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7.4.2 Prior and Concomitant Medication 
Medications received prior to or concomitantly with study drug will be coded by 
using the WHODrug Dictionary [Version Sep2021].  

Prior medications and concomitant medications are defined as follows: 

Prior medications are those taken prior to the first dose date of study drug.  

Concomitant medications are those that were taken while on study drug including 
the ones that started before the first dose of study drug. The medications that 
started after the discontinuation of study drug will also be termed as 'Concomitant'. 

Prior medications and concomitant medications will be listed together and 
summarized separately for all the enrolled patients. 

Standard descriptive statistics will be used to summarize patients using various 
prior or concomitant medications/procedures using Anatomical therapeutic class 
(ATC-Level 2) and Preferred Term (PT). 

 

7.5 Efficacy 
No efficacy analyses will be performed on the patients enrolled in this study. 

 

7.5.1 Primary Efficacy Analysis 
Not Applicable. 
 

7.5.2 Secondary Efficacy Analysis 
Not Applicable. 
 

7.5.3 Sensitivity Analysis 
Not Applicable. 
 

7.5.4 Subgroup Analysis 
Not Applicable. 
 

7.5.5 Exploratory Analysis 
Not Applicable. 
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post-baseline, only data from scheduled visits will be included in the summary 
tables. The vital signs data will be listed for each patient for all the available visits. 

 

7.6.5 Electrocardiograms (ECGs) 
The ECG data will be summarized using standard descriptive statistics classified by 
normal, abnormal not clinically significant, abnormal clinically significant and not 
evaluable categories for all patients included in Safety Analysis Set. The ECG data 
will be listed for each patient for every visit. 

The baseline value will be defined as last value collected prior to the first dose of 
study drug. 

 

7.6.6 Physical Examination 
For physical examination status and various body systems, the data will be 
summarized using standard descriptive statistics classified by normal, abnormal 
clinical significant and abnormal nonclinical significant categories for all scheduled 
visits for the Safety Analysis Set. 

Physical examination results will be listed for each patient for all the available visits. 

The baseline value will be defined as last value collected prior to the first dose of 
study drug. 

 

7.6.7 WHO Performance Status (PS) 
WHO PS classified as; (1= Normal activity, 2=Restricted activity, 3=In bed less 
than or equal to 50% of the time, 4=In bed more than 50% of the time, 5=100% 
bedridden) will be summarized per scheduled visit using standard descriptive 
statistics and listed for each patient for all available visits for the Safety Analysis 
Set. 

The baseline value will be defined as last value collected prior to the first dose of 
study drug. 

 

7.7 Interim Analysis 
No interim analysis will be performed for this study.  

 

8. Changes in Planned Analysis 
Not Applicable. 
 





 Statistical Analysis Plan 
Sponsor Name: AstraZeneca Pharma India Limited 
Sponsor Protocol ID: D0816R00025 

D0816R00025        FINAL DATED 13JAN2023   
AstraZeneca Confidential   Page 21 of 73 

Partial birth dates will be imputed as mentioned below for calculation of age- 
If Day or Month of date of birth is missing, then impute the missing month as 
January and missing Day as 01 of the respective year. 

For tables: 

1. The precision of the summary statistics (mean, median, SD, min, max) and
inferential statistics (SE, confidence limits) should be based on the raw data:

Mean and median should be reported with 1 more place after the decimal
as raw data were reported, for example, if raw data were reported as
integer values (xx), the mean should be reported as xx.x.

Standard deviation (SD), SE, and confidence limits (CLs) should be
reported with 2 more places after the decimal as raw data were reported,
for example, if raw data were reported as integer values (xx), the SD, SE,
and CLs should be reported as xx.xx.

Min and max should be reported with the same precision as the raw data.

2. All p-values should be reported with precision 0.xxxx.  If the p-value is less than
0.0001, the p-value should appear in the table as “<0.0001”.

3. Summary statistics for number of patients with data summarized/analyzed
should be lower case ‘n’ or ‘n (%)’.  Capital ‘N’ should only be used in column or
row headers when indicating the total in the denominator, for example (N=xx).

4. For all categorical parameters, in case of missing data, a “missing” category should
be added.

5. When continuous data are being summarized, only the non-missing values should
be used for computing summary statistics.

