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Table 14.1.1.1  Summary of Disposition (Safety Population) 

  
  Cohort 
            --------------------------------------------- 

Disposition                   Mild     Moderate     Severe      Healthy       Overall    
------------------------------------------------------------------------------------------ 
Enrolled                       XX          XX          XX           XX           XX  
Completed                      XX          XX          XX           XX           XX  
Discontinued Early             XX          XX          XX           XX           XX  
  Reason 1                     XX          XX          XX           XX           XX  
  Reason 2                     XX          XX          XX           XX           XX  
  Reason 3                     XX          XX          XX           XX           XX  
  etc. 
------------------------------------------------------------------------------------------     

 
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast.  
       Cohort Descriptions: 
       Mild: Subjects with mild renal impairment  
       Moderate: Subjects with moderate renal impairment  
       Severe: Subjects with severe renal impairment  
       Healthy: Healthy matched control subjects  
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Table 14.1.1.2  Demographic Summary (Safety Population) 
 

    Cohort 
                                               ------------------------------------------         
Trait                                              Mild     Moderate    Severe    Healthy    Overall       
--------------------------------------------------------------------------------------------------------------------- 
Sex                Male                                   X ( XX%)     X ( XX%)      X ( XX%)    X ( XX%)     X ( XX%)   
                   Female                                 X ( XX%)     X ( XX%)      X ( XX%)    X ( XX%)     X ( XX%)   
 
Race               Asian                                  X ( XX%)     X ( XX%)      X ( XX%)    X ( XX%)     X ( XX%)   
                   Black or African American              X ( XX%)     X ( XX%)      X ( XX%)    X ( XX%)     X ( XX%)   
                   White                                  X ( XX%)     X ( XX%)      X ( XX%)    X ( XX%)     X ( XX%)    
 
Ethnicity          Hispanic or Latino                     X ( XX%)     X ( XX%)      X ( XX%)    X ( XX%)     X ( XX%)   
                   Not Hispanic or Latino                 X ( XX%)     X ( XX%)      X ( XX%)    X ( XX%)     X ( XX%)   
 
Age*(yr)           n                                           XX            XX           XX         XX           XX    
                   Mean                                      XX.X          XX.X         XX.X       XX.X         XX.X    
                   SD                                        X.XX          X.XX         X.XX       X.XX         X.XX    
                   Minimum                                     XX            XX           XX         XX           XX    
                   Median                                    XX.X          XX.X         XX.X       XX.X         XX.X    
                   Maximum                                     XX            XX           XX         XX           XX    
 
Height (cm)        n                                           XX            XX           XX         XX           XX 
                   Mean                                      XX.X          XX.X         XX.X       XX.X         XX.X    
                   SD                                        X.XX          X.XX         X.XX       X.XX         X.XX    
                   Minimum                                     XX            XX           XX         XX           XX    
                   Median                                    XX.X          XX.X         XX.X       XX.X         XX.X    
                   Maximum                                     XX            XX           XX         XX           XX    

Also include weight (kg) and BMI (kg/m2). Weight, height and BMI will be summarized at Screening.  
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast.  
       Cohort Descriptions: 
       Mild: Subjects with mild renal impairment  
       Moderate: Subjects with moderate renal impairment  
       Severe: Subjects with severe renal impairment  
       Healthy: Healthy matched control subjects  
       * Age is calculated from the date of dosing. 
      BMI = Body mass index  
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Table 14.2.1.1 Total Plasma LOXO-292 Concentrations (ng/mL) Following Administration of a Single Dose of 160 mg LOXO-292 to Subjects with Mild 
Renal Impairment (Pharmacokinetic Population) 

 

Subject 
--------------------------------- Sample Times (hr) ------------------------------- 

 
 

Number Predose XX XX XX XX XX XX XX XX 
------------------------------------------------------------------------------------------------------------------------------- 

XXX-XXX   BLQ XX XX XX XX XX XX XX XX 
XXX-XXX   BLQ XX XX XX XX XX XX XX XX 
XXX-XXX   BLQ XX XX XX XX XX XX XX XX 

------------------------------------------------------------------------------------------------------------------------------- 
n   XX XX XX XX XX XX XX XX XX 

Mean   XX.X XX.X XX.X XX.X XX.X XX.X XX.X XX.X XX.X 
SD   XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX 
CV%  . XX.X XX.X XX.X XX.X XX.X XX.X XX.X XX.X 
SEM   XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX 

Minimum   XX XX XX XX XX XX XX XX XX 
Median   XX.X XX.X XX.X XX.X XX.X XX.X XX.X XX.X XX.X 
Maximum   XX XX XX XX XX XX XX XX XX 

------------------------------------------------------------------------------------------------------------------------------- 
For the calculation of summary statistics, values that are below the limit of quantitation (BLQ) of 1.00 ng/mL are treated as 0  
before the first quantifiable concentration and as missing elsewhere. 
. = Value missing or not reportable.  
 
 





Table 14.2.1.5 Total Plasma LOXO-292 Pharmacokinetic Parameters Following Administration of a Single Dose of 160 mg LOXO-292 to Subjects with Mild 
Renal Impairment (Pharmacokinetic Population) 

  
                                                      ------------------------------------ Parameters ----------------------------- 

Subject param1 param2 param3 param4 param5 param6 
Number (units) (units) (units) (units) (units) (units) 

    -------------------------------------------------------------------------------------------------------------------------------- 
XXX-XXX   XXX X.XX XXX XXX XX.X X.XXX 
XXX-XXX   XX.X X.XX XXX XXX XX.X X.XXX 
XXX-XXX   XXX X.XX XXX XXX XX.X X.XXX 
XXX-XXX   XX.X X.XX XXX XXX XX.X X.XXX 
XXX-XXX   XX.X X.XX XXX XXX XX.X X.XXX 
XXX-XXX   X.XX X.XX XXX XXX XX.X X.XXX 
XXX-XXX   XXX X.XX XXX XXX XX.X X.XXX 

    -------------------------------------------------------------------------------------------------------------------------------- 
n XX XX XX XX XX XX 

Mean XXX.X X.XXX XXX.X XXX.X XX.XX X.XXXX 
SD XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX 
CV% XX.X XX.X XX.X XX.X XX.X XX.X 
SEM XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX 

Minimum  XX.X X.XX XXX XXX XX.X X.XXX 
Median XX.XX X.XXX XXX.X XXX.X XX.XX X.XXXX 
Maximum  XXX X.XX XXX XXX XX.X X.XXX 

Geom Mean  XXX.X X.XXX XXX.X XXX.X XX.XX X.XXXX 
Geom CV%  XX.X XX.X XX.X XX.X XX.X XX.X 

L95% CI (Geom Mean)   XX.X XX.X  XX.X   
U95% CI (Geom Mean)   XX.X XX.X  XX.X   

    -------------------------------------------------------------------------------------------------------------------------------- 
         . = Value missing or not reportable. 
 
