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1. VERSION HISTORY 

This Statistical Analysis Plan (SAP) for study MDV3800-14 is based on the protocol 
amendment 1 dated 19AUG2016. 

Table 1 Summary of Major Changes in SAP Amendments 

SAP Version Change Rationale 
1.0   

2. INTRODUCTION 

This SAP provides the detailed methodology for summary and statistical analyses of the data 
collected in study MDV3800-14. 

The data will be analyzed by Medivation (a wholly owned subsidiary of Pfizer Inc.) and ERT 
Inc. (a designated CRO). 

All analyses stated in this Statistical Analysis Plan will be performed using SAS® software 
version 9.4 or later. 

2.1. Study Design 

This is a phase 1, open-label safety study of talazoparib (also known as MDV3800, BMN 
673), a poly(ADP-ribose) polymerase (PARP) inhibitor in development for treatment of a 
variety of human cancers. This study is designed to evaluate the effects of talazoparib on 
cardiac repolarization in at least 30 patients with advanced solid tumors with no available 
standard treatment options. Eligible patients will have continuous 12-lead electrocardiogram 
(ECG) recordings at baseline (day -1); time-matched pharmacokinetic (PK) samples and 
continuous ECG recordings will be obtained at days 1, 2, and 22; single ECGs will be 
collected at screening and safety follow-up. Patients will fast for at least 6 hours before and 2 
hours after the dose on days 1 and 22. 

On day -1, patients will have continuous 12-lead ECG recording, starting at time 0 (baseline, 
corresponding to the dosing time on day 1) and continuing for 6 hours. On day 1, within 72 
hours of time 0, continuous 12-lead ECG recording will start 45 minutes before 
administration of talazoparib 1 mg at time 0, and continue through 6 hours postdose. Blood 
samples for PK will be collected predose and at 1, 2, 4, and 6 hours postdose. On day 2 (24 
hours after the first dose of study drug), a 30-minute continuous 12-lead ECG recording and 
a blood sample for PK will be obtained before the day 2 dose of talazoparib. On days 3 to 21, 
talazoparib at 1 mg/day every day will be self-administered orally. On days 8 and 15, patients 
will return for general assessments. 

On day 22, patients will return for steady-state continuous 12-lead ECG recordings, starting 
45 minutes before the dose of talazoparib, and continuing for 6 hours postdose. PK samples 
will be collected predose and at 1, 2, 4, and 6 hours postdose. 

ECG data from continuous 12-lead ECG recordings will be submitted for independent central 
review. After reviewing for data quality, triplicate 10-second ECGs will be extracted from a 
5-minute extraction window at each planned time point, beginning 15 minutes before each 

















Protocol MDV3800-14  Statistical Analysis Plan 

 
Page 14 

 

Correction formulae included are QTcF and QTcB. The corrected QT intervals, QTcB and 
QTcF, are defined as: 

QTcF is the length of the QT interval corrected for heart rate by Fridericia’s formula: 

• QTcF = QT/(RR)1/3 

QTcB is the length of the QT interval corrected for heart rate by Bazett’s formula: 

• QTcB = QT/(RR)1/2 

5.4. Standard Derivations and Reporting Conventions 

Descriptive statistics (the number of patients [n], mean, standard deviation [SD], median, 
minimum, and maximum) will be used to summarize continuous variables. Means will be 
presented to 1 more decimal place than the recorded data. Medians will be presented using 
the same number of decimal places as the recorded data unless the calculated median results 
in an additional decimal place ending in ‘5’ (ie, 5 and 7 = 6, 5 and 8 = 6.5, etc). Standard 
deviations will be presented to 2 more decimal places than the recorded data. Minimum and 
maximum values will be presented using the same number of decimal places as the recorded 
data. 

Frequency distributions (number [n] and percentage of patients [%]) will be used to 
summarize categorical or qualitative variables. In general, the denominator for the percentage 
calculation will be based upon the total number of patients in the study population for that 
particular time point assessment. Records that are missing or not done will not be factored 
into the percentage calculation, unless otherwise specified. 

Percentages will be presented to a maximum of 1 decimal place. 

Unless otherwise specified, the following conventions will be applied to all analyses: 

• 1 year = 365.25 days. Year is calculated as (days/365.25) rounded up to 1 significant 
digit 

• 1 month = 30.4375 days. Month is calculated as (days/30.4375) rounded up to 1 
significant digit 

• Age will be calculated as the integer relative to the patient’s signed informed consent 
date and Date of Birth. 

• 1 pound = 0.454 kg 

• 1 inch = 2.54 cm 

• Missing data will not be imputed unless otherwise specified 

• For laboratory results collected as < or > for a numeric value, 0.0000000001 will be 
subtracted or added, respectively, to the value 
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Therefore, the data will be presented as the frequency and percent of patients with each type 
of outlier. The following criteria (“study endpoints”) are defined for this analysis (“new” 
means not present at baseline, and becomes present on at least 1 on-treatment ECG time 
point) where “baseline” is defined as the time-averaged value based on the mean of all ECGs 
on day -1 and predose from day 1: 

Heart rate: A value for a patient is considered to be an outlier at pre-defined post dose time 
point if the heart rate measurement at that time point is < 50 beats per minute (bpm) and 
the measure is at least a 25% decrease from the patient’s baseline mean heart rate (i.e., a 
bradycardic event) or if the heart rate measurement at the pre-defined post dose time point 
is > 100 bpm and the measure is at least a 25% increase from the baseline mean heart rate 
(i.e., a tachycardic event). 

PR interval: A value for a patient is considered to be an outlier at a pre-defined post dose 
time point if the PR interval at that time point is > 200 msec and it is at least a 25% 
increase from the patient’s baseline mean PR interval. 

QRS interval: A value for a patient is considered to be an outlier at a pre-defined post dose 
time point if the QRS interval at  that time point is > 100 msec and it is at least a 25% 
increase from the patient’s baseline mean QRS interval. 

QT interval: A value for a patient is considered to be an outlier at a pre-defined post dose 
time point if the QT interval at that time point is > 500 msec and the patient’s baseline 
mean QT interval is ≤ 500 msec. 

QTcB: A value for a patient is considered to be an outlier at a pre-defined post dose time 
point if the QTcB interval at that time point is > 500 msec and the patient’s baseline mean 
QTcB interval is ≤ 500 msec. A value is also considered an outlier if the QTcB interval at 
a pre-defined post dose time point is > 480 msec when the patient’s baseline mean QTcB 
interval is ≤ 480 msec and when the QTcB interval at a pre-defined post dose time point 
is > 450 msec when the patient’s baseline mean QTcB interval is ≤ 450 msec. In addition, 
the number and percentage of patients with changes from baseline of > 30-60 msec and > 
60 msec are presented. 

