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Forward-Looking Disclaimer 

This presentation contains forward-looking statements of NewLink Genetics that involve substantial 
risks and uncertainties. All statements, other than statements of historical facts, contained in this 
presentation are forward-looking statements, within the meaning of The Private Securities Litigation 
Reform Act of 1995. The words ñanticipate,ò ñbelieve,ò ñestimate,ò ñexpect,ò ñintend,ò ñmay,ò ñplan,ò 
ñtarget,ò ñpotential,ò ñwill,ò ñcould,ò ñshould,ò ñseekò or the negative of these terms or other similar 
expressions are intended to identify forward-looking statements, although not all forward-looking 
statements contain these identifying words. These forward-looking statements include, among 
others, statements about NewLink Geneticsô financial guidance for 2016; enrollment in or results of 
its clinical trials for product candidates; its timing of release of data from ongoing clinical studies; its 
plans related to moving additional indications into clinical development and regulatory matters; 
NewLink Geneticsô future financial performance, results of operations, cash position and sufficiency 
of capital resources to fund its operating requirements; and any other statements other than 
statements of historical fact. Actual results or events could differ materially from the plans, 
intentions and expectations disclosed in the forward-looking statements that NewLink Genetics 
makes due to a number of important factors, including those risks discussed in ñRisk Factorsò and 
elsewhere in NewLink Geneticsô Annual Report on Form 10-K for the year ended December 31, 
2015 and other reports filed with the U.S. Securities and Exchange Commission (SEC). The 
forward-looking statements in this presentation represent NewLink' Geneticsô views as of the date 
of this presentation. NewLink Genetics anticipates that subsequent events and developments will 
cause its views to change. However, while it may elect to update these forward-looking statements 
at some point in the future, it specifically disclaims any obligation to do so. You should, therefore, 
not rely on these forward-looking statements as representing NewLink Geneticsô views as of any 
date subsequent to the date of this presentation. 
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Oncology Focused Pipeline 

ÁTwo IDO pathway inhibitors in clinical development (indoximod and GDC-0919) 

ÁResearch collaboration with Genentech for TDO and IDO inhibitors 

ÁSmall molecule programs focused on additional immuno-oncology targets 

Strong Scientific and Business Leadership 

ÁExecuting on vision to bring immunotherapies to patients 

ÁStrategic collaborations with Genentech/Roche and Merck 

ÁStrong cash position 

Substantial Near-term News Flow 

ÁMultiple opportunities to validate IDO pathway inhibitor programs 

ÁClinical updates on the indoximod program 

ÁClinical advances from partnership with Genentech/Roche for GDC-0919 
 

NewLink Genetics 

Building a Leading Immuno-Oncology Company 



IDO (Indoleamine 2,3-Dioxygenase) Pathway 
A Key Immune Checkpoint 
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Indoleamine 2,3-Dioxygenase (IDO) Pathway 
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ÁRegulates innate and 

adaptive immune 

response 

ÁDominant regulatory role 

ÁOverexpressed in many 

different cancers 

ÁInterrelated to numerous 

other checkpoints 

 

 

A Key Immune Checkpoint 

 

IDO overexpression is central to immune escape 



Indoximod 

ÁInterferes with the effects of IDO-mediated 

tryptophan degradation in effector T cells and Tregs 

 

GDC-0919 

ÁDirectly inhibits IDO enzymatic activity 

 

IDO Pathway Inhibitors 

ÁTregs are transformed into helper-like T cells 

ÁSuppressive dendritic cells are transformed into 

immuno-stimulatory dendritic cells 
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IDO pathway inhibitors reprogram immune cells, allowing 

effector T cells to activate and proliferate. 

