


 

 

  

 

    

 

P.O. Box 818 
1245 Blowing Rock Blvd 

Lenoir, NC 28645 

Study Completion: 12/2027 
Final Report Submission: 12/2028 

In accordance with 21 C.F.R § 314.96(d), we certify that the proposed changes described in this amendment 

are not any of the following: 

(i) 

(ii) 

(iii 

(iv 

(b) (4)

The submission has been formatted in accordance with the ICH Common Technical Document and FDA’s 

guidance on electronic submissions. Exela certifies that this submission is virus free as tested by 

CrowdStrike Windows Sensor Version 7.21.19205.0. We trust you will find the information in this 

application satisfactory for your review and approval.  If there are any questions concerning this application, 

please do not hesitate to contact me. 

Sincerely, 

Edwards 
Digitally signed by Taylor

Taylor Edwards 
Date: 2025.10.21 15:00:47 -04'00' 

Mrs. Taylor Edwards 
Regulatory Affairs Supervisor 
Phone: (828) 341-6157 
Fax: (828) 757-7888 
Email: tedwards@exela.us 
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