Listing 16.2.2.3 
Reason for Receiving Oliceridine 

(Safety Analysis Set) 
 

        Cumulative Dose Group: Oliceridine <= 4 mg  
 
Patient ID/Sex/Age Initial Setting Condition ICD-10 Code/ICD Description Specialty 
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Listing 16.2.2.4 
Medical History  

(Enrolled Analysis Set) 
 

Patient ID 

Sex/Age/ 
Cumulative 
Dose Group 

 
 
Medical 
History 

 
 
System Organ 
Class 

 
 
 
Preferred Term 

 
 
 
Start Date 

 
 
Stop Date or 
Ongoing 
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Listing 16.2.3.1 
Study Drug Administration  
(Safety Analysis Set) 

 
Cumulative Dose Group: Oliceridine <= 4 mg 
 
 
Patient ID/Sex/Age Method of Administration 

 
Start 
Date/Time 

Windowed Time 
Point [a] 

 
 
Dose Received 

 
 
Cumulative Dose 

      

      

      
      

 
 
 
 

 
    

   
Note: Asterisk (*) denotes the last dose received. 
[a] See section 6.2.3 of the SAP for windowed time point intervals. 
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Listing 16.2.4.1 
Numeric Pain Rating Scale (NPRS) Scores  

(Safety Analysis Set) 
 

Cumulative Dose Group: Oliceridine <= 4 mg 

Patient ID/Sex/Age 
 

 
Assessment Date/Time 
 

Windowed Time Point[a] 
 

Numeric Pain Rating Scale (NPRS) Score 
 

    
    

    

    

    

Note: Asterisk (*) denotes the value used in descriptive summary statistics. 
[a] See section 6.2.3 of the SAP for windowed time point intervals. 
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Listing 16.2.5.1 
Adverse Events  

(Enrolled Analysis Set) 

 
Patient ID/Sex/Age/Cumulative Dose Group: 1001/Male/30/ Oliceridine <= 4 mg 

System Organ Class/ 
Preferred Term [a]/ 
Verbatim Term     

 
 
 
 
AE # 

Start 
Date/Time/ 
End Date/Time 
(or Ongoing) 

Intenity/ 
Relationship 

 
 
Concomitant 
medication 
given?/CM # 

 
Action 
Taken 

 
Outcome 

 
 
 
Serious?/ 
Reason for Serious 

 
 
 
Additional  
Information 

         

         

         

         

         
Note: All adverse events were coded using MedDRA version 19.0. TEAEs are defined in section 6.3.3 of the SAP. 
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Listing 16.2.6.1 
Vital Signs  

(Safety Analysis Set) 
 

  Cumulative Dose Group: Oliceridine <= 4 mg 
 
 
 
 
Patient ID/Sex/Age 

Collection  
Date/Time  

 
 
Windowed 
Time 
Point [a] 

 
Systolic 
Blood 
Pressure  
(mmHg) 

Diastolic 
Blood 
Pressure 
(mmHg) 

Heart Rate 
(beats/min) 

 
Respiratory 
Rate 
(breaths/min) 

 
Oral 
Temperature 
(C) 

 
 
Pulse 
Oximetry 
(SpO2 %) 

         

         

         

         

         
 Note: Asterisk (*) denotes the value used in descriptive summary statistics. 
 [a] See section 6.2.3 of the SAP for windowed time point intervals. 
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Listing 16.2.7.1 
Laboratory Results: Chemistry  

(Safety Analysis Set) 
 
Cumulative Dose Group: Oliceridine <= 4 mg 
 
 
Patient ID/Sex/Age 

Lab Collection 
Date/Time 

Windowed Time 
Point [a] 

Lab Test 
(Unit) Lab Value Overall Interpretation 

      

      

      

      

      
Note: N = Normal; NCS = Not Clinically Significant; Csig = Clinically Significant; 
      Asterisk (*) denotes the value used in descriptive summary statistics. 
      The investigator will exercise his or her medical and scientific judgement in deciding whether an abnormal            
      laboratory finding is clinically significant. 
[a] See section 6.2.3 of the SAP for windowed time point intervals. 
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Use the same template as for Listing 16.2.7.1 for the following listings: 

 
Listing 16.2.7.2 

Laboratory Results: Hematology  
(Safety Analysis Set) 
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Listing 16.2.8 
12 Lead Electrocardiogram Results  

(Safety Analysis Set) 

 
 
Patient ID/Sex/Age/Cumulative Dose Group: 1001/Male/30/ Oliceridine <= 4 mg 
 
 
Assessment 
Date/Time 

 
Windowed 
Time 
Point[a] 

 
 
Heart Rate 
(beats/min) 

 
 
PR Interval 
(msec) 
 

 
RR 
Interval 
(msec) 