QTcF: A value for a patient is considered to be an outlier at a pre-defined post dose time 
point if the QTcF interval at that time point is > 500 msec and the patient’s baseline mean 
QTcF interval is ≤ 500 msec. A value is also considered an outlier if the QTcF interval at 
a pre-defined post dose time point is > 480 msec when the patient’s baseline mean QTcF 
interval is ≤ 480 msec and when the QTcF interval at a pre-defined post dose time point is 
> 450 msec when the patient’s baseline mean QTcF interval is ≤ 450 msec. In addition, 
the number and percentage of patients with changes from baseline of > 30-60 msec and > 
60 msec are presented. 

A categorical or outlier analysis is considered exploratory since the study is not powered to 
pick up unusual individual responses to the potential effects of drugs. The categorical 
analysis is assessed using the time-averaged baseline, comparing this baseline ECG interval 
value to all post-treatment ECG time points and then choosing the value that is the largest 
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The PK analyses will include descriptions of the PK by days. Selected PK parameters will be 
summarized, such as maximum plasma concentration (Cmax), time to maximum plasma 
concentration (Tmax), concentration at 24 hours (C24h), area under the plasma concentration 
time-curve (AUC24h), AUC accumulation ratio (AR) and apparent plasma clearance (CL/F). 
AUC24h on Day 22 will be calculated by imputing Day 22 24 hour concentration to be the 
same as Day 22 predose concentration. 

PK parameters of talazoparib will be listed by patient and summarized descriptively by day 
for the PK population. Exclusion of values from the summary statistics calculations due to 
dose changes (eg, dose interruptions, dose reductions) will be handled on a case-by-case 
basis. The following descriptive statistics of individual analytes will be provided for all PK 
parameters except Tmax: n, arithmetic mean, SD, CV%, geomean, geoCV%, median, 
minimum, and maximum. For Tmax, only n, median, minimum, and maximum will be 
reported. Descriptive statistics will be calculated only for PK parameters obtained from n ≥ 3. 

7. SAMPLE SIZE CONSIDERATIONS 

A sample size of at least 27 evaluable patients will provide 80% power to reject the null 
hypothesis if the mean change from baseline in QTcF is ≥ 10 msec with  one-sided  5% level 
of significance, assuming a standard deviation of 20 msec. To allow for 10% dropouts, 30 
patients will be enrolled. 

Patients will be enrolled until 30 patients complete day 22, miss ≤ 5 consecutive doses of 
study drug, have technically adequate ECG recordings, and have at least 80% of specified PK 
samples collected  representing all 3-days of observation (days 1, 2 and 22). 

8. INTERIM ANALYSES 

N/A 

9. REFERENCES  

No literature reference is cited. 
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10. APPENDICES 

Appendix 1. Clinical Study Report Tables, Listings, and Figures 

CSR TLF No.  Title Analysis Population Analysis Performed by? 

Tables 

14.1.1 Patient Disposition Safety Population MDVN/PFE 
14.1.2 Analysis Populations Enrolled Population MDVN/PFE 

14.1.3.1 Demographics and Baseline Characteristics  Safety Population MDVN/PFE 
14.1.3.2 Baseline Disease Characteristics  Safety Population MDVN/PFE 
14.1.4 Medical History by System Organ Class and Preferred Term  Safety Population MDVN/PFE 

14.1.5.1 Treatment Exposure and Compliance  Safety Population MDVN/PFE 
14.1.5.2 Concomitant Medications by ATC Class and Preferred Term  Safety Population MDVN/PFE 
14.3.1.1 Overview of Treatment-Emergent Adverse Events  Safety Population MDVN/PFE 

14.3.1.2 Treatment-Emergent Adverse Events by System Organ Class and Preferred Term Safety Population MDVN/PFE 
14.3.1.3 Treatment-Emergent Adverse Events by Preferred Term  Safety Population MDVN/PFE 
14.3.1.4 Treatment-Emergent Adverse Events Related to Study Drug by Preferred Term  Safety Population MDVN/PFE 

14.3.1.5 Treatment-Emergent Adverse Events by System Organ Class, Preferred Term, and 
Maximum Severity  Safety Population MDVN/PFE 

14.3.2.1 Serious Adverse Events by System Organ Class and Preferred Term  Safety Population MDVN/PFE 

14.3.2.2 Serious Adverse Events Related to Study Drug by Preferred Term Safety Population MDVN/PFE 

14.3.2.3 Treatment-Emergent Adverse Events Leading to Study Drug Discontinuation by 
System Organ Class and Preferred Term Safety Population MDVN/PFE 

14.3.4.1 Hematology Shift Table by Worst Postbaseline Toxicity Grade  Safety Population MDVN/PFE 
14.3.4.2 Chemistry Shift Table  by Worst Postbaseline Toxicity Grade  Safety Population MDVN/PFE 
14.3.4.3 Hematology Shift Table Based on Normal Range  Safety Population MDVN/PFE 

14.3.4.4 Chemistry Shift Table Based on Normal Range  Safety Population MDVN/PFE 
14.3.4.5 Change from Baseline Hematology Laboratory Result  Safety Population MDVN/PFE 
14.3.4.6 Change from Baseline Chemistry Laboratory Result  Safety Population MDVN/PFE 

14.3.4.7 Treatment-Emergent Liver Test Elevations  Safety Population MDVN/PFE 
14.3.5.1 Change From Baseline Vital Sign Results  Safety Population MDVN/PFE 
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CSR TLF No.  Title Analysis Population Analysis Performed by? 
14.3.5.2 Clinically Notable Changes in Vital Sign Results Safety Population MDVN/PFE 
14.3.6 Change from Baseline ECG Results Safety Population MDVN/PFE 

14.3.6.1.1 Time-Matched and Time-Averaged ECG Central Tendency and Outlier Analyses - 
Heart Rate (bpm) Electrocardiographic Population ERT 

14.3.6.1.2 Time-Matched and Time-Averaged ECG Central Tendency and Outlier Analyses - 
PR Interval (msec) Electrocardiographic Population ERT 

14.3.6.1.3 Time-Matched and Time-Averaged ECG Central Tendency and Outlier Analyses - 
QRS Interval (msec) Electrocardiographic Population ERT 

14.3.6.1.4 Time-Matched and Time-Averaged ECG Central Tendency and Outlier Analyses - 
QT Interval (msec) Electrocardiographic Population ERT 

14.3.6.1.5 Time-Matched and Time-Averaged ECG Central Tendency and Outlier Analyses - 
QTc Fridericia (msec) Electrocardiographic Population ERT 