6. When displaying percentages, if count is 0, no percentage would be displayed.

For Listings: 

For listings, if there is no observation in the listing, display the header portion, and 
display a message of “No observation” in the table body text.
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Data Presentations  

Category Sr. No Title 

Table 14.1.1.1 Patient Disposition - All Patients 

Table 14.1.2.1 Summary of Protocol Deviations - All Enrolled Patients 

Table 14.1.3.1 Demographic and Baseline Characteristics - All Enrolled Patients 

Table 14.1.4.1 Summary of Medical and Surgical History - All Enrolled Patients 

Table 14.1.5.1 Summary of Prior Medications - All Enrolled Patients 

Table 14.1.5.2 Summary of Concomitant Medications - All Enrolled Patients 

Table 14.1.6.1 Extent of Treatment Exposure - Safety Analysis Set 

Table 14.3.1.1 Overall Summary of Adverse Events - Safety Analysis Set 

Table 14.3.1.2 Treatment Emergent Adverse Events by System Organ Class and Preferred Term - Safety Analysis Set 

Table 14.3.1.3 Treatment Emergent Serious Adverse Events by System Organ Class and Preferred Term - Safety Analysis Set 

Table 14.3.1.4 Treatment Emergent Grade 3 and above Adverse Events by System Organ Class and Preferred Term - Safety 
Analysis Set 

Table 14.3.1.5 Treatment-Related TEAEs by System Organ Class and Preferred Term - Safety Analysis Set 

Table 14.3.1.6 Treatment-Related TEAEs and Grade 3 and above by System Organ Class and Preferred Term - Safety Analysis 
Set 

Table 14.3.1.7 Treatment Emergent Adverse Events leading to Dose Reduction by System Organ Class and Preferred Term - 
Safety Analysis Set 

Table 14.3.1.8 Treatment Emergent Adverse Events leading to Dose Interruption by System Organ Class and Preferred Term - 
Safety Analysis Set 

Table 14.3.1.9 Treatment Emergent Adverse Events leading to Dose Discontinuation by System Organ Class and Preferred 
Term - Safety Analysis Set 
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Category Sr. No Title 

Table 14.3.1.10 Treatment Emergent Adverse Events of Special Interest by System Organ Class and Preferred Term - Safety 
Analysis Set 

Table 14.3.4.1 Descriptive Summary of Haematology: Absolute and Change from Baseline values - Safety Analysis Set 

Table 14.3.4.2 Descriptive Summary of Clinical Chemistry: Absolute and Change from Baseline values - Safety Analysis Set 

Table  14.3.4.3 Shift Table of Haematology – safety Analysis Set 

Table 14.3.4.4 Descriptive Summary of Vital Signs: Absolute and Change from Baseline values - Safety Analysis Set 

Table 14.3.4.5 Summary of ECG - Safety Analysis Set 

Table 14.3.4.6 Summary of Physical Examination– Safety Analysis Set 

Table 14.3.4.7 WHO Performance Status - Safety Analysis Set 

Listing 16.2.1.1 Screened Patients - All Patients 

Listing 16.2.1.2 Patient Disposition – All Enrolled Patients 

Listing  16.2.1.3 Patient Visits – All Enrolled Patients 

Listing 16.2.1.4 Listing of Study Completion or Withdrawal from study – All Enrolled Patients 

Listing 16.2.1.5 Listing of Withdrawal of Main Consent – All Enrolled Patients 

Listing 16.2.2.1 Protocol Deviations during the Study – All Enrolled Patients 

Listing 16.2.4.1 Demographic and Baseline Characteristics-  All Enrolled patients 

Listing 16.2.4.2 Medical and Surgical History – All Enrolled Patients 

Listing 16.2.4.3 Pathology at Diagnosis - All Enrolled Patients 

Listing 16.2.4.4 Tumour Sample – All Enrolled Patients 

Listing 16.2.4.5 Germline BRCA Test – All Enrolled Patients 
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Category Sr. No Title 

Listing 16.2.4.6 Extent of Disease Upon Entry - All Enrolled Patients 

Listing 16.2.4.7 Previous Cancer Therapy - All Enrolled Patients 

Listing 16.2.4.8 Prior and Concomitant Medications – All Enrolled Patients 

Listing 16.2.4.9 WHO Performance Status - Safety Analysis Set 

Listing 16.2.4.10 Physical Examination - Safety Analysis Set 

Listing 16.2.4.11 Vital Signs - Safety Analysis Set 

Listing 16.2.4.12 ECG Test Results - Safety Analysis Set 

Listing 16.2.5.1 Study Drug Exposure  - Safety Analysis Set 

Listing 16.2.5.2 Study Drug Accountability - Safety Analysis Set 

Listing 16.2.5.3 Discontinuation of Study Drug - Safety Analysis Set 

Listing 16.2.5.4 Study Drug Overdose - Safety Analysis Set 

Listing 16.2.7.1 Adverse Events - Safety Analysis Set 

Listing 16.2.7.2 Treatment Emergent Adverse Events leading to Dose Reduction- Safety Analysis Set 