QRS 
Interval 
(msec) 
 

QT 
Interval 
(msec) 
 

QTcF 
Interval 
(msec) 
 

 
 
Interpreta
tion 

 
 
Abnormal,
Sepcify 

          
          
          

          

Note: Csig = Clinically Significant; NCS = Not Clinically Significant.  
      Asterisk (*) denotes the value used in descriptive summary statistics. 
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Listing 16.2.9 
Subjective Opioid Withdrawal Scale (SOWS)  

(Safety Analysis Set) 
 

Cumulative Dose Group: Oliceridine <= 4 mg 
 
 
Patient ID/Sex/Age 

 
Assessment 
Date/Time 
 

Symptom 
  

Intensity Rating [a] 
 

    
    

    
    

    

[a] 0 = Not at all; 1 = A little; 2 = Moderately; 3 = Quite a bit; 4 = Extremely.  
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Listing 16.2.10 
Physical Examination  
(Safety Analysis Set) 

 
    Cumulative Dose Group: Oliceridine <= 4 mg 

 
Patient ID/Sex/Age  

 
Assessment Date/Time 
 

 
Changes From Previous Visit? 
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Listing 16.2.11 
Moline-Roberts Pharmacologic Sedation Scale Score 

(Safety Analysis Set) 
 

   Cumulative Dose Group: Oliceridine <= 4 mg 
 
Patient ID/Sex/Age Assessment Date/Time 

 

 
Windowed Time Point [a] 
 

 
Total Score 

    
    

    
    

    

  Note: Asterisk (*) denotes the value used in descriptive summary statistics.  
  [a] See section 6.2.3 of the SAP for windowed time point intervals. 
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Listing 16.2.12.x 
Patient Profiles for Patients with Durations Over 96 Hours  

(Safety Analysis Set) 
 
 
 
Patient ID/Sex/Age/Cumulative Dose Group: xxxxx 
 
 
 
 
Method of 
Administration 

Cumulative 
Oliceridine Dose 
(mg) 

 
Cumulative 
Duration of 
Exposure [a] 
(Hours) Completed the Study?[b] Reason for Early Termination 

      

      

xx xx xx    
      

 
 
 
Base Preferred Name/ 
ATC Class/ 
Medication 
 

Start 
Date/Time 
 

Stop Date/Time  
or Ongoing 
 

P/C 
 

Dose 
and 
Unit 
 

 
 
Route 
(Other) 
 

Frequency 
 

Indication 
  

 
Given for 
AE?/ AE # 
 

         
 

System Organ Class/ 
Preferred Term [a]/ 
Verbatim Term     

 
 
 
 
AE # 

Start Date/Time/ 
End Date/Time 
(or Ongoing) 

Intensity/ 
Relationship 

 
 
Action 
Taken 

 
 
 
 
Outcome 

 
 
 
Serious?/ 
Reason for Seriousness 

       
 
 

       
Note: AE = Adverse Event; ATC = Anatomic Theraputic Chemical; P = Prior Medication; C = Concomitant Medication; 
      All adverse events were coded using MedDRA version 19.0.  
[a] Duration is defined as the difference in total hours from the first dose to the last dose of of study medication. 
[b] Because the duration of treatment for each patient in this study will be determined by the clinical need for    
    parenteral opioid therapy, a patient will be considered to be a completer if no early termination reason is  
    indicated.            
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Figure 1.1 
Duration of Treatment by Site  

(Safety Analysis Set) 
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[a] Duration is defined as the difference in total hours from the start of the first dose of study medication to  
    end-time for the last dose of study drug administration. 
 
 

Programmer’s Note: Limit to 10 sites per page. 
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Figure 1.2 
Cumulative Dose by Site  
(Safety Analysis Set) 
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Figure 2.1 
Cumulative Dose by Duration of Treatment  

(Safety Analysis Set) 

     

Note: Each dot in the graph represents a patient. 
[a] Duration is defined as the difference in total hours from the start of the first dose of study medication to  
    end-time for the last dose of study drug administration. 
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Use the same template as for Figure 2.1 for the following Figures: 

 
Figure 2.1.1 

Cumulative Dose by Duration of Treatment for Patients With at Least 1 TEAE  
(Safety Analysis Set) 

 

Figure 2.1.2 
Cumulative Dose by Duration of Treatment for Patients With at Least 1 Related TEAE  

(Safety Analysis Set) 
 

Figure 2.1.3 
Cumulative Dose by Duration of Treatment for Patients With at Least 1 TEAE Leading to Early Discontinuation 

(Safety Analysis Set) 
 

Figure 2.1.4 
Cumulative Dose by Duration of Treatment for Patients With at Least 1 SAE  

(Safety Analysis Set) 
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