14.3.6.1.6 Time-Matched and Time-Averaged ECG Central Tendency and Outlier Analyses - 
QTc Bazett (msec) Electrocardiographic Population ERT 

14.3.6.1.7 Timepoint and Time-Averaged ECG Central Tendency and Outlier Analyses  QTc 
Individual (ms) Electrocardiographic Population ERT 

14.3.6.1.8 Timepoint  and Time-Averaged  ECG Central Tendency and Outlier Analyses QTc 
Fridericia (ms) Electrocardiographic Population ERT 

14.3.6.2.1 Treatment-Emergent Abnormalities – Atrial Fibrillation Electrocardiographic Population ERT 

14.3.6.2.2 Treatment-Emergent Abnormalities – Atrial Flutter Electrocardiographic Population ERT 
14.3.6.2.3 Treatment-Emergent Abnormalities - Second Degree Heart Block Electrocardiographic Population ERT 
14.3.6.2.4 Treatment-Emergent Abnormalities - Third Degree Heart Block Electrocardiographic Population ERT 

14.3.6.2.5 Treatment-Emergent Abnormalities - Complete Right Bundle Branch Block Electrocardiographic Population ERT 
14.3.6.2.6 Treatment-Emergent Abnormalities - Complete Left Bundle Branch Block Electrocardiographic Population ERT 
14.3.6.2.7 Treatment-Emergent Abnormalities - ST Segment Depression Electrocardiographic Population ERT 

14.3.6.2.8 Treatment-Emergent Abnormalities - ST Segment Elevation Electrocardiographic Population ERT 
14.3.6.2.9 Treatment-Emergent Abnormalities - Negative (Inverted) T Waves Electrocardiographic Population ERT 
14.3.6.2.10 Treatment-Emergent Abnormalities - Myocardial Infarction Pattern Electrocardiographic Population ERT 

14.3.6.2.11 Treatment-Emergent Abnormalities - Abnormal U Waves Electrocardiographic Population ERT 

14.3.6.3.1 Change from Baseline with 90% Two-Sided Confidence Interval - QTc Fridericia 
(msec) Electrocardiographic Population ERT 

14.3.6.3.2 Change from Baseline with 90% Two-Sided Confidence Interval - QTc Bazett 
(msec) Electrocardiographic Population ERT 
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CSR TLF No.  Title Analysis Population Analysis Performed by? 

14.4.1.1 
Concentration-ECG Interval Effect Analysis- Change from Baseline versus the 
Talazoparib Plasma Concentration – Estimates from Linear Mixed Model -QTc 
Fridericia, QTc Bazett Interval (msec)   

Safety Population ERT 

14.4.1.2 Individual and Summary of Plasma Talazoparib Concentrations  PK Population MDVN/PFE 

14.4.1.3 Individual and Summary of Plasma Talazoparib PK Parameters on Day 1 PK Analysis Population MDVN/PFE 
14.4.1.4 Individual and Summary of Plasma Talazoparib PK Parameters on Day 22 PK Analysis Population MDVN/PFE 
14.4.1.5 Overall Summary of Plasma Talazoparib PK Parameters PK Analysis Population MDVN/PFE 

Figures 

14.3.6.1.1 Mean Change from Baseline- Heart Rate (Values with Means ± 90% CIs - 
Estimates and CI are model based) Electrocardiographic Population ERT 

14.3.6.1.2 Mean Change from Baseline- PR Interval (Values with Means ± 90% CIs - 
Estimates and CI are model based) Electrocardiographic Population ERT 

14.3.6.1.3 Mean Change from Baseline- QRS Duration (Values with Means ± 90% CIs - 
Estimates and CI are model based) Electrocardiographic Population ERT 

14.3.6.1.4 Mean Change from Baseline- QT Interval (Values with Means ± 90% CIs - 
Estimates and CI are model based) Electrocardiographic Population ERT 

14.3.6.1.5 Mean Change from Baseline- QTcF Interval (Values with Means ± 90% CIs - 
Estimates and CI are model based) Electrocardiographic Population ERT 

14.3.6.1.6 Mean Change from Baseline- QTcB Interval (Values with Means ± 90% CIs - 
Estimates and CI are model based) Electrocardiographic Population ERT 

14.4.1.1 Change from Baseline QTcF Versus Mean Talazoparib Plasma Concentration 
Estimates from the Mixed Effects Model Regression 

Pharmacokinetic-Pharmacodynamic 
Population ERT 

14.4.1.2 Change from Baseline QTcB Versus Mean Talazoparib Plasma Concentration 
Estimates from the Mixed Effects Model Regression 

Pharmacokinetic-Pharmacodynamic 
Population ERT 

14.4.1.3 Mean (SD) Plasma Talazoparib Concentration-Time Profiles  PK Population MDVN/PFE 
14.4.1.4 Individual Plasma Talazoparib Concentration-Time Profiles for Day 1  PK Population MDVN/PFE 

14.4.1.5 Individual Plasma Talazoparib Concentration-Time Profiles for Day 22 PK Population MDVN/PFE 
14.4.2.1 Subject Profiles: Change from Baseline vs Talazoparib Plasma Conc. Individual (PK-PD Population) ERT 
14.4.2.2 Subject Profiles: Change from Baseline vs Talazoparib Plasma Conc. Individual (PK-PD Population) ERT 

14.4.2.3 Subject Profiles: Change from Baseline vs Talazoparib Plasma Conc. Individual (PK-PD Population) ERT 
14.4.2.4 Subject Profiles: Change from Baseline vs Talazoparib Plasma Conc. Individual (PK-PD Population) ERT 
14.4.2.5 Subject Profiles: Change from Baseline vs Talazoparib Plasma Conc. Individual (PK-PD Population) ERT 

14.4.2.6 Subject Profiles: Change from Baseline vs Talazoparib Plasma Conc. Individual (PK-PD Population) ERT 
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CSR TLF No.  Title Analysis Population Analysis Performed by? 