Listing 16.2.7.3 Treatment Emergent Adverse Events leading to Dose Interruption - Safety Analysis Set 

Listing 16.2.7.4 Treatment Emergent Adverse Events leading to Treatment discontinuation - Safety Analysis Set 

Listing 16.2.7.5 Serious Adverse Events - Safety Analysis Set 

Listing 16.2.7.6 Adverse Events of Special interest  - Safety Analysis Set 

Listing 16.2.7.7 Listing of Deaths - Safety Analysis Set 

Listing 16.2.8.1 Listing of Haematology - Safety Analysis Set 
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Category Sr. No Title 

Listing 16.2.8.2 Listing of Clinical Chemistry - Safety Analysis Set 

Listing 16.2.8.3 Listing of Urinalysis - Safety Analysis Set 

Listing 16.2.8.4 Listing of Coagulation - Safety Analysis Set 

Listing 16.2.8.5 Listing of Laboratory Test for Hepatitis B and C - Safety Analysis Set 

Listing 16.2.8.6 Listing of Hy’s Law Evaluation - Safety Analysis Set 

Listing 16.2.8.7 Pregnancy Test – Safety Analysis Set 

Listing 16.2.9.1 Pregnancy Report - Safety Analysis Set 

Listing 16.2.9.2 Listing of Bone Marrow Biopsy - Safety Analysis Set 

Listing 16.2.9.3 Listing of CT scan Report capture - Safety Analysis Set 
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Protocol D0816R00025 
Olaparib       Page xx of yy  

Table 14.1.1.1 
Patients Disposition  

All Patients 

Ovarian Cancer Breast Cancer Both Ovarian Cancer and 
Breast Cancer 

Overall 

Number of Patients Screened      xx xx xx xx 

Number of Patients Enrolled  xx xx xx xx 

Number of Patients Enrolled and not Treated xx xx xx xx 

Number of Patients Treated* xx xx xx xx 

Number (%) of Patients who Completed Study  xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 

Number (%) of Patient in Safety Analysis Set xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 

Number (%) of Patients who Discontinued from Study xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 
Primary Reasons for Discontinuation, n (%)  

  Subject decision xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 
  Eligibility criteria not fulfilled xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 
 Death   xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 

  Subject lost to follow-up xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 
  Etc. xx (xx.x) xx (xx.x) xx (xx.x)   xx (xx.x) 

Percentages are based on the total number of patients treated in the respective cancer type. 
Percentages for primary reason of discontinuation are based on the total number of patients discontinued from the study in the respective cancer type.  
All patients who sign the ICF (Informed Consent Form) and are screened with eligibility verified as per the Inclusion-Exclusion criteria mentioned in study 
protocol are considered to be enrolled.  
*Patients who take at least one dose of study drug.
Safety Analysis Set is defined as patients who take at least one dose of study drug.

Reference Listing:  x.x.x.x 
Program: xx.sas Table Generation: ddmmmyyyy hh:mm:ss  
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Protocol D0816R00025 
Olaparib       Page xx of yy  

Table 14.1.2.1 
Summary of Protocol Deviations 

All Enrolled patients 

Ovarian Cancer 
(N=xx) 
n (%) 

Breast Cancer 
(N=xx) 
n (%) 

Both Ovarian Cancer 
and Breast Cancer 

(N=xx) 
n (%) 

Overall 
(N=xx) 
n (%) 

Number of patients  with at least one Protocol 
Deviation   xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 

  Major Protocol Deviations xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 
  Minor Protocol Deviations  xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 

Number of patients by Major Protocol Deviations 
Category 

 Category 1 xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 
 Category 2 xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 
 Category 3 xx (xx.x) xx (xx.x) xx (xx.x) xx (xx.x) 

Etc. 

All patients who sign the ICF (Informed Consent Form) and are screened with eligibility verified as per the Inclusion-Exclusion criteria mentioned in study 
protocol are considered to be enrolled. 
Percentages are based on the total number of enrolled patients (N). 
Patients can be categorized in more than one deviation category 

Reference Listing: x.x.x.x 
Program: xx.sas  Table Generation: DDMMMYYYY hh:mm   






























































































