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However, historical control is not available. This SAP will not make comparison between study 
data and historical control, and that specific secondary endpoint will be removed. 

Protocol specifies that the Efficacy Evaluable population is the population to be used for 
efficacy analysis, and this SAP adds the ITT population as another population for efficacy 
analyses. Further, this SAP refines the definition of Efficacy Evaluable population as subjects 
who have received at least one dose of study drug and at least one post-baseline RANO 
assessment.  
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4. STUDY OBJECTIVES AND ENDPOINTS 
Study objectives and endpoints defined in the protocol include safety and efficacy. Objectives 
and pre-specified endpoints are as follows: 

4.1. Study Objectives 

4.1.1. Primary Objective 

Phase 1 component: To determine the recommended Phase 2 doses (RP2D) of indoximod and 
temozolomide in combination for treatment of progressive high-grade glioma (including 
glioblastoma multiforme (GBM)) or gliosarcoma. 
 
Phase 2 component: To evaluate efficacy as measured by six-month progression-free survival 
(PFS) of indoximod plus temozolomide (with or without bevacizumab or stereotactic radiation 
therapy) in patients with progressive GBM. 
 
4.1.2. Secondary Objectives 
 
Phase 1: 

1. To determine the adverse event (AE) profile and identify regimen-limiting toxicities 
(RLT) of indoximod plus temozolomide in combination therapy. 

2. To determine the pharmacokinetic profile of indoximod in the setting of this treatment 
regimen. 

 
Phase 2: 

1. To determine efficacy as measured by overall response rate (ORR), overall survival, 
safety, and tolerability of indoximod plus temozolomide in patients with progressive 
GBM. 

2. To determine ORR, safety, and tolerability of indoximod plus temozolomide and 
bevacizumab in GBM patients whose disease progressed during therapy with a 
bevacizumab-based regimen. 

3. To determine ORR, safety, and tolerability of indoximod plus temozolomide and 
stereotactic radiosurgery (SRS) in GBM patients who may reasonably benefit from 
tumor debulking.  

 
4.2. Study Endpoints 

 
Phase 1 Primary Endpoint: 

The primary endpoint of Phase 1 is Regimen Limiting Toxicity for the purpose of the  
will be based on the dose escalation method. 

 
Phase 1 Secondary Endpoints: 
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The secondary endpoints of Phase 1 include: 

- Incident rates of AEs 
- Incident rates of SAEs 
- Incidents of RLTs 
- Frequency with which laboratory tests are out of normal ranges 
- Vital Signs including blood pressure, pulse and temperature. 
- Total dose of temozolomide delivered 
- Number of patients with grade 3 non-hematological toxicity that is treatment related 

that results in  
- the delay of temozolomide treatment by greater than 4 weeks.  
- a delay in starting the second cycle by more than 2 weeks due to toxicity 

attributable to test agent indoximod. 
- Number of subjects experiencing dose modification in each of the prescribed study 

drugs. 
- Pharmacokinetics (PK) (specified in a separate document). 

 
Phase 2 Primary Endpoint: 

The primary endpoint of Phase 2 is 6-month PFS.  
 
Phase 2 Secondary Endpoints: 
 
The secondary efficacy endpoints for Phase 2 include  

- Best overall response,  
- Proportion of subjects who reached stable disease (SD) and maintained as such, 
- Overall survival (OS). 
- Incident rates of AEs 
- Incident rates of SAEs 
- Frequency with which laboratory tests are out of normal ranges 
- Vital Signs including blood pressure, pulse and temperature. 
- Total dose of temozolomide delivered 
- Number of subjects experiencing dose modification in each of the prescribed study 

drugs. 
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responses will be assessed based using Response Assessment in Neuro-Oncology (RANO) 
criteria. 
 
Safety will be evaluated by following the guidelines provided in the National Cancer Institute 
Common Terminology Criteria for Adverse Events (NCI-CTCAE) Version 4.03. 
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Figure 1 SDTM, ADaM, and TFL Development and Validation 

 

Where: 
1. Development, Validation, and Maintenance of SDTM domains. 
2. Development and Validation of Analysis Data Sets (ADaM), with input source the 

appropriate SDTM domains. 
3. Development and Validation of draft and then final Tables, Figures, and Listings 

(TFL), with input data source the SDTM domains and analysis specific ADaM data 
sets. 