Listings 

16.2.1.1 Inclusion and Exclusion Criteria Screened Population MDVN/PFE 
16.2.1.2 Patient Disposition Safety Population MDVN/PFE 

16.2.2 Protocol Deviations Safety Population MDVN/PFE 
16.2.3 Analysis Populations Enrolled Population MDVN/PFE 
16.2.4.1 Baseline Demographics  Safety Population MDVN/PFE 

16.2.4.2 Baseline Disease Characteristics  Safety Population MDVN/PFE 
16.2.4.3 Medical History  Safety Population MDVN/PFE 
16.2.4.4 Prior Systemic Anti-Cancer Therapy  Safety Population MDVN/PFE 

16.2.4.5 Prior Radiation Therapy  Safety Population MDVN/PFE 
16.2.4.6 Prior Surgery for Cancer  Safety Population MDVN/PFE 
16.2.5.1 Dose Administration Record  Safety Population MDVN/PFE 

16.2.5.2 Drug Accountability  Safety Population MDVN/PFE 
16.2.5.3 Concomitant Medication  Safety Population MDVN/PFE 
16.2.5.4 Other Procedures Safety Population MDVN/PFE 

16.2.7.1 Treatment-Emergent Adverse Events  Safety Population MDVN/PFE 
16.2.7.2 Serious Adverse Events Screening Failures MDVN/PFE 
16.2.7.3 Deaths Enrolled Population MDVN/PFE 

16.2.8.1 Hematology Laboratory Results  Safety Population MDVN/PFE 
16.2.8.2 Chemistry Laboratory Results  Safety Population MDVN/PFE 
16.2.8.3 Vital Sign Results  Safety Population MDVN/PFE 

16.2.8.4.1 ECG Results Safety Population MDVN/PFE 
16.2.8.4.2 Listing of ECG Parameters -- Holter Extraction Safety Population ERT 
16.2.8.4.3 Listing of ECG Morphology Interpretations -- Holter Extraction Safety Population ERT 

16.2.8.5 Pregnancy Test Results  Safety Population MDVN/PFE 
16.2.8.6 Other Laboratory Results Safety Population MDVN/PFE 
16.2.8.7 Individual Plasma Talazoparib Concentrations PK Population MDVN/PFE 
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Appendix 2. Shells and Specifications 

Appendix 2.1. Section 14 Tables 

Table 14.1.1: Patient Disposition (Safety Population) 

Disposition 
  Reason 

Talazoparib 
1 mg 

(N = xx) 
  

xx (xx.x%) 
xx (xx.x%) 
xx (xx.x%) 

Patients treated 
   Completed 
   Discontinued 
 
Primary reason for treatment discontinuation 

xx (xx.x%) 
xx (xx.x%) 
xx (xx.x%) 

   Reason 1 
   Reason 2 
   Reason 3 
 
Is patient continuing open-label extension study? 

xx (xx.x%) 
xx (xx.x%) 

   Yes 
   No 
 
The date of analysis data transfer is DDMONYYYY. 
Percentage is based on N. 
Data source: Listing 16.2.1.2. 
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Table 14.1.2: Analysis Populations (All Enrolled) 

Analysis Set 

Talazoparib 
1 mg 

(N = xx) 
  
Safety population xx (xx.x%) 
  
ECG analysis population xx (xx.x%) 
  
PK population xx (xx.x%) 
  
PK analysis population xx (xx.x%) 
  
PK-PD analysis population xx (xx.x%) 
  
The date of analysis data transfer is DDMONYYYY. 
ECG: electrocardiogram, PD: pharmacodynamics, PK: pharmacokinetics 
The safety population includes all patients who receive any amount of talazoparib. 
The ECG analysis population consists of all enrolled patients who receive at least 1 dose of talazoparib, and have at least 1 available baseline 
and 1 on-treatment ECG data.  
The PK population is defined as all patients who receive at least 1 dose of talazoparib and provide at least 1 reportable concentration. 
The PK analysis population is defined as all patients who have sufficient concentration data to derive at least 1 PK parameter. 
The PK-PD analysis population is defined as all patients in the ECG analysis population who have at least 1 time-matched pair of plasma 
concentration and ECG measurements obtained at the same nominal time point. 
Percentage is based on N. 
Data source:  Listing 16.2.3. 
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Table 14.1.3.1: Demographics and Baseline Characteristics (Safety Population) 

Demographic 
  Variable 

Talazoparib 
1 mg 

(N = xx) 
Age (years)  
   n xxx 
   Mean (SD) xx.x (x.xx) 
   Median xx.x 
   Min, Max xx.x, xx.x 
  
Sex  
   Female xx (xx.x%) 
   Male xx (xx.x%) 
   Missing xx (xx.x%) 
  
Race  
   American Indian or Alaska Native xx (xx.x%) 
   Asian xx (xx.x%) 
   Black or African American xx (xx.x%) 
   Native Hawaiian or Other Pacific Islander xx (xx.x%) 
   White xx (xx.x%) 
   Other xx (xx.x%) 
   Missing xx (xx.x%) 
  
Ethnicity  
   Hispanic or Latino xx (xx.x%)  
   Not Hispanic or Latino xx (xx.x%)  
   Other xx (xx.x%)  
   Unknown xx (xx.x%)  
   
Weight (kg)  
   n xxx 
   Mean (SD) xx.x (x.xx) 
   Median xx.x 
   Min, Max xx.x, xx.x 
  
Height (cm)  
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Demographic 
  Variable 

Talazoparib 
1 mg 

(N = xx) 
   n xxx 
   Mean (SD) xx.x (x.xx) 
   Median xx.x 
   Min, Max xx.x, xx.x 
  
Body mass index [BMI] (kg/m^2)  
   n xxx 
   Mean (SD) xx.x (x.xx) 
   Median xx.x 
   Min, Max  
  
The date of analysis data transfer is DDMONYYYY. 
SD:  standard deviation, Min: minimum, Max: maximum, n: counts of non-missing values. 
Percentage is based on N.  
Data source:  Listing 16.2.4.1. 

 

Programming Specification: • ‘Missing’ is shown only if the count is not zero. 
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Table 14.1.3.2: Baseline Disease Characteristics (Safety Population) 

Disease 
  Characteristics 

Talazoparib 
1 mg 

(N = xx) 
  
Primary Cancer Site  
   Breast xx (xx.x%) 
   Colorectal xx (xx.x%) 
   Liver xx (xx.x%) 
   Lung xx (xx.x%) 
   Kidney xx (xx.x%) 
   Ovary xx (xx.x%) 
   Prostate xx (xx.x%) 
   Melanoma xx (xx.x%) 
   Other xx (xx.x%) 
  
Staging at Initial Diagnosis [1]  
   Primary Tumor: xx (xx.x%) 
      T0 xx (xx.x%) 
      T1 xx (xx.x%) 
      T2 xx (xx.x%) 
      T3 xx (xx.x%) 
      T4 xx (xx.x%) 
      TX xx (xx.x%) 
   Regional Lymph Nodes:  
      N0 xx (xx.x%) 
      N1 xx (xx.x%) 
      N2 xx (xx.x%) 
      N3 xx (xx.x%) 
      NX xx (xx.x%) 
   Distant Metastases:  
      M0 xx (xx.x%) 
      M1 xx (xx.x%) 
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Disease 
  Characteristics 