 
 











Table 14.2.3.1 Concentrations of LOXO-292 (LOXO-292) (ng/mL), and Concentrations in the Buffer Chamber (LOXO-
292 BC), and Concentrations in the Plasma Chamber (LOXO-292 PC), % Recovery, and Fraction Unbound 

Obtained Following the Plasma Protein Binding Assay in Subjects with Mild Renal Impairment 
(Pharmacokinetic Population)

 
 

Number 
  

LOXO-292 LOXO-292 BC LOXO-292 PC Recovery (%) 
Fraction 
Unbound 

------------------------------------------------------------------------------------------------------------------- 
XXX-XXX   XXX XX.X XXX XX.XX X.XXX 
XXX-XXX   XXX XX.X XXX XX.XX X.XXX 
XXX-XXX   X XX.X XXX XX.XX X.XXX 

------------------------------------------------------------------------------------------------------------------- 
n   XX XX XX XX XX 

Mean   XX.X XX.X XX.X XX.X XX.X 
SD   XX.XX XX.XX XX.XX XX.XX XX.XX 
CV%  . XX.X XX.X XX.X XX.X 
SEM   XX.XX XX.XX XX.XX XX.XX XX.XX 

Minimum   XX XX XX XX XX 
Median   XX.X XX.X XX.X XX.X XX.X 
Maximum   XX XX XX XX XX 

------------------------------------------------------------------------------------------------------------------- 
LOXO-292: Total concentration, LOXO-292 concentration in matrix prior to dialysis 
LOXO-292 BC: Buffer concentration, LOXO-292 concentration in the buffer chamber following dialysis 
LOXO-292 PC: Plasma concentration, LOXO-292 concentration in the plasma chamber following dialysis 
Recovery = (LOXO-292 BC + LOXO-292 PC) / LOXO-292 
Fraction unbound = LOXO-292 BC / LOXO-292 PC 
. = Value missing or not reportable.  
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Table 14.2.5.1  Urinary Excretion of LOXO-292 Following Administration of a Single Dose of 160 mg LOXO-292 to Subjects with 
Mild Renal Impairment (Pharmacokinetic Population)

----------------------------------- Parameters -------------------------------

  Predose  t1 – t2 Hours  t2-t3 Hours 

Subject 
 

Conc Vol 
 

Conc Vol Aet1-t2  Conc Vol Aet2-t3 

Number 
 

(units) (units) 
 

(units) (units) (units)  (units) (units) (unit)  

XXX-XXX 
 

X.XX X.XX 
 

XX.XX X.XX X.XX  X.XX X.XX X.XX 

XXX-XXX 
 

X.XX X.XX 
 

XX.XX X.XX X.XX  X.XX X.XX X.XX 

XXX-XXX 
 

X.XX X.XX 
 

XX.XX X.XX X.XX  X.XX X.XX X.XX 

n 
 

X X 
 

X X X  X X X 

Mean 
 

X.XXX X.XXX 
 

XX.XXX X.XXX X.XXX  X.XXX X.XXX X.XXX 

SD 
 

X.XXXX X.XXXX 
 

XX.XXXX X.XXXX X.XXXX  X.XXXX X.XXXX X.XXXX 

CV (%) 
 

X.X X.X 
 

XX.X X.X X.X  X.X X.X X.X 

SEM 
 

X.XXXX X.XXXX 
 

XX.XXXX X.XXXX X.XXXX  X.XXXX X.XXXX X.XXXX 

Minimum 
 

X.XX X.XX 
 

XX.XX X.XX X.XX  X.XX X.XX X.XX 

Median 
 

X.XXX X.XXX 
 

XX.XXX X.XXX X.XXX  X.XXX X.XXX X.XXX 

Maximum 
 

X.XX X.XX 
 

XX.XX X.XX X.XX  X.XX X.XX X.XX 

            

. = Value missing or not reportable. 
For the calculation of summary statistics and urinary excretion parameters, concentration values that are BLQ of 5.00 ng/mL are treated as 
0.



o
o

o

o
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Table 14.2.5.5  Pharmacokinetic Parameters for Urinary Excretion of LOXO-292 Following Administration of a Single Dose of 160 mg LOXO-292 
to Subjects with Mild Renal Impairment (Pharmacokinetic Population)

   ----------------------------------- Parameters -------------- 

Subject    Ae0-t  Fe  CLr  

Number    (unit)  (%)  (unit)  

XXX-XX    X.XX  X.XX  X.XX  

XXX-XX    X.XX  X.XX  X.XX  

XXX-XX    X.XX  X.XX  X.XX  

n 
  

 X  X  X  

Mean 
  

 X.XXX  X.XXX  X.XXX  

SD 
  

 X.XXXX  X.XXXX  X.XXXX  

CV% 
  

 X.X  X.X  X.X  

SEM 
  

 X.XXXX  X.XXXX  X.XXXX  

Minimum 
  

 X.XX  X.XX  X.XX  

Median 
  

 X.XXX  X.XXX  X.XXX  

Maximum 
  

 X.XX  X.XX  X.XX  

Geom Mean 
  

 X.XXX  X.XXX  X.XXX  

Geom CV% 
  

 X.X  X.X  X.X  

  . = Value missing or not reportable. 
For the calculation of summary statistics and urinary excretion parameters, concentration values that are BLQ of 5.00 ng/mL are  
treated as 0. 
 



o

o
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Table 14.3.1.1  Treatment-emergent Adverse Event Frequency by Cohort – Number of Subjects Reporting Events (% of Subject Dosed) (Safety 
Population) 

 
                                                                          Cohort                     
                                                       -------------------------------------------                                       
 TE Adverse Event*                                      Mild       Moderate    Severe    Healthy    Overall                                                  
 ----------------------------------------------------------------------------------------------------------- 
 Number of Subjects Dosed                              X (100%)    X (100%)    X(100%)    X(100%)   X(100%)    
 Number of Subjects with TE Adverse Events             X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
 Number of Subjects without TE Adverse Events          X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
 ----------------------------------------------------------------------------------------------------------- 
 Nervous system disorders                              X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Dizziness                                           X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Headache                                            X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Presyncope                                          X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)                                                  
 Respiratory, thoracic and mediastinal disorders       X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Dry throat                                          X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Oropharyngeal pain                      X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Sinus congestion                                    X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Sneezing                                            X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)      
 General disorders and administration site conditions  X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Fatigue                                             X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)          
   Thirst                                           X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
 etc.                                                                                                                        
 ------------------------------------------------------------------------------------------------ 
Note:  * Adverse events are classified according to the MedDRA Version 21.1 by System Organ Class and Preferred Term. 
       TE = Treatment-emergent  
       If a TEAE decreased in severity grade, the new TEAE record with less severity was counted as the same TEAE event of the previous 
       record with worse severity. 
 All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
      Cohort Descriptions: 
       Mild: Subjects with mild renal impairment  
       Moderate: Subjects with moderate renal impairment  
       Severe: Subjects with severe renal impairment  
       Healthy: Healthy matched control subjects  
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Programmer Note: Sort by decreasing frequency of system organ class and by preferred term within a system organ class of Overall column. 
For each subject, please sort the AEs with same verbatim and preferred term by onset date/time. For any pair (e.g., AE_S1, AE_S2) of these 
AEs (for same subject, same verbatim and preferred term), if the onset date/time of AE_S2 = resolved date/time of AE_S1 and the grade of 
AE_S2 < the grade level of AE_S1, then mark the AE_S2 with a flag like EVAUL_FLG =”N”.  Then, for AE analysis (summary tables), please 
exclude the ones with EVAUL_FLG =”N”. Won’t repeat this comment again.  
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Table 14.3.1.2  Treatment-emergent Adverse Event Frequency by Cohort – Number of Adverse Events (% of Total Adverse Events) (Safety 
Population) 

