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LIST OF ABBREVIATIONS 
Abbreviation Term 

AE Adverse Event 

APS Allocated Participants Set 

ATC Anatomical Therapeutic Chemical 

BMI Body Mass Index 

CTMS Clinical Trial Management System 

DBP Diastolic Blood Pressure 

eCOA electronic Clinical Outcome Assessment 

eCRF electronic Case Report Form 

ECI Event of Clinical Interest 

ENR All Participants Enrolled  

EOS End Of Study 

EOT End Of Treatment 

MedDRA Medical Dictionary for Regulatory Activities 

MES Multiple Enrollment Set 

PT Preferred Term 

SAE Serious Adverse Event 

SAF Safety Analysis Set 

SAP Statistical Analysis Plan 

SBP Systolic Blood Pressure 

SI International System of Units 

SOC System Organ Class 
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Abbreviation Term 

TEAE Treatment-Emergent Adverse Event 

WBC White Blood Cells 

WHODrug World Health Organization Drug Dictionary 
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1. INTRODUCTION 

Due to early termination of the study, the sponsor decided to report study results in a synoptic report focusing on 
safety data. This document describes the rules and conventions to be used in the presentation and analysis of safety 
data for protocol OG-8175A-023. It describes the data to be summarized and analyzed, including specifics of the 
statistical methods and analyses to be performed.  
 
This statistical analysis plan (SAP) is based on protocol Amendment 2, dated 30AUG2022.  

1.1. IMPORTANT DEFINITIONS 

Treatment cycle: A treatment cycle is defined by the period between 2 start dates of a blister, as recorded in the 
participant’s e-Diary. 
Evaluable cycle (at risk): cycles with duration 22 to 35 days (inclusive) with affirmed heterosexual vaginal 
intercourse and lack of additional contraception use. In cases of a confirmed pregnancy, cycles that start after the 
estimated date of conception (as determined by the investigator based on gestational age from an ultrasound) will 
not be considered “at risk”. 
 
On-treatment period for pregnancies:  the period from the first date of intake of study treatment up to and including 
7 days after the last date of study treatment intake.  

• Pre-treatment pregnancies: pregnancies with an estimated date of conception before the first date of study 
treatment intake. Also, all pregnancies in participants in which all dispensed trial treatment is returned unused 
(per investigator's record) will be considered pre-treatment. 

• On-treatment pregnancies: On-treatment pregnancies are pregnancies with an estimated date of conception 
between the first date of intake of study treatment up to and including 7 days after the last date of study 
treatment. In the absence of an ultrasound, the earliest positive serum/urine test date will be utilized to classify 
pregnancy category.  In this case, an on-treatment pregnancy is defined as a positive serum/urine pregnancy test 
date that is more than 7 days after the first pill and not more than 14 days after the last pill.  

• Post-treatment pregnancies: Post-treatment pregnancies are pregnancies with an estimated date of conception 
after the on-treatment period as defined above. In the absence of ultrasound results, post-treatment pregnancy is 
defined as a positive serum/urine pregnancy test date that is more than 14 days after the last pill. 

Final determination for pre/during/post treatment will be made by the clinical team. 
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2. OBJECTIVES AND ENDPOINTS 

Only safety objectives and endpoints will be analyzed as outlined in Table A. 

 Table A Study Objectives and Endpoints 

Objectives Endpoints 

Primary  

To assess the 
safety and 
tolerability of 
the NOMAC-
E2 COC 

• Proportion of participants who had an adverse event 
• Abnormalities in clinical laboratory assessments, vital signs, and physical examination 
• Proportion of participants who prematurely discontinued study treatment due to 

adverse events 

Abbreviations: COC=combined oral contraceptive; NOMAC-E2=Nomegestrol Acetate + 17β-estradiol  

3. STUDY DESIGN 

3.1. GENERAL DESCRIPTION 

This is an open-label, single-arm, multi-center study to assess the contraceptive efficacy and safety of the NOMAC-
E2 COC in postmenarcheal premenopausal women aged 14 to 35 years (inclusive) at the time of study entry.  
 
The total duration of study participation will be up to 60 weeks, which includes a Pre-treatment Period of maximally 
6 weeks, a Treatment Period of 52 weeks, and a Follow-up Period of 2 weeks after the last intake of study treatment. 
Schedule of activities can be found in Section 1.3 of the protocol. 
 