NewLink Geneticsô IDO Pathway Inhibitors 
 Two Distinct Small Molecules in Clinical Development 

 



NewLink Geneticsô IDO Pathway Inhibitors 
 

7 

AGENT INDICATION DESIGN STATUS 

 

Indoximod 

Breast cancer 

(metastatic) 

Indoximod + taxane;  

randomized  

Pancreatic cancer 

(metastatic) 

Indoximod + gemcitabine  

and nab-paclitaxel 

Glioblastoma 

multiforme 

Indoximod + 

temozolomide 

Melanoma 

(advanced) 

Indoximod + ipilimumab 

and PD-1 inhibitors 

Advanced NSCLC  
Tergenpumatucel-L + 

indoximod and docetaxel  

GDC-0919 

Solid tumors GDC-0919 

Solid tumors 
GDC-0919 + 

atezolizumab 

Clinical Development Programs 

      Phase 2 Fully Enrolled 

      Phase 2 Currently Enrolling  

      Phase 2 Currently Enrolling  

      Phase 2 Currently Enrolling  

      Phase 1 Currently Enrolling  

      Phase 1 Currently Enrolling  

      Phase 1 Currently Enrolling 
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Indoximod 
Clinical Development Program Highlights 



Indoximod  
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Clinical Development in Breast Cancer 

Primary Endpoint ÁProgression free survival 

Key Secondary 

Clinical End-Points 

ÁOverall survival 

ÁObjective response rates 

Trial Design 
ÁPhase 2 randomized, double blind 

ÁIn combination with taxane chemotherapy 

Trial Size Á154 patients 

Status 
ÁFully enrolled, awaiting data readout  

ÁPreliminary safety data presented at SABC 2015 

NLG2101 ï 1st line Metastatic Breast Cancer 

Largest randomized indoximod trial to date 



Indoximod Clinical Development  
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Phase 2 Trial for Metastatic Pancreatic Cancer  

Primary Endpoint ÁOverall survival 

Key Secondary 

Clinical End-Points   

ÁObjective response rate  

ÁProgression free survival 

Trial Design 

ÁPhase 2 single arm study 

ÁIndoximod in combination with gemcitabine and               

nab-paclitaxel 

Target Enrollment 
Á80 patients in Phase 2  

ÁUp to 40 patients in serial biopsy extension 

Status 
ÁEnrolling Phase 2 

ÁPhase 2 interim data presented at ASCO 2016 

NLG2104 ï 1st line Metastatic Pancreatic Cancer 

Initial study of combination of indoximod with standard  

of care in metastatic pancreatic cancer 



Indoximod - Metastatic Pancreatic Cancer 

Á A total of 45 patients (Phase 1 and 2) 

enrolled in the trial long enough to 

potentially have cycle 4 imaging available 

by ASCO 16 

Á Response data available on 31 patients 

at time of data cut off via site reports 

Á At the time of this analysis, objective 

response rate (CR + PR) was 45% 

(14/31) and multiple durable responses 

Ó6 months were observed 

Á A delayed response pattern was 

observed in multiple patients 

Á Two patient achieved a complete 

response (CR; 6%), both at Cycle 8 
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Pattern of delayed and durable responses 

Phase 2 Interim Data Presented at ASCO 2016 

Bahary, et al. Abstract 3020, ASCO Annual Meeting, 2016. 

PR response threshold 



Indoximod Clinical Development 

12 

Phase 2 Trial for Advanced Melanoma 

Primary Endpoint ÁBest Overall Response Rate 

Key Secondary 

Clinical End-Points 

ÁProgression Free Survival 

ÁOverall Survival 

ÁCorrelative scientific studies 

ÁSafety 

Trial Design 
ÁPhase 2 single arm study 

ÁIndoximod combination with checkpoint inhibitors 

Target Enrollment Á96 patients in Phase 2 

Status 
ÁEnrolling Phase 2 

ÁPhase 2 interim data presented at ASCO 2016 

NLG2103 ï Advanced Melanoma 

Study underway with combination of indoximod  

plus PD-1 and CTLA-4 inhibitors in melanoma 



Indoximod ï Advanced Melanoma 
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Phase 2 Interim Data Presented at ASCO 2016 

 

 Initial data shows increase in response rate over PD-1 alone 

Á40 patients enrolled between 

Phase 1 and 2 at data cut off for 

ASCO 2016 

Á22 patients received 

pembrolizumab as initial 

checkpoint in combination with 

indoximod 

ÁResponse data by site PI report 

available on 15 subjects 

ÁObjective response rate 53% 

(8/15) with 2 CRôs  

Zakharia, et al. Abstract 3075, ASCO Annual Meeting, 2016. 