 
                                                                          Cohort                     
                                                       -------------------------------------------                                       
 TE Adverse Event*                                      Mild       Moderate    Severe    Healthy    Overall                                                  
 ----------------------------------------------------------------------------------------------------------- 
 Number of TE Adverse Events                           X (100%)    X (100%)    X(100%)    X(100%)   X(100%)    
------------------------------------------------------------------------------------------------------------ 
 Nervous system disorders                              X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Dizziness                                           X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Headache                                            X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Presyncope                                          X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)                                                  
 Respiratory, thoracic and mediastinal disorders       X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Dry throat                                          X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Oropharyngeal pain                      X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Sinus congestion                                    X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Sneezing                                            X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)      
 General disorders and administration site conditions  X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
   Fatigue                                             X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)          
   Thirst                                           X  (XX%)    X  (XX%)    X (XX%)    X (XX%)   X (XX%)    
 etc.                                                                                                                        
 ----------------------------------------------------------------------------------------------------------- 
 
                                                        
Note:  * Adverse events are classified according to the MedDRA Version 21.1 by System Organ Class and Preferred Term. 
       TE = Treatment-emergent  
       If a TEAE decreased in severity grade, the new TEAE record with less severity was counted as the same TEAE event of the previous 
       record with worse severity. 
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
      Cohort Descriptions:  <description> 
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Programmer Note: Sort by decreasing frequency of system organ class and by preferred term within a system organ class of Overall column. 

CCI
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Table 14.3.1.3  Treatment-Emergent Adverse Event Frequency by Cohort, Severity Grade, and Relationship to Study Drug - Number of Subjects 

Reporting Events (Safety Population) 
 
                             Number of               Severity Grade        Relationship to Study Drug     
                             Subjects with     --------------------------  --------------------------      
TE Adverse Event*  Cohort    Adverse Events    1    2    3     4     5      Related      Not Related         
-----------------------------------------------------------------------------------------------------    
Dizziness           XXXX           X           X    X    X     X     X         X             X           
Dry eye             XXXX           X           X    X    X     X     X         X             X                   
Dry mouth           XXXX           X           X    X    X     X     X         X             X           
                    XXXX           X           X    X    X     X     X         X             X           
Dry throat          XXXX           X           X    X    X     X     X         X             X           
Ear pain            XXXX           X           X    X    X     X     X         X             X            
Fatigue             XXXX           X           X    X    X     X     X         X             X            
-----------------------------------------------------------------------------------------------------     
Mild RI Subjects                  XX           X    X    X     X     X         X             X            
Moderate RI Subjects              XX           X    X    X     X     X         X             X            
Severe RI Subjects                XX           X    X    X     X     X         X             X             
Healthy Matched Subjects          XX           X    X    X     X     X         X             X             
Overall                           XX           X    X    X     X     X         X             X                
----------------------------------------------------------------------------------------------------- 
 
Note:  * Adverse events are classified according to MedDRA Version 21.1 by System Organ Class and Preferred Term.  
       TE = Treatment-emergent; AE = Adverse event 
       Severity Grade: Grade 1 = Mild; Grade 2 = Moderate; Grade 3 = Severe or medically significant but not immediately life- 
       threatening; Grade 4 = Life-threatening consequences; Grade 5 = Death related to AE 
       Not all grades are appropriate for all AEs, therefore some AEs are listed in the CTCAE with fewer than 5 options for grade selection. 
       If a TEAE decreased in severity grade, the new TEAE record with less severity was counted as the same TEAE event of the previous 
       record with worse severity. 
       When a subject experienced the same TEAE at more than one level of severity, only the most severe one was counted.  
       When a subject experienced the same TEAE at more than one level of drug relationship, only the one related to study drug was counted. 
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions:  <description> 
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Table 14.3.1.4  Treatment-Emergent Adverse Event Frequency by Cohort, Severity Grade, and Relationship to Study Drug - Number of Adverse 

Events (Safety Population) 
 
 
                                                     Severity Grade        Relationship to Study Drug     
                             Number of         --------------------------  --------------------------      
TE Adverse Event*  Cohort    Adverse Events    1    2    3     4     5      Related      Not Related         
-----------------------------------------------------------------------------------------------------    
Dizziness           XXXX           X           X    X    X     X     X         X             X           
Dry eye             XXXX           X           X    X    X     X     X         X             X                   
Dry mouth           XXXX           X           X    X    X     X     X         X             X           
                    XXXX           X           X    X    X     X     X         X             X           
Dry throat          XXXX           X           X    X    X     X     X         X             X           
Ear pain            XXXX           X           X    X    X     X     X         X             X            
Fatigue             XXXX           X           X    X    X     X     X         X             X            
-----------------------------------------------------------------------------------------------------     
Mild RI Subjects                  XX           X    X    X     X     X         X             X            
Moderate RI Subjects              XX           X    X    X     X     X         X             X            
Severe RI Subjects                XX           X    X    X     X     X         X             X             
Healthy Matched Subjects          XX           X    X    X     X     X         X             X             
Overall                           XX           X    X    X     X     X         X             X                
----------------------------------------------------------------------------------------------------- 
 
Note:  * Adverse events are classified according to MedDRA Version 21.1 by System Organ Class and Preferred Term.  
       TE = Treatment-emergent; AE = Adverse event 
       Severity Grade: Grade 1 = Mild; Grade 2 = Moderate; Grade 3 = Severe or medically significant but not immediately life- 
       threatening; Grade 4 = Life-threatening consequences; Grade 5 = Death related to AE 
       Not all grades are appropriate for all AEs, therefore some AEs are listed in the CTCAE with fewer than 5 options for grade selection. 
       If a TEAE decreased in severity grade, the new TEAE record with less severity was counted as the same TEAE event of the previous 
       record with worse severity. 
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions:  <description> 
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Table 14.3.2.1 Serious Adverse Events (Safety Population) 
 
                                                Onset/Resolution                                                            Relationship   
       Subject            Adverse  PT*/       --------------------           Severity                    Action for  Other  To Study     
Cohort Number    TE?̂      Event    SOC        Day  Date       Time    Freq*  Grade       Ser*  Outcome   Study Drug  Action Drug     
----------------------------------------------------------------------------------------------------------------------------------------- 
XXXX   XXX-XXX   Yes      XXXXXXX  XXXXXXX/   XX/  DDMMMYYYY/ XX:XX/  Inter.   X         NS    Resolved  XXXXXXXXX   XXXXXX XXXXXXXXX  
                                   XXXXXXXX   XX   DDMMMYYYY  XX:XX                                        
                        
 
 

 
 
 
 
 
 
 
Note:  * Adverse events are classified according to MedDRA Version 21.1 by System Organ Class and Preferred Term. 
       TE = Treatment-emergent; PT = Preferred Term; SOC = System Organ Class, Onset day is relative to Day 1. 
       Freq* represents Frequency:  SE = Single Episode, Inter. = Intermittent, Cont. = Continuous   
       Ser* represents Serious:  NS = Not Serious                                                                            
       Severity/Intensity: Grade 1 = Mild; Grade 2 = Moderate; Grade 3 = Severe or medically significant but not immediately  
       life-threatening; Grade 4 = Life-threatening consequences; Grade 5 = Death related to AE 
       Not all grades are appropriate for all AEs. 
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions:  <description> 
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                       Table 14.3.4.1  Out-of-Range Values and Unscheduled Results - Serum Chemistry (Safety Population) 
  