Talazoparib 
1 mg 

(N = xx) 
      MX xx (xx.x%) 
  
Histopathological Type at Initial Diagnosis  
   Adenocarcinoma xx (xx.x%) 
   Squamous Cell Carcinoma xx (xx.x%) 
   Other xx (xx.x%) 
  
ECOG performance status  
   0 xx (xx.x%) 
   1 xx (xx.x%) 
   2 xx (xx.x%) 
   3 xx (xx.x%) 
   4 xx (xx.x%) 
  
The date of analysis data transfer is DDMONYYYY. 
Percentage is based on N.  
AJCC: American Joint Committee on Cancer, ECOG: Eastern Cooperative Oncology Group.  
[1] The Classification of Staging at Initial Diagnosis are as per AJCC Staging Manual Sixth Edition. 
Data source:  Listing 16.2.4.2. 
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Table 14.1.4: Medical History by System Organ Class and Preferred Term (Safety Population) 

System Organ Class 
  Preferred Term 

Talazoparib 
1 mg 

(N = xx) 
Number of Patients Who Had at Least One Medical History xx (xx.x%) 
  
SOC 1 <- total> xx (xx.x%) 
   preferred term 1 xx (xx.x%) 
   preferred term 2 xx (xx.x%) 
   preferred term 3 xx (xx.x%) 
  
SOC 2 <- total> xx (xx.x%) 
   preferred term 1 xx (xx.x%) 
   preferred term 2 xx (xx.x%) 
   preferred term 3 xx (xx.x%) 
The date of analysis data transfer is DDMONYYYY. 
A patient with multiple occurrences of a given preferred term within a system organ class is counted once only in the total row. 
Preferred terms are sorted within system organ class in descending frequency and then alphabetically. 
Percentage is based on N. 
Data source:  Listing 16.2.4.3. 

 

Programming Specification: • System organ classes are presented in descending frequency and then alphabetically.   
• Preferred terms are sorted within system organ class in descending frequency and then alphabetically.   
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Table 14.1.5.1: Treatment Exposure and Compliance (Safety Population) 

Category 

Talazoparib 
1 mg 

(N = xx) 
Duration of Exposure (Days)  
   = 22 xx (xx.x%) 
   < 22 xx (xx.x%) 
  
Cumulative Dose (mg)  
   Mean (SD) xx.x (x.xx) 
   Median xx.x 
   Min, Max xx.x, xx.x 
  
Percent of Days Received Planned Dose [1]  
   = 100% xx (xx.x%) 
   80% -< 100% xx (xx.x%) 
   < 80% xx (xx.x%) 

  
Number of Capsules Taken [2]  
   Mean (SD) xx.x (x.xx) 
   Median xx.x 
   Min, Max xx.x, xx.x 

  
Percent of Compliance [3]  
   = 100% xx (xx.x%) 
   80% -< 100% xx (xx.x%) 
   < 80% xx (xx.x%) 
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Category 

Talazoparib 
1 mg 

(N = xx) 
The date of analysis data transfer is DDMONYYYY. 
A patient is counted in one duration range only. 
SD: standard deviation, Min: minimum, Max: maximum. 
Percentage is based on N. 
[1] Denominator is defined as number of scheduled days of full dosing as per protocol. 
[2] Total number of capsules taken is calculated as the number of capsules dispensed at all visits minus the number of capsules returned. 
[3] Percent compliance is calculated as the number of capsules taken divided by the expected number of capsules taken, multiplied by 100. 
Data source:  Listing 16.2.5.1 and Listing 16.2.5.2. 

 
Programming Specification: • Duration of exposure in days = Last dosing date – First dosing date + 1 excluding dose interruptions.   
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Table 14.1.5.2: Concomitant Medications by ATC Class and Preferred Term (Safety Population) 

ATC Class 
   Preferred Term 

Talazoparib 
1 mg 

(N = xx) 
Number of Patients Who Had at Least One Concomitant Medication xx (xx.x%) 

  
ATC 1 <-total> xx (xx.x%) 

   preferred term 1 xx (xx.x%) 

   preferred term 2 xx (xx.x%) 

  

ATC 2 <-total> xx (xx.x%) 

   preferred term 1 xx (xx.x%) 

   preferred term 2 xx (xx.x%) 
The date of analysis data transfer is DDMONYYYY. 
ATC: anatomical therapeutic chemical classification system using the World Health Organization Drug Dictionary (WHO-DD). 
Medications are considered concomitant if taken during the treatment period. 
A medication can appear with more than one ATC class. 
A patient with multiple generic medication names within an ATC class is counted once only in the total row. 
ATC classes are presented in descending frequency and then alphabetically. Preferred terms are sorted within ATC class in descending frequency and 
then alphabetically. 
Percentage is based on N. 
Data source:  Listing 16.2.5.3. 

 
Programming Specification: • ATC classes are presented in descending frequency and then alphabetically.   

• Preferred terms are sorted within ATC class in descending frequency and then alphabetically.  
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Table 14.3.1.2: Overview of Treatment-Emergent Adverse Events (Safety Population) 

Category 

Talazoparib 
1 mg 

(N = xx) 
  
   Patients with at Least One AE xx (xx.x%) 
   Patients with at Least One AE Related to Study Drug xx (xx.x%) 
  
   Patients with at Least One AE of Grade 3 or Higher xx (xx.x%) 
   Patients with at Least One AE of Grade 3 or Higher Related to Study Drug xx (xx.x%) 
  
   Patients with at Least One SAE xx (xx.x%) 
   Patients with at Least One SAE Related to Study Drug xx (xx.x%) 
  
   Patients who died xx (xx.x%) 
  
   Patients who Discontinued from Study Treatment due to AEs xx (xx.x%) 
   Patients who Discontinued from Study Treatment due to SAEs xx (xx.x%) 
   Patients who had Study Treatment Interrupted due to AEs xx (xx.x%) 
  
The date of analysis data transfer is DDMONYYYY. 
AE: adverse event, SAE: serious adverse event. 
A patient with multiple occurrences of an event is counted once only in the AE category.  
Percentage is based on N. 
AE grades are evaluated per NCI-CTCAE version 4.03. 
Data source:  Listing 16.2.7.1. 
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Table 14.3.1.2: Treatment-Emergent Adverse Events by System Organ Class and Preferred Term (Safety Population) 

System Organ Class 
  Preferred Term 

Talazoparib 
1 mg 

(N = xx) 
Number of Patients with at Least One AE xx (xx.x%) 
  
Vascular disorders <-total> xx (xx.x%) 
   preferred term 1 xx (xx.x%) 
   preferred term 2 xx (xx.x%) 
   preferred term 3 xx (xx.x%) 
  
SOC 2 <-total> xx (xx.x%) 
   preferred term 1 xx (xx.x%) 
   preferred term 2 xx (xx.x%) 
   preferred term 3 xx (xx.x%) 
The date of analysis data transfer is DDMONYYYY. 
AE: adverse event. 
Patients with multiple events for a given preferred term or system organ class are counted once only for each preferred term or system organ 
class, respectively. 
Preferred terms are sorted within system organ class in descending frequency and then alphabetically. 
Percentage is based on N. 
MedDRA version 19.1. 
Data source:  Listing 16.2.7.1. 