All participants will receive NOMAC-E2 COC. Participants will take one tablet of study treatment per day for 
thirteen 28-day treatment cycles. The NOMAC-E2 COC active tablets contain 2.5 mg NOMAC and 1.5 mg E2 and 
will be used in a 24/4 regimen, i.e., 28-day cycles with 24 days of active tablet intake followed by 4 days of placebo 
tablet intake. 
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Study Schema 

Abbreviation: EOS=End of Study; ET=Early Termination; Max=maximum. 
* Time between Visit 2 and Day 1 will depend on the onset of menstruation or the completion of the pre-study 
contraceptive.  

3.2. CHANGES TO ANALYSIS FROM PROTOCOL 

Only safety analyses will be performed for this study. Efficacy and PK analyses will not be performed. 
Consequently, the Safety Analysis Set (SAF), Allocated Participants Set (APS), and Multiple Enrollment Set (MES) 
as described in Section 5 will be used.  
The protocol (footnote to Table 11) specifies that laboratory and vital will be analysed up 28 days after last tablet 
intake; however, the protocol also specifies that the follow-up visit occurs 14 days (+5 days) after the last tablet. 
Therefore, this is now corrected in the footnote of Table B of the SAP. 

4. PLANNED ANALYSES 

Only a final analysis will be performed for this study.  No interim analysis is planned. 

4.1. DATA MONITORING COMMITTEE  

There was no data monitoring committee for this study. 
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4.2. FINAL ANALYSIS  

All final, planned analyses identified in this SAP will be performed by Biostatistics following sponsor 
authorization of this SAP, analysis set determination, and database lock. 

5. ANALYSIS SETS 

Agreement and authorization of participants included/excluded from each participant-level analysis set will be 
conducted prior to database lock.   
 
The all participants enrolled (ENR) set will include all participants who provided informed consent for this study 
and were entered in IRT correctly. 
 
Allocated Participants Set (APS) will include all participants who were allocated to treatment regardless of if any 
dose was taken.  
 
Safety Analysis Set (SAF) will include all participants allocated to treatment who took at least one dose of study 
treatment, as determined based on the Drug Accountability eCRF (i.e., participants are expected to either have a date 
of first dose or indicate that no study drug has been taken). The SAF population will be used for the analysis of all 
safety data in this study.  
 
If some participants were enrolled in the study more than once, these participants will be excluded from all analysis 
sets mentioned above (except in pregnancies listing and AE listing). 
 

6. GENERAL CONSIDERATIONS 

6.1. REFERENCE START DATE AND STUDY DAY 

Study Day will be calculated from the reference start date and event start date and will be used to show number of 
days since start/stop day of assessments and events relative to first dose of study treatment.  
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Reference start date (Day 1) is defined as the day of the first dose of study treatment.  
 
If the date of an event is on or after the reference date, the following will be calculated: 
Study Day = (date of event – reference date) + 1. 
If the date of the event is prior to the reference date, then:  
Study Day = (date of event – reference date). 

6.2. BASELINE 

Unless otherwise specified, baseline is defined as the last non-missing measurement taken prior to reference start 
date (including unscheduled assessments). In the case where the last non-missing measurement and the reference 
start date coincide, that measurement will be considered pre-baseline with the following exceptions: 
Adverse events (AEs) and medications commencing on the reference start date will be considered as either pre-
baseline or post-baseline based on the collected eCRF assessment of whether the item started prior to the start of 
study treatment. 

6.3. DERIVED TIMEPOINTS  

The ‘Last measurement’ is defined as the last value obtained during the study.  
Assessments collected at protocol visit V7 or ET will be displayed in listings as V7 for participants who started 
Cycle 13 and as ET for those who did not. 

6.4. RETESTS, UNSCHEDULED VISITS AND EARLY TERMINATION 
DATA 

In general, for by-visit summaries, data will be presented following the mapping described in Table B (section 6.5 of 
this SAP), including scheduled and unscheduled measurements, however only scheduled time points will be 
summarized. Additionally, unscheduled measurements will contribute to the ‘Last measurement’ value (defined in 
section 6.3).  
 
In the case of a retest (same visit number assigned and same date), the last available measurement for that visit will 
be used for by-visit summaries. Listings will include scheduled, unscheduled, retest, and early discontinuation data. 