       Site-                                                     
       Subject   Age$/                                     Parameter1  Parameter2   Parameter3    Parameter4  Parameter5                
Cohort Number    Sex      Visit   Time Point   Date         (Unit)      (Unit)       (Unit)        (Unit)      (Unit)                      -
-------------------------------------------------------------------------------------------------------------------------------- 
  XXX  XXX-XXX   XX/M     XXXXX               DDMMMYYYY      XX HN       XX           XX            XX          XX HN  
                          XXXXX    XXXXXXX    DDMMMYYYY      XX          XX           XX            XX          XX     
                          XXXXX    XXXXXXX    DDMMMYYYY      XX          XX           XX            XX HN       XX     
                                              DDMMMYYYY      XX          XX           XX            XX          XX     
                                              DDMMMYYYY      XX LY-      XX LN        XX            XX LY-      XX     
 
 
 
Programmer Notes:  Clinical laboratory results will be presented in SI units. Please include flags as appropriate next to each value if 

present in the database and add a footer with the flag definition. The ranges will not be presented in the header given 
that there is more than one site involved in the study and the following footnote will be added: ‘Refer to appendix 
16.1.10.1 for site specific reference ranges.’. Replace Parameter1, 2 etc. with actual lab tests in the study. Sort 
unscheduled assessment and early termination records chronologically with other scheduled assessments. Arrange 
alphabetically by lab test name.

 
 Clinically significant lab values generally will be captured as AEs, some of which the PI may indicate in Appendix 
16.2.8.1.6 lab comments (as per GPG.03.0028 sections 2.9 and 2.10). Derive an additional flag for PI flag -/+ based on 
comments (i.e. NCS/CS). Present this derived 4th column in all tables, and list only PI-determined out-of-range clinically 
significant lab values in Table 14.3.4.4. 

 
Note:  $ Age is calculated from the date of dosing. 
       Abnormal flag: H = Above Reference Range, L = Below Reference Range  
       Computer Clinical significance: N = Not Clinically Significant, Y = Clinically Significant                                                            
       PI Interpretation: - = Not Clinically Significant, R = To be Rechecked, ̂  = Will be Retested at a Later Event 
       Refer to appendix 16.1.10.1 for site specific reference ranges. 
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
                   Cohort Descriptions:  <description> 
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                           Table 14.3.4.4  Clinically Significant Laboratory and Corresponding Results (Safety Population) 
 
        Subject  Age$/        Time                                                                                                              
Cohort  Number   Sex   Visit  Point   Date       Time      Department       Test           Result      Reference Range   Unit      
-------------------------------------------------------------------------------------------------------------------------------- 
XXXXXX  XXX-XXX  XX/X  XXXXX  XXXXX  DDMMMYYYY  HH:MM:SS  Serum Chemistry  Cholesterol    XXX             X – X         mg/dL  
                       XXXXX  XXXXX  DDMMMYYYY  HH:MM:SS  Serum Chemistry  Cholesterol    XXX  HYR+       X – X         mg/dL    
                       XXXXX  XXXXX  DDMMMYYYY  HH:MM:SS  Serum Chemistry  Cholesterol    XXX  HY-        X – X         mg/dL     
                       XXXXX  XXXXX  DDMMMYYYY  HH:MM:SS  Serum Chemistry  Cholesterol    XXX  HN         X – X         mg/dL  
 
 

 
Programmer Notes: Clinical laboratory results will be presented in SI units. Please include flags as appropriate next to each value if 
present in the database and add a footer with the flag definition. All time points for a subject/test with at least one value deemed as CS 
by the PI will be presented in this table. If there were no CS values as deemed by PI (i.e., no “CS” or “Clinically Significant” in the PI 
comment field in the laboratory dataset), then this table will contain the following statement: “There were no laboratory values documented 
as clinically significant by the PI in the study.” 
                                                                                                                               
 
 

Note:  $ Age is calculated from the date of dosing. 
       H = Above Reference Range, L = Below Reference Range                                                                                         
       Computer: N = Not Clinically Significant, Y = Clinically Significant                                                                         
       PI Interpretation: - = Not Clinically Significant, R = To be Rechecked, ̂  = Will be Retested at a Later Event  
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast.                               
       Cohort Descriptions:  <description>                                
 
 

  DDMMMYYYY  HH:MM 
 

CCI
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Table 14.3.5.1  Clinical Laboratory Summary - Serum Chemistry (Safety Population)  
                                                                                             
                                                                            Cohort 
                                     Time                    ------------------------------------ 
Laboratory Test (unit)               Point       Statistic      Mild   Moderate Severe Healthy     
------------------------------------------------------------------------------------------------- 
Testname (unit)                      Screening   n                X       X       X       X        
                                                 Mean           X.X     X.X     X.X     X.X       
                                                 SD            X.XX    X.XX    X.XX    X.XX     
                                                 Minimum         XX      XX      XX      XX       
                                                 Median         X.X     X.X     X.X     X.X       
                                                 Maximum         XX      XX      XX      XX       
 
                                     Day -1      n                X       X       X       X       
                                                 Mean           X.X     X.X     X.X     X.X       
                                                 SD            X.XX    X.XX    X.XX    X.XX     
                                                 Minimum         XX      XX      XX      XX       
                                                 Median         X.X     X.X     X.X     X.X       
                                                 Maximum         XX      XX      XX      XX       
 
                                     Day 2       n                X       X       X       X       
                                                 Mean           X.X     X.X     X.X     X.X       
                                                 SD            X.XX    X.XX    X.XX    X.XX     
                                                 Minimum         XX      XX      XX      XX       
                                                 Median         X.X     X.X     X.X     X.X       
                                                 Maximum         XX      XX      XX      XX       
        
Programmer note: Similar for remaining laboratory tests. Sort alphabetically by lab test name. SI units will be used in the 
summarization of all clinical laboratory results. For the change from baseline tables, please remove the screening and 
Day -1 time points, keep the baseline definition footnote and change the ‘Cohort’ header to ‘Change From Baseline’. 
 
Note:  Baseline is the last non-missing predose measurement prior to dosing (Day -1), including unscheduled assessments.  
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions:  <description>                               

    DDMMMYYYY  HH:MM 

CCI
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Table 14.3.5.3  Clinical Laboratory Shift from Baseline - Serum Chemistry (Safety Population) 
                                                     
                                             Baseline L         Baseline N         Baseline H      
                                         ------------------  -----------------  -----------------      
                                              Postdose            Postdose           Postdose 
      Laboratory              Time       ------------------  -----------------   ----------------      
      Test (units)   Cohort   Point         L    N     H        L    N    H        L    N    H 
      -------------------------------------------------------------------------------------------- 
      Testname(unit)  Mild    Day 2         X    XX    X        X   XX    X        X    XX   X   
               
                              Day 5         X    XX    X        X   XX    X        X    XX   X   
       
                              Day 8         X    XX    X        X   XX    X        X    XX   X   
               
                        
 
                                             
Programmer note: Similar for remaining laboratory tests. Use N = Within Normal Range, O = Outside Normal Range for 
urinalysis shift table. 
 