7.4. Planned Study Analyses 

7.4.1. Statistical Summaries: Descriptive and Inferential 

In general, inferential statistical analyses will be two-sided, and a difference resulting in a p-
value of less than or equal to 0.05 will be considered statistically significant. All p-values will 
be rounded to and displayed in four decimals.  If a p-value less than 0.0001 occurs, it will be 
shown in tables as <0.0001. 

Descriptive summaries of variables will be provided where appropriate. In general, for 
continuous variables, the number of non-missing values (n) and the mean, median, standard 
deviation, minimum, and maximum will be tabulated.  For categorical variables, the counts 
and proportions of each value will be tabulated.   
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All collected data will be presented in listings.  Data not subject to analysis according to this 
plan will not appear in any tables or graphs but will be included in the data listings. 

7.4.2. Interim Analyses and Data Safety Monitoring  

No interim analysis is planned for this study. This trial will use a Data Safety Monitoring 
Committee (DSMC) during Phase 2.  The DSMC will meet quarterly.  

7.4.3. Final Analysis 

The final study analysis will be completed after all patients have completed their end of therapy 
visit days and the database has been locked.  

7.5. Multiple Testing Procedures 

There will be no adjustments for multiplicity and no formal multiple testing procedures are to 
be implemented with this analysis plan. 

 

8. SUMMARY OF STUDY DATA 

8.1. Patient Summary Grouping 

All tables and listings will be presented by actual dose level administrated and overall for Phase 
1 dose escalation. The planned dose cohorts are starting at 600 mg BID for up to 6 patients, 
then followed by 1000 mg BID and 1200 mg BID if needed. Screen failure patients are not 
included in analysis sets. Patients who withdraw from the study prior to dosing may be replaced 
but will not be replaced after dosing. Phase 1 and Phase 2 will be presented separately. In 
addition, as each cohort in the Phase 2 expansion is enrolled separately and has potentially 
different expected rates of PFS, each cohort in Phase 2 will also be reported separately.  
 

8.2. Patient Disposition 

Patient disposition will be summarized and will include the number and percentage of patients 
included in the Safety, ITT and EE populations. The reasons for withdrawal for the patients 
who discontinue treatment and discontinue the study will also be summarized. All results will 
be presented for each phase, dose and cohort.  

Data on study completion information, including the reason for treatment discontinuation and 
study discontinuation will be presented in a patient listing. 

8.3. Protocol Deviations 

All subject-level protocol violations will be presented in a patient listing.  
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8.4. Demographics and Baseline Cancer Characteristics  

Descriptive summaries of patient demographics will be provided including age, sex, race, and 
ethnicity baseline ECOG score, weight, height, body mass index (BMI), defined as weight (kg) 
/ height(m)^2.  All demographic and baseline cancer characteristics will be summarized for 
each phase, dose and cohort using the ITT and EE populations. 
 
All demographic and baseline information will be presented in a patient listing. 

8.5. Medical History and Cancer Status 

Patient medical history along with their cancer status will be collected during the screening 
period.  

The number and percentage of patients with any medical history will be summarized overall 
and for each system organ class (SOC) and preferred term (PT). Details on cancer status will 
also be summarized.   

Baseline cancer status including current tumor type, location and grade, time from initial 
brain tumor diagnosis to date of ICF, number of prior tumor relapses and resection, radiation 
type and duration, site radiated, total radiation dose, prior treatment with interstitial 
brachytherapy, stereotactic radiosurgery or implanted chemotherapy sources, 
progression/recurrence after this treatment, method to confirm progressive disease and 
surgery data 

Medical history, as well as cancer status, will be summarized for each phase, dose and cohort 
using the ITT and EE populations. 

Patient medical history and cancer status data will be presented in a patient listing. 

8.6. Concomitant Medications  

All medications taken by subjects at the time of enrollment or then after will be reported. The 
number and percentage of patients who take concomitant medications will be summarized in 
tables by Anatomical Therapeutic Chemical (ATC) level IV and preferred term.   

For all medication tables, medications will be counted once for a patient using it, regardless of 
the number of times it was reported on the eCRF.  

A concomitant medication is defined as any medications taken or ongoing on or after first dose 
date up to last visit after the last dose.. 

Concomitant medications will be summarized for each phase, dose and cohort using the ITT 
and EE populations. 
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10.2. Adverse Events  

Treatment-emergent adverse events (TEAEs) are defined as any AEs occurred on or after first 
dose date or worsening of existing events up to 30 days post last dose.  
 
