
 

Eiger BioPharmaceuticals Provides Update on Clinical Development 
Activities and Business Operations During COVID-19 Pandemic  
- HDV Phase 3 D-LIVR Study Progressing; Impact to Timeline  
- Peginterferon Lambda Investigator-Sponsored Studies in COVID-19 Initiating     

 
PALO ALTO, Calif. April 1, 2020 -- Eiger BioPharmaceuticals, Inc. (Nasdaq:EIGR), 
focused on the development and commercialization of targeted therapies for serious 
rare and ultra-rare diseases, today provided an update on the impact of the rapidly 
progressing global COVID-19 (SARS-CoV-2) pandemic.  Eiger has put into place 
remote operations and new policies to maintain the safety and well-being of our 
employees, while working to maintain business continuity as this unprecedented global 
situation continues to evolve.  The company has taken appropriate steps to ensure the 
safety of patients and the integrity of the HDV Phase 3 D-LIVR trial.  We have also 
begun supporting multiple Investigator-Sponsored Studies of Peginterferon Lambda in 
COVID-19. 

HDV Phase 3 D-LIVR Study 

Eiger continues to prioritize the safety and well-being of Phase 3 D-LIVR study patients, 
while considering regulatory, institutional, and government guidance and policies.  The 
company is working closely with clinical sites across twenty countries to enable remote 
patient study visits, use of local labs for safety monitoring, and home delivery of study 
drug to ensure study continuity and integrity.  The company now anticipates that the 
COVID-19 pandemic will shift the completion of D-LIVR study enrollment into 2021.    

“The COVID-19 pandemic represents a significant, ongoing public health threat and has 
created an unprecedented burden on healthcare systems across the globe.  In order to 
ensure the safety of D-LIVR study participants, and also in accordance with the recently 
issued guidance documents from the FDA and EMA, we continue to assess and make 
appropriate adjustments to the D-LIVR study,” said David Cory, President and CEO of 
Eiger.  “While recruitment and dosing are on-going at active sites in D-LIVR, we are 
making adjustments including extending screening windows and delaying remaining key 
site activations to allow healthcare practitioners and sites to focus on patient care during 
the COVID-19 pandemic.”  

Eiger has adequate clinical drug product supply for the D-LIVR study and does not 
anticipate any interruption in availability of study drug to patients.  

Peginterferon Lambda in COVID-19 

Eiger is supplying Peginterferon Lambda (Lambda) and is assisting in the protocol 
design of multiple Investigator-Sponsored Studies that are being initiated to evaluate the 
safety and efficacy of Lambda in patients diagnosed with COVID-19.  These studies will 



 

assess a 180 mcg, once-weekly, subcutaneous dose of Lambda, and will enroll at 
academic centers across the U.S., as well as international sites.    

Lambda interferon plays a key role in the targeted innate immune response against viral 
pathogens that infect the respiratory tract, gastrointestinal tract and liver.  Upon infection 
of airway epithelial cells, type III IFNs, like lambda interferon, are produced first and act 
as the initial line of defense to limit virus spread at the epithelial barrier without 
triggering inflammation.  Preclinical studies have shown potent antiviral effects of 
lambda interferon against influenza, SARS coronavirus, rotavirus, norovirus, and 
reovirus.   

“Interferons have demonstrated antiviral activity against SARS coronavirus (SARS-CoV) 
in a previous human clinical study,” said Colin Hislop, MD, Senior Vice President of 
Clinical and Development Operations.  “The genetic similarities between SARS-CoV 
and SARS-CoV-2 support peginterferon lambda’s potential to provide clinical benefit for 
patients infected with COVID-19.” 
 
About Peginterferon Lambda (Lambda) 
Lambda is a well-characterized, late-stage, first-in-class, type III interferon (IFN) that 
stimulates immune responses that are critical for the development of host protection 
during viral infections.  Lambda targets type III IFN receptors which are distinct from the 
type I IFN receptors targeted by IFN alfa, resulting in activation of the same Jak-STAT 
signal transduction cascade.  Lambda type III receptors are highly expressed on 
epithelia of the lung, gastrointestinal tract and liver with limited expression on 
hematopoietic and central nervous system cells, which may reduce off-target effects 
and improve tolerability of Lambda. 