Note:  N = Within Normal Range, L = Below Normal Range, H= Above Normal Range. 
        Baseline is the last non-missing predose measurement prior to dosing (Day -1), including unscheduled assessments.  
        All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
        Cohort Descriptions:  <description>                               
          
        
 
 

    DDMMMYYYY  HH:MM    
  
CCI
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Table 14.3.5.10  Vital Sign Summary (Safety Population) 

 
                                                                            Cohort 
Vital Sign                       Time                    ------------------------------------ 
Parameter (unit)                 Point           Statistic      Mild   Moderate Severe Healthy     
------------------------------------------------------------------------------------------------- 
Parameter1 (unit)                Screening       n                X       X       X       X        
                                                 Mean           X.X     X.X     X.X     X.X       
                                                 SD            X.XX    X.XX    X.XX    X.XX     
                                                 Minimum         XX      XX      XX      XX       
                                                 Median         X.X     X.X     X.X     X.X       
                                                 Maximum         XX      XX      XX      XX       
 
                                 Day -1          n                X       X       X       X       
                                                 Mean           X.X     X.X     X.X     X.X       
                                                 SD            X.XX    X.XX    X.XX    X.XX     
                                                 Minimum         XX      XX      XX      XX       
                                                 Median         X.X     X.X     X.X     X.X       
                                                 Maximum         XX      XX      XX      XX       
 
                                 Day 1 Predose   n                X       X       X       X       
                                                 Mean           X.X     X.X     X.X     X.X       
                                                 SD            X.XX    X.XX    X.XX    X.XX     
                                                 Minimum         XX      XX      XX      XX       
                                                 Median         X.X     X.X     X.X     X.X       
                                                 Maximum         XX      XX      XX      XX       
 
<Programmer note: Similar for remaining vital sign parameters and time points. For the change from baseline tables, 
please remove the screening, Day -1, and Day 1 Predose time points, keep the baseline definition footnote and change 
the ‘Cohort’ header to ‘Change From Baseline’. 
 
Note:  Baseline is the last non-missing predose measurement prior to dosing (Day 1 Predose), including unscheduled assessments.  
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions:  <description>                               
 

    DDMMMYYYY  HH:MM 
   
CCI
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Table 14.3.5.12  12-Lead Electrocardiogram Summary (Safety Population) 

 
                                                                            Cohort 
ECG                              Time                    ------------------------------------ 
Parameter (unit)                 Point           Statistic      Mild   Moderate Severe Healthy     
------------------------------------------------------------------------------------------------- 
Parameter1 (unit)                Screening       n                X       X       X       X        
                                                 Mean           X.X     X.X     X.X     X.X       
                                                 SD            X.XX    X.XX    X.XX    X.XX     
                                                 Minimum         XX      XX      XX      XX       
                                                 Median         X.X     X.X     X.X     X.X       
                                                 Maximum         XX      XX      XX      XX       
 
                                 Day -1          n                X       X       X       X       
                                                 Mean           X.X     X.X     X.X     X.X       
                                                 SD            X.XX    X.XX    X.XX    X.XX     
                                                 Minimum         XX      XX      XX      XX       
                                                 Median         X.X     X.X     X.X     X.X       
                                                 Maximum         XX      XX      XX      XX       
 
                                 Day 8           n                X       X       X       X       
                                                 Mean           X.X     X.X     X.X     X.X       
                                                 SD            X.XX    X.XX    X.XX    X.XX     
                                                 Minimum         XX      XX      XX      XX       
                                                 Median         X.X     X.X     X.X     X.X       
                                                 Maximum         XX      XX      XX      XX       
 
           
Programmer note: Similar for remaining ECG parameters. For the change from baseline tables, please remove the Screening 
and Day -1 time points, keep the baseline definition footnote and change the ‘Cohort’ header to ‘Change From Baseline’. 
 
Note:  Baseline is the last non-missing predose measurement prior to dosing (Day -1), including unscheduled assessments.  
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions:  <description>
                             

    DDMMMYYYY  HH:MMCCI
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                                   Appendix 16.1.7.2  Healthy Control Subjects Matched to Renal Function Groups 
 
         Subject Number          Assigned Renal Function Group           Healthy MatchedSubject Number 
  ------------------------------------------------------------------------------------------------------------------------------ 
         XXX-XXX                 XXXXXXXXXXX                             XXX-XXX                 
         XXX-XXX                 XXXXXXXXXXX                             XXX-XXX                 
         XXX-XXX                 XXXXXXXXXXX                             XXX-XXX                 
         XXX-XXX                 XXXXXXXXXXX                             XXX-XXX                 
         XXX-XXX                 XXXXXXXXXXX                             XXX-XXX                 
         XXX-XXX                 XXXXXXXXXXX                             XXX-XXX                 
 
 
 
 
 
 
 
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
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                                   Appendix 16.1.10.1  Clinical Laboratory Reference Ranges 
 
                                                              Age   Conventional  Conventional SI              SI 
  Site   Laboratory Group          Test Name      Sex         Category      Normal Range    Unit       Normal Range    Units 
  ------------------------------------------------------------------------------------------------------------------------------ 
  XXX    Serum Chemistry           Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
                                   Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
                                   Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
                                   Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
                                   Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
                                   Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
                                                                                                                                            
        Hematology                 Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
                                   Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
                                   Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
                                   Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
                                   Test Name      XXXXXX      XX            XX – XX         units      XX – XX         units 
 
 
 
 

 

 

 

 

Programmer note: Sort alphabetically by lab test name within each lab group.  

 

 

 

 

 

 

 

 

 

 
<similar for remaining Laboratory Groups and Test Names> 
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Appendix 16.2.1  Subject Discontinuation (Safety Population) 
 

  Site/ Date of Study Completion/ 
                       Subject       End of Study or Date of  Completed  Primary 
          Cohort       Number        Discontinuation           Study?    Discontinuation Reason      Specify 
         --------------------------------------------------------------------------------------------------- 
          XXXXXX       XXX-XXX       DDMMMYYYY                YES    
                       XXX-XXX       DDMMMYYYY                YES    
                       XXX-XXX       DDMMMYYYY                YES    
                       XXX-XXX       DDMMMYYYY                YES    
                       XXX-XXX       DDMMMYYYY                 NO       Adverse Event              XXXXXXXXXXX 
                       XXX-XXX       DDMMMYYYY                YES    
                       XXX-XXX       DDMMMYYYY                YES    
                       XXX-XXX       DDMMMYYYY                YES    
 
 
 
 
 
 
 
 
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
 
 
 
 
 
 
 
 

    DDMMMYYYY  HH:MM 
  

CCI
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                                        Appendix 16.2.4.1  Demographics (Safety Population) 
                                                                                                                             
       Site/                                                                                          Body Mass    Informed                        
       Subject  Date of   Age*  Reproductive                                     Height    Weight      Index       Consent     Protocol 
Cohort Number   Birth    (yrs)   Status      Sex       Race        Ethnicity      (cm)      (kg)      (kg/m̂ 2)     Signed Date Version  
----------------------------------------------------------------------------------------------------------------------------------------- 
XXXX   XXX-XXX DDMMMYYYY  XX    AAAAAAAA    AAAAAA    AAAAAAAA    AAAAAAAAAA      XXX      XX.XX       XX.XX     DDMMMYYYY    AAAAAAAAA 
       XXX-XXX DDMMMYYYY  XX    AAAAAAAA    AAAAAA    AAAAAAAA    AAAAAAAAAA      XXX      XX.XX       XX.XX     DDMMMYYYY    AAAAAAAAA 
       XXX-XXX DDMMMYYYY  XX    AAAAAAAA    AAAAAA    AAAAAAAA    AAAAAAAAAA      XXX      XX.XX       XX.XX     DDMMMYYYY    AAAAAAAAA 
       XXX-XXX DDMMMYYYY  XX    AAAAAAAA    AAAAAA    AAAAAAAA    AAAAAAAAAA      XXX      XX.XX       XX.XX     DDMMMYYYY    AAAAAAAAA 
 
 
 
 
 
 
 
 
 
 
Programmer note: Please also include re-consent signed date and re-consent version.  
 