 

Organon LLC., a subsidiary of Organon & Co. 
PROTOCOL OG-8175A-023 

 

Statistical Analysis Plan  Page 14 of 28 

 

Document: 

Author:  Version Number: 2.0 

 Version Date:  23APR2024 

Template No.:  CS_TP_BS016 Revision 6 Reference:  CS_WI_BS005 

Effective Date: 02Dec2019  

Copyright © 2009, 2010, 2012, 2016, 2018, 2019 . All rights reserved. The contents of this document are confidential and 
proprietary to  and its subsidiaries. Unauthorized use, disclosure or reproduction is strictly prohibited. 
 

6.5. WINDOWING CONVENTIONS  

The on-treatment period for safety assessments will be defined as the period from the day of the first tablet intake up 
to and including the day of the last tablet intake, extended by 14 days after last tablet. 
Windows shown in Table B will be used in the analysis of vital signs and laboratory parameters for analyses 
performed per visit. Values outside these visit windows, or outside the defined on-treatment period for post-baseline 
assessments, will be excluded from the analysis of that particular visit. However, no values will be excluded from 
listings or for the determination of markedly abnormal laboratory (unless outside the defined in-treatment period). If 
more than one observation is available within a specific visit window, the latest value will be used for analysis. 

Table B Timeframe Used in the per Visit of Vital Signs and Laboratory Parameters 

Definition Visit Visit window (treatment day) 
Baseline Visit 1 Screening <1 
On-treatmenta Visit 3 After Cycle 1 29 ± 28 days 

Visit 4 After Cycle 4 113 ± 28 days 
Visit 5 After Cycle 7 197 ± 28 days 
Visit 6 After Cycle 10 281 ± 28 days 
Visit 7 After Cycle 13 379 ± 14 days 
Last measurement >1 

a. From Day 1 until ≤14 days after last tablet intake; Day 1 is defined as day of first study treatment intake. 

6.6. STATISTICAL TESTS 

No statistical testing will be done. 

6.7. COMMON CALCULATIONS 

For quantitative measurements, change from baseline at Visit X will be calculated as:  
Test Value at Visit X – Baseline Value 
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6.8. SOFTWARE VERSION 

All analyses will be conducted using SAS version 9.4 or higher.  

7. STATISTICAL CONSIDERATIONS 

7.1. HANDLING OF MISSING AND INCOMPLETE DATA 

Partial or missing dates for AEs and medications will be imputed as described in section 16 Appendix A of this 
SAP. 
 
Missing safety data will not be imputed.  
 
An estimated date of conception is required from the investigator for all pregnancies and will be recorded in the 
eCRF. If the estimated date of conception cannot be determined, the pregnancy diagnosis and first/last dose date will 
be used to define a pregnancy as pre-treatment, on-treatment, or post-treatment. 

8. OUTPUT PRESENTATIONS 

Conventions for presentation of data in outputs will be included in the Programming Conventions for Outputs 
document.  
 
The templates provided with this SAP describe the presentations for this study and therefore the format and content 
of the summary tables, figures, and listings to be provided by  Biostatistics. 
 
All data will be listed, and summary tables will be provided. Continuous variables will be summarized for the 
measured values  and change from baseline values using the number of observations, mean, standard deviation, 
median, minimum, and maximum. Categorical variables will be summarized with counts and percentages for each 
category.  
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9. DISPOSITION AND WITHDRAWALS 

All participants who provided informed consent will be accounted for in this study.  

9.1. DISPOSITION 

Participant disposition and withdrawals, and reasons for exclusion from each analysis set will be presented for the 
ENR set. 
 
The number and percentage of participants who were screened, screen failed (including reason screen failed), 
allocated to treatment, completed or discontinued the Treatment Period (including reasons for early treatment 
discontinuation), and completed or withdrew from the study (including reasons for study withdrawal) will be 
presented. In addition, the primary reason for discontinuation for participants who were allocated to study treatment 
but discontinued prior to study treatment (non-treated participants) will be presented. Completion of treatment and 
completion of study are recorded on the End of Study Treatment and Disposition eCRFs, respectively.  

9.2. PROTOCOL DEVIATIONS 

The I Clinical Trial Management System (CTMS) will collect protocol deviations and as per the Protocol 
Deviation Management Plan, where deviations will be assigned a clinical categorization of ‘Critical/Major/Minor’ 
and will be deemed as Important or not.  To reduce potential bias from the review, participant ID and site ID will be 
hidden during review. All major and critical protocol deviations will be summarized for the SAF. 

