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headquartered: The Public Health Laboratories of the , the 
; the Division of Allergy and Infectious Diseases, 

; the Vaccine and Infectious Disease Division,  
. The costs 

associated with preliminary planning for this study and development of the clinical trial synopsis are 
included in Task 2(b) (pre-IND briefing), as such materials will need to be included in the pre-IND 
briefing package. In response to reviewer comments indicating concerns regarding the risk of 

, a portion of the FDA engagement work stream has been advanced to Task 1. 
In this preliminary FDA work, Lumen will meet with the FDA to discuss the  and 

 with FDA staff under a PDUFA “Type C” meeting. This will further de-risk 
the CMC elements of the IND submission, leaving additional time to respond to any FDA concerns, 
and streamline the standard PDUFA “Type B” pre-IND meeting to be held a few months later, 
allowing it to focus closely on the clinical trial design (see Task 1(a) above). 

Costs associated with full protocol development and establishing the contractual arrangements 
required to initiate the study immediately following FDA clearance of the IND are included in this 
Task 3(a) as such activities will need to be completed prior to IND submission in order to avoid delays 
in trial initiation. All such cost estimates were developed by referencing Lumen’s actual costs incurred 
in similar previous drug development programs. 

Task 3(b): Scale-up preparatory activities 

Working with , Lumen will conduct a detailed review of current process status and 
establish a detailed scope of work for an engineering partner firm including vendor qualification 
process, establishment of site selection criteria, engineering milestones, preliminary engineering and 
permitting schedule and provisional budget. 

Lumen will conduct a vendor selection process with several prospective FEED partners to identify a 
suitable partner. Once a partner has been selected and contracted, the FEED partner will work with 
Lumen engineering staff to finalize site and facility requirements and initiate preliminary engineering 
work, including process equipment specification and costing, detailed infrastructure requirements, 
mass & energy balances, etc. The FEED partner will work under supervision of Lumen staff and 

 to identify appropriate available facilities in  
 and conduct suitability analysis. For a limited subset of suitable facilities, preliminary site 

engineering work will be conducted, including determination of infrastructure improvements 
required, initial interaction with local officials, physical plant layout, and related work. As FEED work 
is completed, Lumen will initiate selection of a construction partner to conduct final facility build-out. 

As initial FEED sizing work is completed, facility drying capacity and light supply requirements will be 
available. Because of the long lead time for acquisition of these specialized pieces of equipment, 
Lumen will initiate purchase and pay initial order deposit on the  (after initial go/no-go in 
September 2020) and (after final go/no-go in January 2021) to ensure the facility can be 
commissioned and enter service in mid-2021.  

At the end of Task 3(b), Lumen and its partners will have selected a preferred site and up to three 
backup sites, have developed a fully vetted process layout, procurement plan, infrastructure, and 
permitting requirements ready for initiation of construction. 

FOIA Legend: Use or disclosure of data contained on this sheet is subject to the restriction on the proposal title page. 
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