 
 
 
 
 
 
 
 
 
Note:  * Age is calculated from the date of dosing.  
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>   
 

    DDMMMYYYY  HH:MM 
 

CCI
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                    Appendix 16.2.4.2  Physical Examination (Safety Population) 
 
         Site/                    
         Subject              Time                 Body                 Answer or                                            
Cohort   Number     Visit     Point     Date       System               Result         Comment  
------------------------------------------------------------------------------------------------------------- 
XXXXXX   XXX-XXX    XXXXX    XXXXXX    DDMMMYYYY  Was PE performed?    Yes                      
                                                  General              Normal     
                                                  HEENT                Normal   
                                                  < >                  < > 
 
                    XXXXX    XXXXX     DDMMMYYYY  Was PE performed?    Yes 
                                                  HEENT                Normal   
                                                  < >                  < > 
 
 
 
 
Programmer Note: The ‘comment’ column will present any data that is recorded in the ‘Reason not done’ or ‘If Abnormal, Specify’ fields of 
the CRF.   
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
 
 
 
 
 
 

    DDMMMYYYY  HH:MM 
 
CCI
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Appendix 16.2.4.3  Medical and Surgical History (Safety Population) 
  
       Site/                                                            Date 
       Subject    Any                                          ----------------------                                         
Cohort Number   History?    Category    Body system              Start         End         Ongoing?   Condition or Events                            
------------------------------------------------------------------------------------------------------------------------------------- 
XXXXX  XXX-XXX    XXX       Medical     XXXXXXXXXXX              DDMMMYYYY    DDMMMYYYY    YES        XXXXXXX XXXXXX XXXXXXXX                                
                            Surgical                             DDMMMYYYY    DDMMMYYYY    
  
       XXX-XXX    XXX       Medical     XXXXXXXXXXX              DDMMMYYYY    DDMMMYYYY    NO      
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
 
 
 
 
 
 
 
 
 

    DDMMMYYYY  HH:MM 
  
CCI
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                          Appendix 16.2.4.4  Assessment of Renal Function (Safety Population) 
 
         eGFR #1    eGFR #2 Creatinine clearance 
        Site/    ------------------------  ---------------------------  ----------------------- 
        Subject                     Value                       Value      Mean eGFR               Result 
Cohort  Number   Date       Time   (unit)      Date      Time   (Unit)      (unit)     Date       (Unit) 
------------------------------------------------------------------------------------------------------------- 
XXXXX  XXX-XXX   DDMMMYYYY  HH:MM   XXXXX    DDMMMYYYY   HH:MM  XXXXX      XXXXXX     DDMMMYYYY    XXXXX      
       XXX-XXX   DDMMMYYYY  HH:MM   XXXXX    DDMMMYYYY   HH:MM  XXXXX      XXXXXX     DDMMMYYYY    XXXXX      
       XXX-XXX   DDMMMYYYY  HH:MM   XXXXX    DDMMMYYYY   HH:MM  XXXXX      XXXXXX     DDMMMYYYY    XXXXX                                                     
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
 
 
 
 
 
 
 

    DDMMMYYYY  HH:MM 
 

CCI
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Appendix 16.2.5.1  Subject Eligibility (Safety Population) 
 
 Site/ 
                                  Subject             Did subject meet 
                         Cohort   Number          all eligibility criteria?    Specify 
                        ----------------------------------------------------------------------------- 
                         XXXXXX   XXX-XXX                  YES 
 
                                  XXX-XXX                  NO                <this column is 
                                                                              only presented if 
                                                                               data is present> 
 
 
 
 
 
 
 
 
 
 
 
 
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
 
                                                                      

    DDMMMYYYY  HH:MM 
                                                               
 

 

CCI
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                          Appendix 16.2.5.2  Test Compound Administration Times (Safety Population) 
 
 Was Subject 
  Site/                    Fasted for at               
       Subject         Time     least 2 hours    Was LOXO-292   If no,      Date             Dosage                                                 
Cohort Number   Visit  Point    prior to dosing?  Administered? Reason Why? Dispensed Time   (Unit)    Route    Formulation    Comments                
------------------------------------------------------------------------------------------------------------------------------------------ 
XXXXX  XXX-XXX  XXXXX  XXXXX      XXXXXX         XXXXXXX      XXXXXXXX   DDMMMYYYY  XX:XX  XXXXXXX   XXXXX      XXXXXXXX   <This column 
                                                                                                                           prints only if 
                                                                                                                          data is present>                   
 
 
 
 
 
                                                                                          
 
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
 
 

    DDMMMYYYY  HH:MM CCI
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                      Appendix 16.2.5.3  PK Blood Draw Times and Protein Binding (Safety Population) 
 
  Site/ Was Predose 
       Subject                     PK Sample  If Not Done, Plasma Protein   Collection  Collection                                                           
Cohort Number   Visit  Time Point  Collected?  Specify     Binding Sample?    Date        Time              Comments                                         
------------------------------------------------------------------------------------------------------------------------------- 
XXXX   XXX-XXX  XXXXX  XXXXXXXXX    XXXXXXXX                XXXXX            DDMMMYYYY   X:XX                                                      
                                    XXXXXXXX                                 DDMMMYYYY   X:XX        
                                    XXXXXXXX                                 DDMMMYYYY   X:XX 
                                    XXXXXXXX                                 DDMMMYYYY   X:XX 
 
 
 
 
 
 
 
 
 
 
Programmer note: If appropriate, please add the ‘flag for programming’ column if present to the database.  
 
 
 
 
 
 
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
 
 

    DDMMMYYYY  HH:MM CCI
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                                                Appendix 16.2.5.4  Urine Collection Times (Safety Population) 
 
                                                        Urine Collection 
                                             ----------------------------------------- 
         Site/                                     Start                 Stop                          Unable   Subject 
         Subject                 Sample      -------------------   -------------------  Volume Weight  to       is 
Cohort   Number    Day     Hour  Collected?   Date       Time       Date       Time     (mL)    (g)    Void?    Anuric?   Comments 
--------------------------------------------------------------------------------------------------------------------------------------- 
XXXX     XXX-XXX    XX     XXXX    XXXX      DDMMMYYYY   X:XX:XX   DDMMMYYYY   X:XX:XX   XXX    XXX    XXXXX    XXXXX     XXXXXXXXXX 
 XX     XXXX    XXXX      DDMMMYYYY   X:XX:XX   DDMMMYYYY   X:XX:XX   XXX    XXX    XXXXX    XXXXX     XXXXXXXXXX 
 
 
 
 
Programmer note: If appropriate, please add the ‘flag for programming’ column if present to the database.  
 