10. DEMOGRAPHIC AND OTHER BASELINE CHARACTERISTICS 

Demographics and baseline characteristics include age (years), race, ethnicity (Hispanic or Latino), body weight 
(kg), height (cm), and BMI (kg/m2).  All variables will be summarized by descriptive statistics for the SAF 
populations. Substance use will be listed. BMI will be calculated in EDC as follows: 
BMI (kg/ m2) = weight (kg)/ height (m)2 
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11. MEDICAL, GYNECOLOGICAL, AND CONTRACEPTIVE HISTORY 

General medical history, gynecological and obstetric history, contraceptive history, and contraceptive status at 
Visit 1 and Visit 2 will be presented for the SAF population. 

11.1. GENERAL MEDICAL HISTORY 

Medical history will be coded using Medical Dictionary for Regulatory Activities (MedDRA) version 26.1 or 
higher. Medical history conditions are defined as relative conditions which are reported at screening and may or may 
not be ongoing as of the screening visit. Medical history will be listed using System Organ Class (SOC) and 
Preferred Term (PT). 

11.2. GYNECOLOGICAL AND OBSTETRIC HISTORY 

For the gynecological history, the time since menarche (in years) will be summarized, as well as the usual duration 
of menstrual flow (in days) and usual volume of flow without hormonal contraceptive use.  
 
Information relative to the pregnancy history will present the number and percentage of study participants with 
previous pregnancies as well as descriptive statistics for the overall number of previous pregnancies (gravidity 
number) and the number of times the participant has given birth to a fetus with gestational age of 24 weeks or more 
(parity number).   

11.3. CONTRACEPTIVE HISTORY 

For the contraceptive history at Visit 1, the number and percentage of participants who have previously used a 
medical or barrier method of contraception in the 6 months prior to screening will be presented. The frequency of 
participants who used any of the following will also be presented: male condom, female condom, cervical cap, 
diaphragm, vaginal sponge, vaginal ring, vaginal spermicides, emergency contraceptive pills, contraceptive patch, 
contraceptive ring, contraceptive implant, contraceptive injection (overall and separately for 1 month, 2 months, and 
3 months duration), combined oral contraceptive, progestin-only oral contraceptive, intrauterine device with/without 
hormone, or other contraceptive. 
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The contraceptive status at Visit 1 will be summarized in the same manner as contraceptive history.  The 
contraceptive history will be presented for the SAF. 

12. MEDICATIONS 

Medications will be presented for the SAF population and coded using WHODrug Global B3 version 01March2023 
or later; additional populations will be summarized as noted below. 
 
See Appendix A for handling of partial dates for medications, in the case where it is not possible to define a 
medication as prior, concomitant, or post treatment, the medication will be classified by the worst case; i.e. 
concomitant.  

• ‘Prior’ medications are medications that started prior to the first dose of study treatment.  
• ‘Concomitant’ medications are medications that started on or after the first dose of study treatment and started 

no later than 7 days following end of study treatment, with the exception that medications for contraceptive use 
after the end of study treatment will be excluded.  

• ‘Post’ medications are medications that started more than 7 days following the last dose of study treatment, with 
the exception that all medications for contraceptive use starting any day after last dose of study treatment will 
be included. 

Prior/concomitant/post-treatment medication use will be listed using preferred name and Anatomical Therapeutic 
Chemical (ATC) Level 3.  If a medication is unable to be categorized to ATC Level 3, the most detailed level 
available will be used.  

13. STUDY TREATMENT EXPOSURE 

Exposure to study treatment in days will be presented for the SAF population. The date of first study treatment 
administration will be taken from the Drug Accountability eCRF. The date of last study treatment is taken from e-
Diary. 
Duration of exposure (days) = date of last study treatment administration – date of first study treatment 
administration + 1.  
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14. STUDY TREATMENT COMPLIANCE  

Compliance with the use of study treatment will be presented for the SAF population. The intake of study treatment 
will be recorded daily in the e-Diary. The e-Diary will be the primary source for the calculation of compliance with 
the use of study treatment.  
 
Non-compliance to study treatment intake within a cycle is defined as 4 or more days with forgotten tablets, or 2 or 
more consecutive days with forgotten tablets. 