 
Programming Specification: • System organ classes are presented in descending frequency and then alphabetically.   

• Preferred terms are sorted within system organ class in descending frequency and then alphabetically.   
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Table 14.3.1.3: Treatment-Emergent Adverse Events by Preferred Term (Safety Population) 

Preferred Term 

Talazoparib 
1 mg 

(N = xx) 
Number of Patients with at Least One AE xx (xx.x%) 
  
preferred term 1 xx (xx.x%) 
preferred term 2 xx (xx.x%) 
preferred term 3 xx (xx.x%) 
preferred term 4 xx (xx.x%) 
preferred term 5 xx (xx.x%) 
The date of analysis data transfer is DDMONYYYY. 
AE: adverse event. 
A patient with multiple occurrences of a given preferred term is counted once only. 
Preferred terms are sorted in descending frequency and then alphabetically. 
Percentage is based on N. 
MedDRA version 19.1. 
Data source:  Listing 16.2.7.1. 

 
Programming Specification: • Preferred terms are presented in descending frequency and then alphabetically.  
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Table 14.3.1.4: Treatment-Emergent Adverse Events Related to Study Drug by Preferred Term (Safety Population) 

Preferred Term 

Talazoparib 
1 mg 

(N = xx) 
Number of Patients with at Least One AE x (xx.x%) 
  
   preferred term 1 x (xx.x%) 
   preferred term 2 x (xx.x%) 
   preferred term 3 x (xx.x%) 
   preferred term 4 x (xx.x%) 
   preferred term 5 x (xx.x%) 
The date of analysis data transfer is DDMONYYYY. 
AE: adverse event. 
A patient with multiple occurrences of a given preferred term is counted once only. 
Preferred terms are sorted in descending frequency and then alphabetically. 
Percentage is based on N. 
MedDRA version 19.1. 
Data source:  Listing 16.2.7.1. 

 

Programming Specification: • Preferred terms are sorted in descending frequency and then alphabetically. 
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Table 14.3.1.5: Treatment-Emergent Adverse Events by System Organ Class, Preferred Term, and Maximum Severity 
(Safety Population) 

System Organ Class 
   Preferred Term 

Talazoparib 
1 mg 

(N = xx) 
Grade 1 Grade 2 Grade 3 Grade 4 Grade 5 Total 

Number of Patients with at Least One AE xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
       
Vascular disorders <-total> xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   preferred term 1 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   preferred term 2 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
       
SOC 2 <-total> xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   preferred term 1 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   preferred term 2 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
The date of analysis data transfer is DDMONYYYY. 
AE: adverse event. 
Patients with multiple events for a given preferred term or system organ class are counted once only for each preferred term or system organ 
class, respectively. 
System organ classes are presented in descending frequency of ‘Grade 1’ column, as reported in the ‘Total’ and then alphabetically.  Preferred terms are 
sorted within system organ class in descending frequency of ‘Grade 1’ column, as reported in the “Total”  and then alphabetically. 
Percentage is based on N. 
MedDRA version 19.1. 
AE grades are evaluated per NCI-CTCAE version 4.03. 
Data source:  Listing 16.2.7.1. 

 

Programming Specification: • System organ classes are presented in descending frequency of ‘Grade 1’ column, as reported in the ‘Total’ and then 
alphabetically.   

• Preferred terms are sorted within system organ class in descending frequency of ‘Grade 1’ column, as reported in the 
‘Total’ and then alphabetically. 
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Table 14.3.2.1: Serious Adverse Events by System Organ Class and Preferred Term (Safety Population) 

Table 14.3.2.2: Serious Adverse Events Related to Study Drug by Preferred Term (Safety Population) 

Table 14.3.2.3: Treatment-Emergent Adverse Events Leading to Study Drug Discontinuation by System Organ Class and 
Preferred Term (Safety Population) 

 
Programming Specification:  
For Table 14.3.2.1 and Table 14.3.2.3: Follow similar structure to Table 14.3.1.2. 
For Table 14.3.2.2: Follow similar structure to Table 14.3.1.4. 
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Table 14.3.4.1: Hematology Shift Table by Worst Postbaseline Toxicity Grade (Safety Population) 

  Baseline [1] Worst Post-baseline Toxicity Grade [2] 
Category  Grade 0 Grade 1 Grade 2 Grade 3 Grade 4 Missing 
        
Talazoparib 1 mg (N = xx)        
Grade 0 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Grade 1 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Grade 2 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Grade 3 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Grade 4 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Missing xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Total xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
        
The date of analysis data transfer is DDMONYYYY. 
Percentage is based on N. 
Toxicity grading is per NCI-CTCAE version 4.03. 
[1] Baseline is defined as the last non-missing value prior to the first dose. 
[2] Based on all test results collected in the treatment-emergent period. For each parameter, patients are counted once only at the worst grade. 
Data source:  Listing 16.2.8.1. 

 

Programming Specification: • Include all hematology parameters specified in the protocol without CTC grades (where applicable), output one 
parameter for each file.   

• Post-baseline laboratory assessments include both scheduled and unscheduled visits. 
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Table 14.3.4.2: Chemistry Shift Table by Worst Postbaseline Toxicity Grade (Safety Population) 

 Baseline [1] Worst Post-baseline Toxicity Grade [2] 
Category  Grade 0 Grade 1 Grade 2 Grade 3 Grade 4 Missing 
        
Talazoparib 1 mg (N = xx)        
Grade 0 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Grade 1 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Grade 2 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Grade 3 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Grade 4 xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Missing xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
Total xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
        
The date of analysis data transfer is DDMONYYYY.  
Percentage is based on N. 
Toxicity grading is per NCI-CTCAE version 4.03. 
[1] Baseline is defined as the last non-missing value prior to the first dose. 
[2] Based on all test results collected in the treatment-emergent period. For each parameter, patients are counted once only at the worst grade. 
Data source:  Listing 16.2.8.2. 