 
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
 
 

    DDMMMYYYY  HH:MM 
  
CCI
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                          Appendix 16.2.5.5 Follow-Up Phone Call (Safety Population) 
 
                               
                               
         Site/                                                                        Any new concomitant medication 
         Subject  Was a Telephone Call                                Any AE Since    or change in concomitant medication 
Cohort   Number   Performed? (Yes/No)   Date          If No, Reason*   Last Visit?     Since last visit ? 
----------------------------------------------------------------------------------------------------------------------------------- 
 XXXX    XXX-XXX       YES             DDMMMYYYY      XXXXXXXXXXXXXX    XXXXXXX           XXXXXXXX 
                                 
 
 
 
 
 
 
 
 
 
 
 
Note:  * Reason options: 3 call attempts with no subject return call; Phone Disconnected; Wrong Number 
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
 
 

    DDMMMYYYY  HH:MM 
 
 
  

CCI
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                       Appendix 16.2.5.6  Prior and Concomitant Medications (Safety Population) 
                                                                                                                                     
       Site/                                                                                                      AE Term MH Term  Conti-                    
       Subject  Any    Prior to  Medication                                Start           Stop           Indi-   (If Due  (If Due  nuing                    
Cohort Number   Med̂ ?  Study?   (WHO* Term)   Dosage   Route     Frequency Day/Date/Time   Day/Date/Time  cation   to AE)  to AE)   Med̂ ?   
------------------------------------------------------------------------------------------------------------------------------------------- 
XXXXX  XXX-XXX   No              None                                                                                                 
       XXX-XXX   Yes    Yes      ACETAMINOPHEN 620 mg   BY MOUTH  AS NEEDED XX/DDMMMYYYY/   XX/DDMMYYYY/   XXXXX    NA       NA      YES      
                                (ACETAMINOPHEN)                             HH:MM           HH:MM 
           
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Note:  * Concomitant medications are coded with WHO Dictionary Version 01Sep2018 B3. 
        ̂Med = Medication; UNK = Unknown; AE = Adverse Event; MH = Medical History; NA = Not Applicable 
       Prior medication was medication taken prior to study drug administration. 
       Start and stop day is relative to Day 1. 
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>
 
 
 

    DDMMMYYYY  HH:MM 
  
CCI
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Appendix 16.2.7.1  Adverse Events (I of II) (Safety Population) 
 
                                           Time from                                                   
         Site/                             Last Dose                Onset                   Resolved          Duration  
         Subject          Adverse Event/   ----------       ----------------------  ------------------------   ---------- 
Cohort   Number    TE?̂    Preferred Term*   (DD:HH:MM)      Day    Date       Time   Day    Date       Time   (DD:HH:MM) 
----------------------------------------------------------------------------------------------------------------------------- 
XXX      XXX-XXX             None                                                                            
 
         XXX-XXX   Yes    XXXXXXXXXXXXX/     XX:XX:XX       XX     DDMMMYYYY  X:XX   XX     DDMMMYYYY  X:XX    XX:XX:XX  
                              XXXXXXXXXX       
 
                   No     XXXXXXXXXXXXX/     XX:XX:XX       XX     DDMMMYYYY  X:XX   XX     DDMMMYYYY  X:XX    XX:XX:XX 
                              XXXXXXXXXX       
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Note:  * Adverse events are classified according to MedDRA Version 21.1 by System Organ Class and Preferred Term. 
      ̂  TE = Treatment-emergent, Onset and resolved day is relative to Day 1. 

       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 

      Cohort Descriptions: <description> 
       

    DDMMMYYYY  HH:MM CCI
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                                       Appendix 16.2.7.2  Adverse Events (II of II) (Safety Population) 
 
                                                                                                                     
       Site/                           Onset                                                              Other          
       Subject   Treat- Adverse  --------------------                                    Action for       Action     Relationship to   
Cohort Number    ment   Event    Day   Date    Time    Freq*  Severity Ser* Outcome      Study Drug       Taken      Study Drug    
------------------------------------------------------------------------------------------------------------------------------------ 
XXXX   XXX-XXX          None                                                                                   
           
       XXX-XXX    X     XXXXXXX  XX    DDMMMYYYY XX:XX Inter. Grade 1  NS  Recovered or Dose Not Changed XXXXXXXX    Not Related    
                                                                           Resolved                           
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Note:  Ser* represents Serious:  NS = Not Serious                                                                            
       Freq* represents Frequency:  SE = Single Episode, Inter. = Intermittent, Cont. = Continuous   
       Severity/Intensity: Grade 1 = Mild; Grade 2 = Moderate; Grade 3 = Severe or medically significant but not immediately  
       life-threatening; Grade 4 = Life-threatening consequences; Grade 5 = Death related to AE 
 Onset and resolved day is relative to Day 1. 
       Not all grades are appropriate for all AEs, therefore some AEs are listed in the CTCAE with fewer than 5 options for grade selection. 
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description> 

 
    DDMMMYYYY  HH:MM 

 
CCI
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                             Appendix 16.2.7.3  Adverse Event Comments (Safety Population) 
 
        Site/                             Onset                   Resolved                               
        Subject      Adverse    ----------------------  ------------------------   
Cohort  Number       Event      Day    Date       Time   Day    Date       Time     Comments         
----------------------------------------------------------------------------------------------------------------------- 
XXXXX   XXX-XXX     DRY LIPS   XX     DDMMMYYYY  X:XX   XX     DDMMMYYYY  X:XX      XXXXXXXXXXXX      
 
        
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Note:  Onset and resolved day is relative to Day 1. 

       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 

       Cohort Descriptions: <description> 
 

 
    DDMMMYYYY  HH:MM                                                               CCI
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                              Appendix 16.2.7.4  Adverse Event Preferred Term Classification (Safety Population) 
 
         Site/                                                                                            Onset         
         Subject       Adverse                                                                   ---------------------- 
Cohort   Number         Event                    Preferred Term*        System Organ Class*      Day    Date       Time 
---------------------------------------------------------------------------------------------------------------------------- 
 XXXX    XXX-XXX   XXXXXX XXXXX XXXX XXXXXX    XXXXXXXXXX XXXXXXX      XXXXXXXXXXXXXXXXXXXXX     XX     DDMMMYYYY  X:XX 
 
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Note:  * Adverse events are classified to MedDRA Version 21.1 by System Organ Class and Preferred Term.                                                  
       Onset day is relative to Day 1. 
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description> 
                                                                                           
 

    DDMMMYYYY  HH:MM                                                                CCI
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Appendix 16.2.8.1.1.1  Clinical Laboratory Report - Serum Chemistry (Conventional Units)(Safety Population) 
  