TEAEs are summarized by frequency and percentage of patients and tabulated by SOC and 
PT, by greatest relationship to indoximod, to temozolomide, to bevacizumab, and to SRS/SRT 
respectively, by maximum Severity grade. Serious adverse events (SAEs), TEAEs leading to 
treatment discontinuation and death are summarized. Patients with multiple TEAEs are only 
counted once within a summary category.  
 
AE Severity grade will be assessed using the CTCAE grading.  
 
The following summary tables and patient level listings will be presented for TEAE data:  

• Overall Summary of AEs 
• TEAEs by SOC and PT 
• TEAEs by SOC and PT, and Relationship to indoximod, temozolomide, 

bevacizumab and SRS/SRT separately.  
• TEAEs by SOC and PT, and Maximum Severity Grade 
• SAEs by SOC and PT 

 
All AEs including both treatment-emergent and non-treatment-emergent events will be 
presented in patient listings. 
 

10.3. Regimen Limiting Toxicity 

RLTs, which are only reported for Phase 1, are defined as toxicities that delay the planned 
administration of the next cycle of the backbone chemotherapy. Toxicity grades are evaluated 
according to NCI CTCAE version 4.03.   
 
RLTs will be presented in a patient listing. 

 

10.4. Vital Signs, ECG, Laboratory Tests and Physical Examinations 
 
Vital signs, ECG, laboratory results, ECOG, physical examination will be summarized by visit, 
overall and by phase, dose and cohort.  

10.4.1. Vital Signs 

Descriptive statistics of observed vital sign data and change from baseline will be presented by 
visit, including systolic blood pressure, diastolic blood pressure, temperature, heart rate and 
respiration rate.  



NewLink Genetics Corporation  FINAL Version 1.0 
Study NLG-2102 Statistical Analysis Plan  2019-09-18 
IND#:  
 

CONFIDENTIAL  P a g e  | 28 
 

All vital sign data will be summarized using the Safety population and will be presented in 
patient listings.  

10.4.2. ECG 

ECG observed data and change from baseline including heart rate, PR interval, QRS duration, 
QTc interval will be presented by visit, overall and by phase, dose and cohort.  
 
All ECG data will be summarized using the Safety population and will be presented in patient 
listings.  

10.4.3. Clinical Laboratory Evaluations  

Clinical laboratory results including hematology, blood chemistry will be summarized by visit, 
overall and by phase, dose and cohort for the observed value as well as for change from 
baseline value. Other parameters such as c-reactive protein, endocrine functions, thyroid 
evaluation and TSH, T3, T4 evaluation will only be listed and not summarized.     

Patient listings of individual laboratory parameters with normal ranges and abnormality 
assessments will also be presented by patient.  Laboratory listings will include date collected, 
study day and observed laboratory values with low/normal/high or abnormal/normal flags.  

All laboratory will be presented using the Safety population. 

10.4.4. Physical, and ECOG Scale 

Anthropometrics data including height and weight and BSA, and their change from baseline 
will be summarized by visit, overall and by phase, dose and cohort. ECOG scores will be 
summarized by using actual scores and changes from baseline, by visit, overall and by phase, 
dose and cohort.  

All physical, ECOG data will be summarized using the Safety population and will be presented 
in patient listings. 

10.5. Other Safety Measures 

All other safety data will be presented in listings.  

If additional safety measures not described herein are requested after study results are 
reviewed, these additional safety parameters and/or analyses will be completed and will be 
fully described and documented as post-hoc in the final clinical study report (CSR).   The SAP 
will not be amended to complete any other safety measures identified as post-hoc. 
 
11. PHARMACOKINETIC ANALYSES  
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PK summaries will be captured in a separate SAP. 
 
12. REPORTING CONVENTIONS 
 
The following reporting conventions will be adopted for the presentation of study data.  These 
conventions will enhance the review process and help to standardize presentation with 
common notations 
 
11.1 General Reporting Conventions 

• All tables and data listings will be developed in Landscape Orientation, unless 
presented as part of the text in a CSR, where they may be in Landscape or 
Portrait Orientation. 

• Figures will be presented in Landscape Orientation, unless presented as part of 
the text in a CSR, where they may be in Landscape or Portrait Orientation. 

• Legends will be used for all figures with more than one variable or item 
displayed. 

• Figures will be in presented in color with dose cohorts distinguished by 
different symbols and colors.  Lines in figures should be wide enough to view 
the line after being photocopied.  