• Overall Compliance to study treatment will be calculated as following: 

𝑁𝑢𝑚𝑏𝑒𝑟 𝑜𝑓 𝑑𝑎𝑦𝑠 𝑡ℎ𝑎𝑡 𝑎𝑡 𝑙𝑒𝑎𝑠𝑡 𝑜𝑛𝑒 𝑡𝑎𝑏𝑙𝑒𝑡 𝑤𝑎𝑠 𝑡𝑎𝑘𝑒𝑛 𝑖𝑛 𝑡ℎ𝑒 𝑡𝑟𝑒𝑎𝑡𝑚𝑒𝑛𝑡 𝑝𝑒𝑟𝑖𝑜𝑑,𝑎𝑠 𝑝𝑒𝑟 𝑒−𝐷𝑖𝑎𝑟𝑦

[Date of last dose−date of first dose+1] 
 x 100 

In addition, the number and percentage of participants who took 3 or more tablets on a given day, which is 
considered as an overdose, will be presented. Number of participants (and cycles) with evaluable cycles will be 
tabulated and listed. 

15. SAFETY OUTCOMES 

All outputs for safety outcomes will be based on the SAF population.  

15.1. ADVERSE EVENTS 

AEs will be coded using MedDRA coding dictionary, Version 26.1 or higher. 
 
Treatment-emergent adverse events (TEAEs) are defined as AEs that started on or after the day of first dose of study 
treatment (or worsened in severity) and prior to the last date of study treatment + 14 days (inclusive). See Appendix 
A for handling of partial dates for AEs.  In the case where it is not possible to define an AE as treatment emergent or 
not due to a partial start date, the AE will be classified by the worst case; i.e. treatment emergent. Pre-treatment 
AEs/SAEs starting before the on-treatment period, including those starting on the day of first dose of study 
treatment yet prior to the study treatment intake, will be excluded from the TEAE analyses. Pre- and post-treatment 
AEs will be identified in listings.  
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An overview table of number (%) of participants within each of the categories described in the sub-section below 
will be provided as specified in the templates.  The broad AE categories consisting of the percentage of participants 
with any TEAE, a drug-related TEAE, a serious TEAE, a TEAE that is both drug-related and serious, and a TEAE 
leading to discontinuation of study treatment will be summarized. Similar Table by BMI group (<30 kg/m2, ≥30 
kg/m2) will be provided. Listings will include all AEs (including participants who enrolled more than once). 
.  

15.1.1. TEAES 

Incidence of TEAEs will be presented by SOC and PT, with SOC in alphabetical order and PT in order of 
decreasing frequency. The incidence of TEAEs will be broken down further by maximum severity and maximum 
relationship to study treatment. 

15.1.1.1. Severity 
Severity is classed as mild/ moderate/ severe (increasing severity). TEAEs with a missing severity will be classified 
as severe. If a participant reports a TEAE more than once within that SOC/ PT, the AE with the worst case severity 
will be used in the corresponding severity summaries. 

15.1.1.2. Relationship to Study Treatment 
 
Relationship, as indicated by the Investigator, is classed as ‘unrelated’, ‘unlikely to be related’, ‘possibly related’, 
and ‘probably related’ (increasing severity of relationship). A ‘related’ TEAE is defined as a TEAE with a 
relationship to study treatment as ‘possibly related’ or ‘probably related’ to study treatment. TEAEs with a missing 
or ‘unknown’ relationship to study treatment will be regarded as ‘related’ to study treatment. If a participant reports 
the same AE as both related and unrelated within that SOC/ PT, the related AE will be used in the corresponding 
relationship summaries.  

15.1.2. TEAES LEADING TO DISCONTINUATION OF STUDY TREATMENT 

TEAEs leading to permanent discontinuation of study treatment will be identified by using the ‘Action taken with 
study treatment’ variable equal to ‘Drug Withdrawal’ from the Adverse Events eCRF. A summary of TEAEs 
leading to discontinuation of study treatment by SOC and PT will be prepared. A listing of all TEAEs leading to 
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discontinuation of study treatment will be provided, along with the details as to whether the event was related or was 
serious. 

15.1.3. SERIOUS ADVERSE EVENTS 

Serious adverse events (SAEs) are those events recorded as ‘Serious’ on the Adverse Events eCRF. A summary of 
serious TEAEs by SOC and PT will be prepared. 

15.1.4. ADVERSE EVENTS LEADING TO DEATH 

TEAEs leading to death are those events that are recorded as ‘Fatal’ on the Adverse Events eCRF. A summary and 
listing of TEAEs leading to death by SOC and PT will be prepared. 