                                                                                                                                                
            Site/                                                    
            Subject   Age$/                                    Parameter1  Parameter2   Parameter3    Parameter4  Parameter5                      
     Cohort Number    Sex      Visit    Time Point  Date         (Unit)      (Unit)       (Unit)        (Unit)      (Unit)   
     --------------------------------------------------------------------------------------------------------------------- 
     XXXXX  XXX-XXX   XX/M     XXXXXX   XXXXXXXXX  DDMMMYYYY      XX HN       XX           XX            XX          XX HN  
                               XXXXXX   XXXXXXXXX  DDMMMYYYY      XX          XX           XX            XX          XX     
                               XXXXXX   XXXXXXXXX  DDMMMYYYY      XX          XX           XX            XX HN       XX     
                                   
 
 
 
 
Programmer Notes:  Please also include the following columns in the listings as appropriate for each department: ‘Was Sample Collected?’, 

‘If no, reason’, ‘Was the subject fasting?’, ‘Any clinically significant results?’. These columns will be presented 
before the individual test results. Clinical laboratory results will be presented in SI and conventional units. Please 
include flags as appropriate next to each value if present in the database and add a footer with the flag definition. The 
ranges will not be presented in the header since there is more than one site involved in the study and the following 
footnote will be added: ‘Refer to appendix 16.1.10.1 for site specific reference ranges.’. Replace Parameter1, 2 etc. 
with actual lab tests in the study. Sort unscheduled assessment and early term chronologically with other scheduled 
assessments. The reproductive status will also be included in the serum FSH listings.  

 
Clinically significant lab values generally will be captured as AEs, some of which the PI may indicate in Appendix 
16.2.8.1.6 lab comments (as per GPG.03.0028 sections 2.9 and 2.10). Derive an additional flag for PI flag (+) based on 
positive CS/Clinically Significant comments. Present this derived 4th column in all tables, and list only PI-determined 
out-of-range clinically significant lab values in Table 14.3.4.4. Arrange alphabetically by lab test name. 

 
 
Note:  $ Age is calculated from the date of dosing.  
       H = Above Reference Range, L = Below Reference Range                                                                                         
       Computer Clinical Significance: N = Not Clinically Significant, Y = Clinically Significant                                                            
       PI Interpretation: - = Not Clinically Significant, R = To be Rechecked, ̂  = Will be Retested at a Later Event  
       Refer to appendix 16.1.10.1 for site specific reference ranges.   
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast.                             
       Cohort Descriptions: <description> 
                                
 



Program:  /CAXXXXX/sas_prg/stsas/lis_PROGRAMNAME.sas  DDMMMYYYY  HH:MM        
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                                         Appendix 16.2.8.1.6  Clinical Laboratory Report - Comments (Safety Population) 
  
        Subject          Time                                                 SI           SI                                                
Cohort  Number   Visit   Point      Date    Department         Test           Result       Unit      Comment                     
 ------------------------------------------------------------------------------------------------------------------------------- 
 XXXX   XXX-XXX   XXX    XXXXXX   DDMMMYYYY Other Tests        Fibrinogen     XXX          mg/dL     Not significant in the      
                                                                                                      context of this study.      
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Programmer Note: Results will be presented in SI units. 
 
 
 
Note:  All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast. 
       Cohort Descriptions: <description>  
 
 
 
 
 

    DDMMMYYYY  HH:MM  CCI
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Appendix 16.2.8.1.7  Clinical Laboratory Serology Samples(Safety Population) 
  
                                                                                                                                                
            Site/                                                    
            Subject   Age$/                                    Was the Sample  
     Cohort Number    Sex      Visit               Date        Collected?   
     ---------------------------------------------------------------------------- 
     XXXXX  XXX-XXX   XX/M     XXXXXX              DDMMMYYYY      XX  
                               XXXXXX              DDMMMYYYY      XX           
                               XXXXXX              DDMMMYYYY      XX           
                                   
 
 
 
 
 
 
 
 
 
 
 
 
 
Note:  $ Age is calculated from the date of dosing.  
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast.                             
       Cohort Descriptions: <description>   
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                                               Appendix 16.2.8.2  Vital Signs (Safety Population) 
 
                                                                                Blood Pressure (mmHg)        Respir- Temper-                           
       Subject           Time                               Supine for           -------------------  Pulse  ation   ature   Weight        
Cohort Number   Visit    Point   Date      Time   Position  at least 5 minutes?  Systolic/Diastolic   (bpm)  (rpm)    (°C)   (kg)   Comments     
-------------------------------------------------------------------------------------------------------------------------------------------- 
XXX    XXX-XXX  XXXXX   XXXXXX   DDMMMYYYY X:XX                                                                              XXX.X  
                XXXXX   XXXXXX   DDMMMYYYY X:XX      SIT        XXXX                   XXX/ XX         XX      XX     XX.X    
                XXXXX   XXXXXX   DDMMMYYYY XX:XX                                                                             XXX.X                       
                XXXXX   XXXXXX   DDMMMYYYY XX:XX     SIT        XXXX                   XXX/ XX         XX      XX                                            
                         
 
 
 
 
 
 
 
 
 
 
Programmer note: Sort unscheduled assessment and early term chronologically with other scheduled assessments and rechecks.  Please also 
include ‘Not Done’ if populated by ‘Yes’ in the database. If appropriate, please add the ‘flag for programming’ column if present to the 
database.  
 
 
 
 
 
Note:  SIT = Sitting  
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast.                             
                  Cohort Descriptions: <description>  
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Appendix 16.2.8.3  12-Lead Electrocardiogram (Safety Population) 
 
                                                 Was Subject                 Heart                                                                    
       Subject          Time                     supine for at               Rate      PR     RR     QRS     QT     QTcF*                                    
Cohort Number   Visit   Point    Date      Time  least 10 minutes?  Result   (bpm)   (msec) (msec)  (msec) (msec)  (msec)      Comments                      
---------------------------------------------------------------------------------------------------------------------------------------- 
XXXX   XXX-XXX  XXXXX  XXXXXXX  DDMMMYYYY  X:XX       XXX           Normal     XX     XXX.X   XX.X   XX.X   XXX.X   XXX.X   
                XXXXX  XXXXXXX  DDMMMYYYY  X:XX       XXX           ANCS       XX     XXX.X   XX.X   XX.X   XXX.X   XXX.X  
                XXXXX  XXXXXXX  DDMMMYYYY  X:XX       XXX           Normal     XX     XXX.X   XX.X   XX.X   XXX.X   XXX.X  
                       XXXXXXX  DDMMMYYYY  X:XX       XXX           Normal     XX     XXX.X   XX.X   XX.X   XXX.X   XXX.X #                       
                       XXXXXXX  DDMMMYYYY  X:XX       XXX           Normal     XX     XXX.X   XX.X   XX.X   XXX.X   XXX.X @                                  
 
 
 
 
 
 
 
 
Programmer note: Sort unscheduled assessment and early term chronologically with other scheduled assessments. Please also include ‘Not Done’ 
if populated by ‘Yes’ in the database. If appropriate, please add the ‘flag for programming’ column if present to the database.  
 
 
 
 
 
 
 
 
 
 
 
Note:  ANCS = Abnormal, Not Clinically Significant 
       QTcF* = QT corrected for heart rate using Fridericia’s correction. 
       # = QTcF > 450, @ = QTcF change from baseline greater than 30 msec 
       All subjects received a single oral dose of 160 mg LOXO-292 following a 2-hour fast.                             
      Cohort Descriptions: <description> 
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