• Specialized text styles, such as bolding, italics, borders, shading, superscripted 
and subscripted text will not be used in tables, figures, and data listings unless 
they add significant value to the table, figure, or data listing.  

• Only standard keyboard characters should be used in tables and data listings. 
Special characters, such as non-printable control characters, printer-specific, 
or font-specific characters, will not be used on a table, figure, or data listing.  
Hexadecimal character representations are allowed (e.g., µ, α, β). 

• All titles will be centered on a page.  The International Council for 
Harmonization (ICH) numbering convention is to be used for all tables, 
figures, and data listings. 

• All footnotes will be left justified and at the bottom of a page.  Footnotes must 
be present on the page where they are first referenced.  Footnotes should be 
used sparingly and must add value to the table, figure, or data listing.  If more 
than four footnote lines are planned, then a cover page may be used to display 
footnotes. 

• Missing values for both numeric and character variables will be presented as 
blanks in a table or data listing.  A zero (0) may be used if appropriate to 
identify when the frequency of a variable is not observed. 

• All date values will be presented as YYYY-MM-DD (e.g., 2013-05-17) ISO 



NewLink Genetics Corporation  FINAL Version 1.0 
Study NLG-2102 Statistical Analysis Plan  2019-09-18 
IND#:  
 

CONFIDENTIAL  P a g e  | 30 
 

8601 format. 

• All observed time values will be presented using a 24-hour clock HH:MM:SS 
format (e.g., 01:35:45 or 11:26).  Seconds should only be reported if they 
were measured as part of the study, also in ISO 8601 format. 

• Time durations will be reported in mixed HH MM SS notation (e.g., 5h 32m, 
or 27h 52m 31s).  The use of decimal notation to present (display) time 
durations should be avoided (e.g. 0.083h = 5m) unless it is necessary to show 
the computation of time differences in a table, figure, or data listing, in which 
case both notations may be used to display the time duration.  

• All tables, figures, and data listings will have the Table, Listing, or Graph 
status (DRAFT, FINAL), and a date/time stamp on the bottom of each output.  

• All analysis programs developed for a table, figure, or data listing display will 
be self-contained to facilitate transfer of programs to multiple computing 
environments and transfer to a regulatory agency (if requested).  

11.2 Population Summary Conventions 

• Population(s) represented on the tables or data listings will be clearly identified 
in the last title of the Table as “<name of population>” and will be identical in 
name to that identified in the protocol or SAP. 

• Consistent terminology will be used to define and identify a population.   

• Sub-population(s) or special population(s) descriptions will provide sufficient 
detail to ensure comprehension of the population (e.g., FAS Females, Per-
Protocol Males >60 years of age) used for analysis in a table or figure. 

• Population sizes may be presented for each treatment or dose cohort as totals in 
the column header as (N=xxx), where appropriate.  

• Population sizes shown with summary statistics are the samples sizes (n) of 
patients with non-missing values.  

• All population summaries for categorical variables will include all categories 
that were planned and for which the patients may have had a response.    

• All population summaries for continuous variables will include: N, mean, 
standard deviation, minimum, and maximum.  Other summaries (e.g. number 
missing, median, quartiles, 5%, 95% CIs, CV or %CV) may be used as 
appropriate. 

Unless otherwise noted, the estimated mean and median for a set of values are 
printed out to one more significant digit than the original values, and Standard 
Deviations are printed out to 2 more significant digits than the original values. 
The minimum and maximum will be reported the same significant digits as the 
original values. For example, for age: 
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N XX 
Mean XX.X 
Standard Deviation X.XX 
Median XX.X 
Minimum XX 
Maximum                          XX 

• All percentages are rounded and reported to xx.x%. A percentage of 100% will 
be reported as 100%.  No value of 0% will be reported.  Any computation of 
percent that results in 0% is to be presented as a blank.  

