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Dear Sir or Madaam,

 
On behalf of Processa Pharmaceuticals, Inc. (“the Company” or “Processa”), we are responding to the comments of the staff of the Division of Corporate Finance of

the United States Securities and Exchange Commission set forth in your letter to Dr. David Young, Processa’s Chief Executive Officer, dated October 24, 2018. Your
comments are reproduced below in bold, followed in each case by our response on behalf of the Company.

 
Amendment No. 2 to Form S-1
 
Description of Business, page 37
 
1. We NOTE YOUR REVISED DISCLOSURES IN RESPONSE TO PRIOR COMMENT 3. HOWEVER, PLEASE FURTHER CLARIFY YOUR DISCLOSURE TO EXPLAIN HOW YOU IDENTIFIED RIF IN HEAD

and neck cancer patients as an indication to treat with PCS-499 by expanding the ninth paragraph on page 37.
 

Response
 
The Company has expanded Description of Business to further clarify how the Company identified RIF in head and neck cancer patients as an indication to treat with
PCS-499.
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2. We NOTE YOUR REVISED DISCLOSURE IN RESPONSE TO PRIOR COMMENT 4 REGARDING THE PRIOR TRIALS. YOUR REVISED DISCLOSURE DESCRIBES FIVE PRIOR TRIALS, BUT YOU STATE IN

the ninth paragraph on page 37 that there were six clinical trials, including two studies in patients with chronic kidney disease. Please reconcile your disclosures
OR REVISE TO ADD SIMILAR DISCLOSURE REGARDING THIS PRIOR TRIAL. ADDITIONALLY, WE REFER TO YOUR STATEMENT REGARDING THE MOST COMMON ADVERSE EVENTS ASSOCIATED

with PCS-499 in the 11th paragraph on page 37. Please REVISE TO DISCLOSE ALL SERIOUS ADVERSE EVENTS, EVEN IF THEY WERE LATER DETERMINED NOT TO BE RELATED TO PCS-
499.
 
Response
 
The Company has revised Description of Business to discuss clearly all prior trials and their results. Furthermore, the Company has expanded disclosure regarding all
serious adverse events which were associated with the Phase 2 studies.

 
3. PLEASE REVISE THE SECOND SENTENCE IN THE 11TH PARAGRAPH ON PAGE 37 TO CLARIFY THE NUMBER OF PATIENTS INVOLVED IN THE PHASE 2 TRIAL. PLEASE ALSO DESCRIBE THE

primary and secondary endpoints in terms of their objective data points, and whether the endpoints were met.
 
Response
 
The Company has revised Description of Business to clarify the number of patients included and has expanded the description of the primary and secondary endpoints in
terms of their objective data points and whether the endpoints were met.
 
If you should have any additional questions, please contact me at (904) 633-8913.
 

 Sincerely,
  
 /s/ Michael B. Kirwan
 Michael B. Kirwan
 
MBK:arm
 
cc: Dr. David Young, Chief Executive Officer

John J. Wolfel, Esq.
Neda A. Sharifi, Ph.D., Esq.

 
   



 
 
 
 
 
 