Eiger licensed worldwide rights to Lambda from Bristol-Myers Squibb.  Eiger is 
developing Lambda as a monotherapy and in combination with lonafarnib boosted with 
ritonavir.  Lambda has been administered to over 3,000 subjects in 19 clinical trials of 
HBV, HCV and HDV.  Lambda is an investigational agent and not yet approved for any 
indication.  Eiger has received Orphan Designation by the U.S. Food and Drug 
Administration (FDA) and European Medicines Agency (EMA), and Fast Track and 
Breakthrough Therapy Designation by FDA for Lambda in HDV. 
 

About Eiger 
Eiger is a late-stage biopharmaceutical company focused on the development and 
commercialization of first-in-class, well-characterized drugs for serious rare and ultra-
rare diseases for patients with high unmet medical needs, for which no approved 
therapies exist.   

Eiger has completed an NDA and MAA submission for lonafarnib for the treatment of 
Hutchinson-Gilford Progeria Syndrome (HGPS or Progeria) and Progeroid 



 

Laminopathies.  Eiger has also established a global Managed Access Program, 
expected to span greater than 40 countries, to ensure all children and young adults with 
Progeria and Progeroid Laminopathies have access to treatment.   

The company’s lead program is in Phase 3, developing lonafarnib, a first-in-class oral 
prenylation inhibitor for the treatment of Hepatitis Delta Virus (HDV) infection.  The 
company is also advancing peginterferon lambda, a first-in-class interferon, toward 
registration for the treatment of HDV.  For additional information about Eiger and its 
clinical programs, please visit www.eigerbio.com. 
 
Note Regarding Forward-Looking Statements 
This press release contains “forward-looking” statements that involve substantial risks 
and uncertainties.  All statements other than statements of historical facts, including 
statements regarding our future financial condition, timing for and outcomes of clinical 
results, business strategy and plans and objectives for future operations, are forward-
looking statements.  These forward-looking statements include terminology such as 
“believe,” “will,” “may,” “estimate,” “continue,” “anticipate,” “contemplate,” “intend,” 
“target,” “project,” “should,” “plan,” “expect,” “predict,” “could,” “potentially” or the 
negative of these terms.  Forward-looking statements are our current statements 
regarding our intentions, beliefs, projections, outlook, analyses or current expectations 
concerning, among other things, our anticipating significant milestones in 2020, the 
timing of our ongoing and planned clinical development, including the potential for 
approval of our lonafarnib product candidate in the US and EU for Progeria and 
Progeroid Laminopathies; our progression and enrollment of our Phase 3 D-LIVR study 
in HDV; our ability to complete enrollment of D-LIVR in 2021; our ability to maintain 
supply of our clinical trial materials; our announcement of data from the trial of 
peginterferon lambda and lonafarnib boosted with ritonavir for HDV (LIFT); our plans to 
advance peginterferon lambda in HDV in the US and EU; our plans to initiate clinical 
studies of peginterferon lambda in coronavirus; our plans for continued advancement of 
avexitide in registration trials; our ability to transition into a commercial stage 
biopharmaceutical company; our ability to finance the continued advancement of our 
development pipeline products; that the company's expectations regarding the effects of 
COVID-19 on the Company’s trials and development may be incorrect, and the potential 
for success of any of our product candidates. 

These statements concern product candidates that have not yet been approved for 
marketing by the U.S. Food and Drug Administration (FDA).  No representation is made 
as to their safety or effectiveness for the purposes for which they are being investigated. 

Various important factors could cause actual results or events to differ materially from 
the forward-looking statements that Eiger makes, including the risks described in the 
“Risk Factors” sections in the Annual Report on Form 10-K for the year ended 
December 31, 2019 and Eiger’s subsequent filings with the SEC.  Eiger does not 

http://www.eigerbio.com/


 

assume any obligation to update any forward-looking statements, except as required by 
law. 
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