• Population summaries that include p-values will report the p-value to 
four decimal places with a leading zero (0.0001).  All p-values reported on 
default output from statistical software (i.e., SAS® Software version 9.4 or later) 
may be reported at the default level of precision.  P-values <0.0001 should be 
reported as <0.0001 not 0.0000. 
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APPENDIX A PLANNED TABLES, LISTINGS, AND FIGURES 

Tables 
Table 14.1.1.1 Patient Disposition – Phase 1 All Enrolled 
Table 14.1.1.2 Patient Disposition – Phase 2 All Enrolled 
Table 14.1.2.1.1 Demographics and Baseline Characteristics – Phase 1 Intent-to-Treat 
Table 14.1.2.1.2 Demographics and Baseline Characteristics – Phase 1 Efficacy Evaluable 
Table 14.1.2.2.1 Demographics and Baseline Characteristics – Phase 2 Intent-to-Treat 
Table 14.1.2.2.2 Demographics and Baseline Characteristics – Phase 2 Efficacy Evaluable 
Table 14.1.3.1.1 Medical History – Phase 1 Intent-to-Treat 
Table 14.1.3.1.2 Medical History – Phase 1 Efficacy Evaluable 
Table 14.1.3.2.1 Medical History – Phase 2 Intent-to-Treat 
Table 14.1.3.2.2 Medical History – Phase 2 Efficacy Evaluable 
Table 14.1.4.1.1 Cancer Status at Screening – Phase 1 Intent-to-Treat 
Table 14.1.4.1.2 Cancer Status at Screening – Phase 1 Efficacy Evaluable 
Table 14.1.4.2.1 Cancer Status at Screening – Phase 2 Intent-to-Treat 
Table 14.1.4.2.2 Cancer Status at Screening – Phase 2 Efficacy Evaluable 
Table 14.1.5.1.1 Concomitant Medications – Phase 1 Intent-to-Treat 
Table 14.1.5.1.2 Concomitant Medications – Phase 1 Efficacy Evaluable 
Table 14.1.5.2.1 Concomitant Medications – Phase 2 Intent-to-Treat 
Table 14.1.5.2.2 Concomitant Medications – Phase 2 Efficacy Evaluable 
Table 14.1.6.1.1 Corticosteroid Administration – Phase 1 Intent-to-Treat 
Table 14.1.6.1.2 Corticosteroid Administration – Phase 1 Efficacy Evaluable 
Table 14.1.6.2.1 Corticosteroid Administration – Phase 2 Intent-to-Treat 
Table 14.1.6.2.2 Corticosteroid Administration – Phase 2 Efficacy Evaluable 
Table 14.1.7.1.1 Summary of Indoximod Administration – Phase 1 Safety Population 
Table 14.1.7.1.2 Summary of Indoximod Administration – Phase 1 Efficacy Evaluable 
Table 14.1.7.2.1 Summary of Indoximod Administration – Phase 2 Safety Population 
Table 14.1.7.2.2 Summary of Indoximod Administration – Phase 2 Efficacy Evaluable 
Table 14.1.8.1.1 Summary of Temozolomide Administration – Phase 1 Safety Population 
Table 14.1.8.1.2 Summary of Temozolomide Administration – Phase 1 Efficacy Evaluable 
Table 14.1.8.2.1 Summary of Temozolomide Administration – Phase 2 Safety Population 
Table 14.1.8.2.2 Summary of Temozolomide Administration – Phase 2 Efficacy Evaluable 
Table 14.1.9.1 Summary of Bevacizumab Administration – Phase 2 Safety Population 
Table 14.1.9.2 Summary of Bevacizumab Administration– Phase 2 Efficacy Evaluable 
Table 14.1.10.1 Summary of SRS/SRT Administration – Phase 2 Safety Population 
Table 14.1.10.2 Summary of SRS/SRT Administration – Phase 2 Evaluable Efficacy 
Table 14.1.11.1.1 Summary of Indoximod Dose Modification – Phase 1 Safety Population 
Table 14.1.11.1.2 Summary of Indoximod Dose Modification – Phase 2 Safety Population 
Table 14.1.11.2.1 Summary of Temozolomide Dose Modification – Phase 1 Safety Population 
Table 14.1.11.2.2 Summary of Temozolomide Dose Modification – Phase 2 Safety Population 
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Table 14.1.11.3.1 Summary of Bevacizumab Dose Modification -  Phase 2 Safety Population 
Table 14.2.1.1 Kaplan-Meier Estimates of Six-Month Progression-Free Survival (PFS6) [1] Summary – Phase 2 Intent  
Table 14.2.1.2 Kaplan-Meier Estimates of Six-Month Progression-Free Survival (PFS6) [1] Summary – Phase 2 Effica  
Evaluable 
Table 14.2.2.1 Overall Response Summary – Phase 2 Intent-to-Treat 
Table 14.2.2.2 Best Overall Response Summary – Phase 2 Efficacy Evaluable 
Table 14.2.3.1 Kaplan-Meier Estimates of Overall Survival (OS) [1] – Phase 2 Intent-to-Treat 
Table 14.2.3.2 Kaplan-Meier Estimates of Overall Survival (OS) [1] – Phase 2 Efficacy Evaluable 