 

Programming Specification: • Include all chemistry parameters specified in the protocol without CTC grades (where applicable), output one 
parameter for each file.   

• Post-baseline laboratory assessments include both scheduled and unscheduled visits. 
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Table 14.3.4.3: Hematology Shift Table Based on Normal Range (Safety Population) 

 Baseline [1] Worst Post-baseline Value [2] 
Category  Low Normal High Low and High Missing 
        
Talazoparib 1 mg (N = xx)       
   Low xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   Normal xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   High xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   Missing xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   Total xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 

The date of analysis data transfer is DDMONYYYY. 
Percentage is based on N.  
[1] Baseline is defined as the last non-missing value prior to the first dose. 
[2] The categories of Low and High are defined by normal ranges. If the patient has laboratory values that are both Low and High, then the 
patient will be counted in the category “Low and High”. Patients will be counted once only. 
Data source:  Listing 16.2.8.1. 

 
Programming Specification: • Include all hematology parameters specified in the protocol without CTC grades (where applicable), output one 

parameter for each file.   
• Parameters that have criteria available for both low and high values are summarized for both criteria (low and high).  

Patients will only be counted once for each criterion. The same patient can be counted for both criteria if the patient has 
laboratory values meeting each criterion (low and high).   

• Post-baseline laboratory assessments include both scheduled and unscheduled visits. 
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Table 14.3.4.4: Chemistry Shift Table Based on Normal Range (Safety Population) 

 Baseline [1] Worst Post-baseline Value [2] 
Category  Low Normal High Low and High Missing 
        
Talazoparib 1 mg (N = xx)       
   Low xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   Normal xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   High xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   Missing xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
   Total xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
The date of analysis data transfer is DDMONYYYY. 
Percentage is based on N.  
[1] Baseline is defined as the last non-missing value prior to the first dose. 
[2] The categories of Low and High are defined by normal ranges. If the patient has laboratory values that are both Low and High, then the patient 
will be counted in the category “Low and High”. Patients will be counted once only. 
Data source:  Listing 16.2.8.2. 

 
Programming Specification: • Include all chemistry parameters specified in the protocol without CTC grades (where applicable), output one parameter 

for each file.   
• Parameters that have criteria available for both low and high values are summarized for both criteria (low and high).  

Patients will only be counted once for each criterion. The same patient can be counted for both criteria if the patient has 
laboratory values meeting each criterion (low and high).   

• Post-baseline laboratory assessments include both scheduled and unscheduled visits. 
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Table 14.3.4.5: Change from Baseline Hematology Laboratory Result (Safety Population) 

Visit/Time Point 
   Statistics 

Talazoparib 
1 mg 

(N = xx) 
Lab Results Change from Baseline[2] 

Baseline [1]   
   n xxx  
   Mean (SD) xx.x (xx.x)  
   Median xx.x  
   Min, Max xx.x, xx.x  
    
Visit name 1   
   n xxx xxx 
   Mean (SD) xx.x (xx.x) xx.x (xx.x) 
   Median xx.x xx.x 
   Min, Max xx.x, xx.x xx.x, xx.x 
The date of analysis data transfer is DDMONYYYY. 
SD: standard deviation, Min: minimum, Max: maximum, n: counts of non-missing values. 
[1] Baseline is defined as the last non-missing value prior to the first dose. 
[2] Only patients with a value at both baseline and during study treatment are included. 
Data source:  Listing 16.2.8.1. 

 
Programming Specification: • For each laboratory test, only patients with a value at both baseline and during study treatment are included. 

• Post-baseline laboratory assessments include only scheduled visits.   
• Output one parameter for each file. 
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Table 14.3.4.6: Change from Baseline Chemistry Laboratory Result (Safety Population) 

Visit/Time Point 
   Statistics 

Talazoparib 
1 mg 

(N = xx) 
Lab Results Change from Baseline[2] 

Baseline [1]   
   n xxx  
   Mean (SD) xx.x (xx.x)  
   Median xx.x  
   Min, Max xx.x, xx.x  
     
Visit name 1   
   n xxx xxx 
   Mean (SD) xx.x (xx.x) xx.x (xx.x) 
   Median xx.x xx.x 
   Min, Max xx.x, xx.x xx.x, xx.x 
The date of analysis data transfer is DDMONYYYY. 
SD: standard deviation, Min: minimum, Max: maximum, n: counts of non-missing values. 
[1] Baseline is defined as the last non-missing value prior to the first dose. 
[2] Only patients with a value at both baseline and during study treatment are included. 
Data source:  Listing 16.2.8.2. 

 

Programming Specification: • For each laboratory test, only patients with a value at both baseline and during study treatment are included. 
• Post-baseline laboratory assessments include only scheduled visits. 
• Output one parameter for each file. 
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Table 14.3.4.7: Treatment-Emergent Liver Function Test Elevations (Safety Population) 

Test Criteria 

Talazoparib 
1 mg 

(N = xx) 
Number of Patients Who Met at Least One Criteria [1] xx (xx.x%) 
  
ALT >= 3xULN xx (xx.x%) 
AST >= 3xULN xx (xx.x%) 
ALT or AST >= 3xULN xx (xx.x%) 
ALT or AST > 5xULN xx (xx.x%) 
ALT or AST > 10xULN xx (xx.x%) 
ALT or AST > 20xULN xx (xx.x%) 
TBL > 2xULN xx (xx.x%) 
ALT or AST >= 3xULN and TBL > 2xULN xx (xx.x%) 
Concurrent ALT or AST >= 3xULN and TBL > 2xULN xx (xx.x%) 
ALT or AST >= 3xULN and TBL > 2xULN and ALP < 2xULN xx (xx.x%) 
Concurrent ALT or AST >= 3xULN and TBL > 2xULN and ALP < 2xULN [2] xx (xx.x%) 

The date of analysis data transfer is DDMONYYYY. 
ALT: alanine aminotransferase, AST: aspartate aminotransferase, ALP: alkaline phosphatase, TBL: total bilirubin, ULN: upper limit of normal. 
Percentage is based on N. 
[1] Criteria are based on worst postbaseline value for any specific parameter. Criteria with multiple parameters are based on worst postbaseline 
value for each parameter taken at any visit except that concurrent measurements are those occurring on the same date. 
[2] Hy’s Law according to FDA Guidance for Industry - Drug-Induced Liver Injury:  Premarketing Clinical Evaluation (2009). 
Data source:  Listing 16.2.8.2. 

 

Programming Specification: • Only count the number of patients who satisfied the criteria. If count=0 for “ALT or AST >= 3xULN”, more 
stringent criteria (eg, “ALT or AST > 5xULN”) is not shown. 