15.1.5. EVENTS OF CLINICAL INTEREST 

ECIs, as defined in section 8.4.5 of the protocol, are those events recorded as ‘ECIs’ on the Adverse Events eCRF. A 
summary of TEAEs of Clinical Interest by SOC and PT will be prepared.  

15.2. DEATHS 

A listing of all fatal TEAEs will be provided.  Details of the death as recorded on the Death Details eCRF will be 
presented in an appendix data listing. 

15.3. LABORATORY EVALUATIONS 

Results from the central laboratory will be included in the reporting of this study for hematology, biochemistry, and 
urinalysis. A list of laboratory assessments to be included in the outputs is included in Appendix 3 of the protocol 
(Table 10). For each parameter, normal reference ranges and safety ranges will be presented.  
 
Presentations will use International System of Units (SI). Results will be converted as needed prior to the analysis. 
Quantitative laboratory measurements reported as ‘< X’, i.e., below the lower limit of quantification (LLQ), or 
‘> X’, i.e., above the upper limit of quantification (ULQ), will be converted to X for the purpose of quantitative 
summaries, but will be presented as recorded, i.e., as ‘< X’ or ‘> X’ in the listings.  
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Actual and change from baseline in laboratory test values will be summarized by visit (including Baseline  and last 
measurement) under each of hematology, biochemistry, and urinalysis.  All available lab data will be included in the 
data listings. 
 
In addition, markedly abnormal liver function-related laboratory tests will be summarized during all visits in the 
study based on the criteria listed below in Table C. 

Table C Liver Function Markedly Abnormal Criteria 

Liver Function Parameter Criteria  

ALT 
≥ 3 x ULN 

≥ 5 x ULN 

AST 
≥ 3 x ULN 

≥ 5 x ULN 

Total Bilirubin 
(in combination with ALT or AST 
criteria) 

> 1.5 x ULN 

> 2 x ULN 

Hy’s Law Components Criteria  

ALT or AST ≥ 3 x ULN 

Total Bilirubin > 2 x ULN 

Alkaline phosphatase < 2 x ULN 

15.4. VITAL SIGNS AND BODY WEIGHT 

The following vital signs measurements will be listed: 

• Systolic Blood Pressure (mmHg) 
• Diastolic Blood Pressure (mmHg) 
• Pulse Rate (bpm) 
• Weight (kg) 
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• BMI (kg/m2) 

15.5. PHYSICAL, GYNECOLOGICAL, AND BREAST EXAMINATIONS 

Clinically significant findings of general physical, gynecological, and breast examinations performed at EOS will be 
recorded as TEAEs by the Investigator; these findings will be included in the TEAE summaries, as appropriate. 

15.6. PREGNANCIES 

A listing of all pre-treatment on-treatment and post-treatment pregnancies will be listed for ENR (including 
participants who enrolled more than once). 
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16. APPENDIX A 

16.1. ALGORITHM FOR TREATMENT EMERGENCE OF ADVERSE EVENTS: 
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AE START DATE AE STOP DATE ACTION 

Known Known/Partial/ 
Missing 

If AE stop date is partial, impute AE stop date as latest 
possible date (i.e., last day of month if day unknown or 
31st December if day and month are unknown). 
 
If AE start date < study treatment start date, assign as pre-
treatment AE. 
If AE start date >= study treatment start date and <= study 
treatment stop date + 14 days, assign as TEAE. 
If AE start date > study treatment stop date + 14 days, 
assign as post-treatment AE. 
 

   

Partial Known/Partial/ 
Missing 

If AE stop date is partial, impute AE stop date as latest 
possible date (i.e., last day of month if day unknown or 
31st December if day and month are unknown). 
Impute AE start date as the study treatment start date, if: 

• the year of the AE start date is equal to the year 
of the study treatment start date and the AE stop 
date is later or equal to the study treatment start 
date or is missing. 

• the year and month of the AE start date is equal to 
the year and month of the study treatment start 
date and the AE stop date is later or equal to the 
study treatment start date or is missing. 

Otherwise, Impute AE start date as earliest possible date 
(i.e. first day of month if day unknown or 1st January if 
day and month are unknown). Then: 
 
If AE start date < study treatment start date, assign as pre-
treatment AE. 
If AE start date >= study treatment start date and <= study 
treatment stop date + 14 days, assign as TEAE. 
If AE start date > study treatment stop date + 14 days, 
assign as post-treatment AE. 
 