Table 14.2.4.1 Life Table Summary of Duration of Best Overall Response (BOR) – Phase 2 Intent-to-Treat 
Table 14.2.4.2 Life Table Summary of Duration of Best Overall Response (BOR) – Phase 2 Efficacy Evaluable 
Table 14.2.5.1 Life Table Summary of Progression-Free Survival (Kaplan-Meier) – Phase 2 Intent-to-Treat 
Table 14.2.5.2 Life Table Summary of Progression-Free Survival (Kaplan-Meier) – Phase 2 Efficacy Evaluable 
Table 14.2.6.1 Life Table Summary of Duration of Stable Disease (Kaplan-Meier) – Phase 2 Intent-to-Treat 
Table 14.2.6.2 Life Table Summary of Duration of Stable Disease (Kaplan-Meier) – Phase 2 Efficacy Evaluable 
Table 14.2.7.1 Life Table Overall Survival (Kaplan-Meier) – Phase 2 Intent-to-Treat 
Table 14.2.7.2 Life Table Overall Survival (Kaplan-Meier) – Phase 2 Efficacy Evaluable 
Table 14.3.1.1.1 TEAEs: Overall Summary – Phase 1 Safety Population 
Table 14.3.1.1.2 TEAEs: Overall Summary – Phase 2 Safety Population 
Table 14.3.1.2.1 TEAEs by SOC and PT – Phase 1 Safety Population 
Table 14.3.1.2.2 TEAEs by SOC and PT – Phase 2 Safety Population 
Table 14.3.1.3.1 TEAEs by SOC and PT, and Greatest Relationship to Indoximod – Phase 1 Safety Population 
Table 14.3.1.3.2 TEAEs by SOC and PT, and Greatest Relationship to Indoximod – Phase 2 Safety Population 
Table 14.3.1.3.3 TEAEs by SOC and PT, and Greatest Relationship to Temozolomide – Phase 1 Safety Population 
Table 14.3.1.3.4 TEAEs by SOC and PT, and Greatest Relationship to Temozolomide – Phase 2 Safety Population 
Table 14.3.1.3.5 TEAEs by SOC and PT, and Greatest Relationship to Bevacizumab – Phase 2 Safety Population 
Table 14.3.1.3.6 TEAEs by SOC and PT, and Greatest Relationship to SRS/SRT – Phase 2 Safety Population 
Table 14.3.1.4.1 TEAEs by SOC and PT, and Maximum Severity Grade – Phase 1 Safety Population 
Table 14.3.1.4.2 TEAEs by SOC and PT, and Maximum Severity Grade – Phase 2 Safety Population 
Table 14.3.1.5.1 Serious Adverse Events by SOC and PT – Phase 1 Safety Population 
Table 14.3.1.5.2 Serious Adverse Events by SOC and PT – Phase 2 Safety Population 
Table 14.3.2.1.1 Table Listing of Serious Adverse Events – Phase 1 Safety Population 
Table 14.3.2.1.2 Table Listing of Serious Adverse Events – Phase 2 Safety Population 
Table 14.3.2.3.1 Table Listing of TEAEs Leading to Death – Phase 1 Safety Population 
Table 14.3.2.3.2 Table Listing of TEAEs Leading to Death – Phase 2 Safety Population 
Table 14.3.2.4.1 Table Listing of Death Summary – Phase 1 Safety Population 
Table 14.3.2.4.2 Table Listing of Death Summary – Phase 2 Safety Population 
Table 14.3.4.1.1 Observed Values and Change from Baseline for Hematology – Phase 1 Safety Population 
Table 14.3.4.1.2 Observed Values and Change from Baseline for Hematology – Phase 2 Safety Population 
Table 14.3.4.2.1 Observed Values and Change from Baseline for Blood Chemistry – Phase 1 Safety Population 
Table 14.3.4.2.2 Observed Values and Change from Baseline for Blood Chemistry – Phase 2 Safety Population 
Table 14.3.5.1.1 Observed Values and Change from Baseline for Vital Signs – Phase 1 Safety Population 
Table 14.3.5.1.2 Observed Values and Change from Baseline for Vital Signs – Phase 2 Safety Population 
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Table 14.3.5.2.1 Observed Values and Change from Baseline for Anthropometrics – Phase 1 Safety Population 
Table 14.3.5.2.2 Observed Values and Change from Baseline for Anthropometrics – Phase 2 Safety Population 
Table 14.3.5.3.1 Observed Values and Change from Baseline for ECG – Phase 1 Safety Population 
Table 14.3.5.3.2 Observed Values and Change from Baseline for ECG – Phase 2 Safety Population 
Table 14.3.5.4.1 Notable ECG Values and Changes from Baseline – Phase 1 Safety Population 
Table 14.3.5.4.2 Notable ECG Values and Changes from Baseline - Phase 2 Safety Population 
Table 14.3.5.5.1 ECG Shift from Baseline - Phase 1 Safety Population 
Table 14.3.5.5.2 ECG Shift from Baseline - Phase 2 Safety Population 
Table 14.3.5.6.1 ECOG Shift from Baseline to Maximum Score - Phase 1 Safety Population 
Table 14.3.5.6.2 ECOG Shift from Baseline to Maximum Score - Phase 2 Safety Population 

