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1. INTRODUCTION:

 
 
 
 
 
 
   
 
 
 
 
 
 
 
 
 
 
 

2. KEYWORDS:

 
 

3. ACCOMPLISHMENTS:
What were the major goals of the project?

What was accomplished under these goals? 

 
 
 
 

Goal 1: Optimize fermentation and scale-up of manufacturing processes for CPZEN-45, including 
spray dried CPZEN-45.  

Goal 2: Define and characterize in vitro and in vivo efficacy of CPZEN-45 against NTM recently 
isolated from VA patients with COPD using our well characterized COPD mouse models and to 
evaluate CPZEN-45 inhaled therapy using a chronic NTM model in guinea pigs.  

IDRI entered receivership at the end of 2019 which led to no work being completed during the 
period of this report. The initial process of transferring both the Principal Investigator, Dr. Gail 
Cassell, and this project to another institution began in November 2019. Formal relinquishment of 
the award began in December 2020. No work has taken place on this project since then. 

Non-tuberculous mycobacteria (NTM) are environmental bacteria found commonly in soil, water, 
and biofilms.   Chronic lung disease is the most frequent disorder caused by NTM; moreover, 
NTM lung infections not uncommonly complicate individuals with chronic obstructive pulmonary 
disease (COPD, aka emphysema).  The incidence and prevalence of NTM lung disease (NTM-LD) 
in the U.S. is increasing yearly and now surpasses that of tuberculosis (TB). Veterans are three 
times more likely to develop COPD and NTM infection than the general population.  NTM-LD is 
often treated for at least 18-24 months with at least three and sometimes a four or more-drug 
regimen. Despite this intense regimen – reflecting the high resistance of NTM to available 
antibiotics – the long-term cure rate is at best ~50% as the relapse rate is high. Thus, new 
antibiotics are urgently needed. Members of our research team have discovered a new chemical 
entity, CPZEN-45, which has been shown to have a novel mechanism of action. It is considered 
highly promising because it has been shown:  (i) to directly kill many pathogenic species of NTM 
(both drug sensitive and drug resistant), (ii) to have efficacy in laboratory animals experimentally 
infected with NTM, (iii) to possess an acceptable toxicity profile, and (iv) to be able to be delivered 
directly to the lungs as a dry-powder.  Before CPZEN-45 can be studied in patients with NTM-LD, 
we must do further pre-clinical work by making sure we can produce sufficient quantities of high 
quality CPZEN-45 as well as supply large amounts of the compound to do further testing in 
animals to further ensure efficacy and safety.   

Chronic Obstructive Pulmonary Disease, Veterans, CPZEN-45, Non-tuberculosis mycobacteria 
(NTM), animal infection models, NTM New Therapy, M. avium, M. abscessus.   
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What opportunities for training and professional development has the project provided?   

 
 

How were the results disseminated to communities of interest?   

 

What do you plan to do during the next reporting period to accomplish the goals?  

 
 
 

4. IMPACT:
What was the impact on the development of the principal discipline(s) of the project?

 

What was the impact on other disciplines?   

 

What was the impact on technology transfer?  
 
 

What was the impact on society beyond science and technology? 

 

5. CHANGES/PROBLEMS:  Changes in approach and reasons for change

 
 

Actual or anticipated problems or delays and actions or plans to resolve them 

 
 
Changes that had a significant impact on expenditures 
 

 

Nothing to report 

None. 

This award is in the process of being relinquished by IDRI so that it can be officially transferred to 
Dr. Gail Cassell’s new institution, PAI Life Sciences. Once transferred, the work originally outlined 
for years 2-3 will begin immediately. 

Nothing to report 

Nothing to report 

Nothing to report 

Nothing to report. 

The project is in the process of being relinquished by IDRI so that it can be transferred to PAI Life 
Sciences. 

Problem: As IDRI entered receivership in 2019 and Dr. Gail Cassell left IDRI as a result of 
restructuring, the award is currently in the process of being relinquished by IDRI so that it can be 
officially transferred to PAI Life Sciences. The nature of receivership has delayed this process 
longer than was anticipated. 

Actions to resolve: IDRI is finalizing the steps necessary to relinquish the award in accordance with 
Washington State receivership court procedures and the guidance provided by the Contract Officer 
and Scientific Officer associated with this award. 
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Significant changes in use or care of human subjects, vertebrate animals, biohazards, and/or 
select agents 

 

Significant changes in use or care of human subjects 

 

Significant changes in use or care of vertebrate animals 

 

Significant changes in use of biohazards and/or select agents 

 

6. PRODUCTS:
• Publications, conference papers, and presentations

Journal publications.

Books or other non-periodical, one-time publications.  

Other publications, conference papers and presentations.  

• Website(s) or other Internet site(s)

• Technologies or techniques

• Inventions, patent applications, and/or licenses

• Other Products

Nothing to report. 

Nothing to report. 

Nothing to report. 

Nothing to report. 

Nothing to report. 

Nothing to report. 

Nothing to report. 

Nothing to report. 

Nothing to report. 

Nothing to report. 

Nothing to report. 
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7. PARTICIPANTS & OTHER COLLABORATING ORGANIZATIONS

What individuals have worked on the project?
 
 
 
 
 
 
 

Has there been a change in the active other support of the PD/PI(s) or senior/key personnel 
since the last reporting period?  

 

What other organizations were involved as partners?   

 
 
 

Name:   Dr. Gail Cassell 
Project Role:   PD/PI 
Researcher Identifier:  N/A 
Nearest person month worked: 1.05 Calendar Months 
Contribution to Project:  Dr. Cassell coordinates all work with participating 
organizations, participates in experimental design, and reviews the results. 

None. 

The subawards that were active for this year of the project include RTI International, Colorado State 
University, and Denver Research Institute. Each of these subawards were terminated in December 
2019 as part of the relinquishment process. 
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