• Post-baseline laboratory assessments include both scheduled and unscheduled visits.   
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Table 14.3.5.1: Change from Baseline Vital Sign Results (Safety Population) 

Visit/Time Point 
   Statistics 

Talazoparib 
1 mg 

(N = xx) 
Vital Sign Results Change from Baseline[2] 

Baseline [1]   
   n xxx  
   Mean (SD) xx.x (xx.x)  
   Median xx.x  
   Min, Max xx.x, xx.x  
    
Visit name 1   
   n xxx xxx 
   Mean (SD) xx.x (xx.x) xx.x (xx.x) 
   Median xx.x xx.x 
   Min, Max xx.x, xx.x xx.x, xx.x 
The date of analysis data transfer is DDMONYYYY. 
SD: standard deviation, Min: minimum, Max: maximum, n: counts of non-missing values. 
[1] Baseline is defined as the last non-missing value prior to the first dose. 
[2] Only patients with a value at both baseline and during study treatment are included. 
Data source:  Listing 16.2.8.3. 

 

Programming Specification: • For each parameter, only patients with a value at both baseline and during study treatment are included. 
• Vital sign parameters include blood pressure (systolic/diastolic,), heart rate, respiratory rate, and body temperature. 
• Post-baseline assessments include only scheduled visits. 
• Output one parameter for each file. 
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Table 14.3.5.2: Clinically Notable Changes in Vital Sign Results (Safety Population) 

Parameter [unit] 
   Category 

Talazoparib 
1 mg 

(N = xx) 
Number of Patients Who Met at Least One Criteria xx (xx.x%) 
  
Systolic Blood Pressure [mmHg] <-total> xx (xx.x%) 
   High Only (≥155 with Increase from Baseline of ≥30) xx (xx.x%) 
   Low Only (≤90 with Decrease from Baseline of ≥20) xx (xx.x%) 
   Both High and Low xx (xx.x%) 
  
Diastolic Blood Pressure [mmHg] <-total> xx (xx.x%) 
   High Only (≥100 with Increase from Baseline of ≥15) xx (xx.x%) 
   Low Only (≤50 with Decrease from Baseline of ≥15) xx (xx.x%) 
   Both High and Low xx (xx.x%) 
  
Heart rate [bpm] <-total> xx (xx.x%) 
   High Only (≥100 with Increase from Baseline of ≥30) xx (xx.x%) 
   Low Only (≤50 with Decrease from Baseline of ≥15) xx (xx.x%) 
   Both High and Low xx (xx.x%) 
  
Respiratory Rate [bpm] <-total> xx (xx.x%) 
   High Only (≥25) xx (xx.x%) 
   Low Only (<10) xx (xx.x%) 
   Both High and Low xx (xx.x%) 
  
Oral Body Temperature [°C] <-total> xx (xx.x%) 
   High Only (>39) xx (xx.x%) 
   Low Only (≤ 35) xx (xx.x%) 
   Both High and Low xx (xx.x%) 
The date of analysis data transfer is DDMONYYYY. 
Baseline is defined as the last non-missing value prior to the first dose. 
mmHg: millimeters of mercury, bpm: beats per minute. 
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Parameter [unit] 
   Category 

Talazoparib 
1 mg 

(N = xx) 
If a patient has both High and Low post baseline values then count in High and Low. 
A patient with multiple occurrences for a given abnormality category is counted only once. 
Percentage is based on N. 
Data source:  Listing 16.2.8.3. 

 
Programming Specification: • Only count the number of patients who satisfied the criteria. If count=0 for “High/Low only”, criteria “Both High and 

Low” is not shown  
• If no abnormality for a given category, display only parameter [unit] <-total> row.   
• Post-baseline assessments include both scheduled and unscheduled visits. 
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Table 14.3.6: Change from Baseline ECG Results (Safety Population) 

Visit/Time Point 
   Statistics 

Talazoparib 
1 mg 

(N = xx) 
ECG Results Change from Baseline 

Screening / Baseline [1]   
   n xxx  
   Mean (SD) xx.x (xx.x)  
   Median xx.x  
   Min, Max xx.x, xx.x  
    
Safety Follow-up   
   n xxx xxx 
   Mean (SD) xx.x (xx.x) xx.x (xx.x) 
   Median xx.x xx.x 
   Min, Max xx.x, xx.x xx.x, xx.x 
The date of analysis data transfer is DDMONYYYY. 
SD: standard deviation, Min: minimum, Max: maximum, n: counts of non-missing values. 
[1] Baseline is the measurement at screening visit. 
Data source:  Listing 16.2.8.4.1. 

 

Programming Specification: • For each parameter, only patients with a value at both screening and Safety follow-up are included.   
• ECG parameters include QT, QTcF, QTcB, HR, PR, and QRS.   
• Post-baseline assessments include only scheduled visits.    
• Output one parameter for each file. 
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Table 14.4.1.5: Overall Summary of Plasma Talazoparib PK Parameters (PK Analysis Population) 

Parameter (unit) 
   Statistics Day 1 Day 22 

   
   n xx xx 
   Cmax (ng/mL) xx.x ± x.xx (xx.x) xx.x ± x.xx (xx.x) 
   tmax (h) x.xx (x.xx, x.xx) x.xx (x.xx, x.xx) 
   AUC24h (h*ng/mL) xx.x ± x.xx (xx.x) xx.x ± x.xx (xx.x) 
   CL/F (L/h) xx.x ± x.xx (xx.x) xx.x ± x.xx (xx.x) 
   RAUC x.xx ± x.xxx (xx.x) x.xx ± x.xxx (xx.x) 
   
The date of analysis data transfer is DDMONYYYY. 
SD: standard deviation, CV%: coefficient of variation (%), n: number of non-missing values. 
Statistics are reported as the arithmetic mean ± SD (%CV) with the following exception: for tmax, the median (min, max) is reported. 
Data source: Table 14.4.1.3 and Table 14.4.1.4. 
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Appendix 2.2. Section 14 Figures 

Figure 14.4.1.3: Mean (SD) Plasma Talazoparib Concentration-Time Profiles (PK Population) 
 
Day x 

 
The date of analysis data transfer is DDMONYYYY. 
Predose concentrations below the lower limit of quantitation ( BLQ) values (< 25.0 pg/mL) are set as zero in the linear scale plot 
and set as missing in the semi-logarithmic scale plot. 
SD: standard deviation. 
Data source:  Table 14.4.1.2. 

 
Programming Specification: • Plot Separately for Day 1 and Day 22. 

• Y-axis label: Plasma Concentration (pg/mL). 
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