 
Listings 

Listing 16.2.1.1 Patient Disposition All Enrolled 
Listing 16.2.1.2 Eligibility, Inclusion and Exclusion Criteria All Enrolled 
Listing 16.2.2.1 Protocol Deviation Safety Population 
Listing 16.2.3.1 Demographics and Baseline Characteristics Safety Population 
Listing 16.2.3.2 Cancer Status at Screening Safety Population 
Listing 16.2.3.3 Prior Radiation Therapy Safety Population 
Listing 16.2.3.4 Prior Systemic Therapy Safety Population 
Listing 16.2.4.1 Medical History  Safety Population 
Listing 16.2.4.2 INR at Screening Safety Population 
Listing 16.2.5.1 Concomitant Medications Safety Population 
Listing 16.2.5.2 Concomitant Therapies/Procedures Safety Population 
Listing 16.2.5.3 Corticosteroid Administration Safety Population 
Listing 16.2.6.1 Indoximod Administration Safety Population 
Listing 16.2.6.2 Temozolomide Administration Safety Population 
Listing 16.2.6.3 Bevacizumab Administration Safety Population 
Listing 16.2.6.4 SRS/SRT Administration Safety Population 
Listing 16.2.7.1 Imaging Safety Population 
Listing 16.2.8.1 Target, Non-Traget Lesions Safety Population 
Listing 16.2.8.2 RANO Responses Safety Population 
Listing 16.2.9.1 Brain MRI Safety Population 
Listing 16.2.10.1 Post-Study Anti-Cancer Therapy Safety Population 
Listing 16.2.11.1 Adverse Events Safety Population 
Listing 16.2.11.2 Treatment-Emergent Adverse Events Leading to Indoximod/Temozolomide Dose Change Safety P  
Listing 16.2.11.3 Treatment Emergent Adverse Events that are Other IMEs Safety Population 
Listing 16.2.11.4 Serious Adverse Events Safety Population 
Listing 16.2.12.1 Regimen Limiting Toxicity Evaluations for Phase 1 Safety Population 
Listing 16.2.13.1 Death Summary Safety Population 
Listing 16.2.14.1 Laboratory Tests - Hematology  Safety Population 
Listing 16.2.14.2 Laboratory Tests - Chemistry  Safety Population 
Listing 16.2.14.3 Laboratory Tests – TSH, T3, T4 Evaluation Safety Population 
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Listing 16.2.14.4 Laboratory Tests – C Reaction Protein Safety Population 
Listing 16.2.14.5 Endocrine function and Thyroid Evaluation 
Listing 16.2.15.1 Vital Signs Safety Population 
Listing 16.2.16.1 ECOG Score Safety Population 
Listing 16.2.17.1 ECG Results Safety Population 
Listing 16.2.18.1 Physical Examination Safety Population 
Listing 16.2.19.1 Weight amd Height Safety Population 
Listing 16.2.20.1 PK Sample Collection Safety Population 

 
Figures 

  
 

 

 
  



NewLink Genetics Corporation  FINAL Version 1.0 
Study NLG-2102 Statistical Analysis Plan  2019-09-18 
IND#:  
 

CONFIDENTIAL  P a g e  | 37 
 

APPENDIX B ECOG PERFORMANCE STATUS SCALE 

 