   



 

Organon LLC., a subsidiary of Organon & Co. 
PROTOCOL OG-8175A-023 

 

Statistical Analysis Plan  Page 26 of 28 

 

Document: 

Author:  Version Number: 2.0 

 Version Date:  23APR2024 

Template No.:  CS_TP_BS016 Revision 6 Reference:  CS_WI_BS005 

Effective Date: 02Dec2019  

Copyright © 2009, 2010, 2012, 2016, 2018, 2019 I  All rights reserved. The contents of this document are confidential and 
proprietary to  and its subsidiaries. Unauthorized use, disclosure or reproduction is strictly prohibited. 
 

AE START DATE AE STOP DATE ACTION 

Missing Known If AE stop date < study treatment start date, assign as pre-
treatment AE 
If AE stop date >= study treatment start date, assign as 
TEAE 
 

 Partial Impute AE stop date as latest possible date (i.e., last day of 
month if day unknown or 31st December if day and month 
are unknown), then: 
If AE stop date < study treatment start date, assign as pre-
treatment AE 
If AE stop date >= study treatment start date assign as 
TEAE 
If AE stop date >= study treatment stop date + 14 days, 
then post-treatment 

 Missing Assumed as TEAE 

 

16.2. ALGORITHM FOR PRIOR / CONCOMITANT MEDICATIONS:  

Medication 
START 
DATE 

Medication STOP 
DATE 

ACTION 

Known Known/Missing If start date < study treatment date, assign as prior. 
If start date >= study treatment start date and start date <= end of 
treatment + 7 days, assign as concomitant except medications for 
contraceptive use. 
If start date > end of treatment + 7 days, assign as post study. For all 
medications for contraceptive use, if start date > end of treatment, 
assign as post study. 
 



 

Organon LLC., a subsidiary of Organon & Co. 
PROTOCOL OG-8175A-023 

 

Statistical Analysis Plan  Page 27 of 28 

 

Document: 

Author:  Version Number: 2.0 

 Version Date:  23APR2024 

Template No.:  CS_TP_BS016 Revision 6 Reference:  CS_WI_BS005 

Effective Date: 02Dec2019  

Copyright © 2009, 2010, 2012, 2016, 2018, 2019 I . All rights reserved. The contents of this document are confidential and 
proprietary to and its subsidiaries. Unauthorized use, disclosure or reproduction is strictly prohibited. 
 

Medication 
START 
DATE 

Medication STOP 
DATE 

ACTION 

 Partial Impute stop date as latest possible date (i.e. last day of month if day 
unknown or 31st December if day and month are unknown), then: 
If start date < study treatment date, assign as prior. 
If start date >= study treatment start date and start date <= end of 
treatment + 7 days, assign as concomitant except medications for 
contraceptive use. 
If start date > end of treatment + 7 days, assign as post study. For all 
medications for contraceptive use, if start date > end of treatment, 
assign as post study. 
 

   

   

Partial Known/Partial/Missing If stop date is partial, impute stop date as latest possible date (i.e., 
last day of month if day unknown or 31st December if day and 
month are unknown). 
Impute start date as the study treatment start date, if: 

• the year of the start date is equal to the year of the study 
treatment start date and the stop date is later or equal to the 
study treatment start date or is missing. 

• the year and month of the start date is equal to the year and 
month of the study treatment start date and the stop date is 
later or equal to the study treatment start date or is missing. 

Otherwise, impute start date as earliest possible date (i.e. first day of 
month if day unknown or 1st January if day and month are 
unknown). Then: 
If start date < study treatment date, assign as prior. 
If start date >= study treatment start date and start date <= end of 
treatment + 7 days, assign as concomitant except medications for 
contraceptive use. 
If start date > end of treatment + 7 days, assign as post study. For all 
medications for contraceptive use, if start date > end of treatment, 
assign as post study. 
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Medication 
START 
DATE 

Medication STOP 
DATE 

ACTION 

Missing Known If stop date < study treatment start date, assign as prior 
If stop date >= study treatment start date, assign as concomitant 
 

 Partial Impute stop date as latest possible date (i.e. last day of month if day 
unknown or 31st December if day and month are unknown), then: 
If stop date < study treatment start date, assign as prior 
If stop date >= study treatment start date, assign as concomitant 
 

 Missing Assign as concomitant 
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