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To all Astrocyte Pharmaceuticals Shareholders, 

Advancing a therapeutic program into human clinical studies is a substantial 

milestone for a biotech company as it reflects that the many multi-disciplinary 

components of drug development such as preclinical pharmacology, efficacy, 

safety, pharmacokinetics, manufacturing, etc. have been addressed to the 

satisfaction of regulatory authorities.  It is a significant de-risking event for the 

company, its shareholders, and future investors or acquirers.  Astrocyte expects to 

achieve this milestone and start our first in human (FIH) studies in the next few 

weeks!  

In early May, Hungary’s Regulatory Authority - the National Institute of Pharmacy 

and Nutrition (OGYÉI) - and the country’s Central Ethics Committee (CEC) 

both approved Astrocyte’s updated Phase 1 Clinical Trial 

Application.  Subsequently, the DoD’s Human Research Protections Office (HRPO) 

has also approved Astrocyte’s clinical plan (which was also required as they are 

providing some funding for the Phase 1 studies).  With these required approvals, 

we are now moving forward with the study!  

The original Phase I clinical plan was intended to combine both a Single Ascending 

Dose (SAD) and a Multiple Ascending Dose (MAD) component. Because of a 

difference in regulations between Hungary and the U.S., OGYÉI did not approve 

our first combined application containing the MAD study part. Because we currently 

expect that our Phase II study in stroke will be a single dose of AST-004, only a 

successful Phase I SAD study would be needed ahead of the Phase II stroke study. 

We are proceeding with the important SAD study, and we can reapply for 

conducting the MAD study part once we have demonstrated AST-004’s safety and 

pharmacokinetics in the SAD study. While delaying the MAD study could affect the 

timing of a Phase II that requires multiple doses of AST-004 (e.g., a possible 

subsequent TBI or concussion study), as noted earlier, unless the design of our 

Phase II study in stroke changes, it is unlikely to affect the timing of that proof-of-

concept study or affect the timing of our next round of financing. 

Currently, we are in our final stages of preparation ahead of the Phase 1 

studies.  We are applying the official approved labels to the vials of AST-004 and 

shipping them to the clinical study site in Budapest, Hungary.  The clinical site is 

beginning the process to identify and contact volunteers for the study, and we are 



in the final stages of preparing the various study report forms, electronic databases, 

study manuals, etc.  The first cohort of volunteers in this SAD study is expected to 

receive AST-004 on June 14th.  After completing a cohort and having the Safety 

Review Committee  

 

confirm AST-004 was safe and well tolerated, we then progress to the next cohort 

of subjects at a higher dose level.  We are planning for 4-5 cohorts in Part 1 and 

one additional cohort in Part 2 who will have CSF samples collected.  Overall, we 

expect 44-52 volunteers to participate in the study that will be ongoing through 

September.  

While Astrocyte’s priority has been initiating the Phase 1 study, we continue to 

make progress with our science.   Dr. Lechleiter was invited to give an oral 

presentation at the American Society for Neurochemistry (ASN) conference in April 

2022 entitled “Adenosine A1R/A3R Agonist AST-004 Reduces Lesion Growth Rate 

and Volume after MCAO in Non-Human Primates.”  Dr. Liston has also been 

selected to give an oral presentation at the largest DOD conference of the year, the 

Military Health System Research Symposium (MHSRS) in September 2022; the 

presentation is titled “Acutely Administered Interventions for Battlefield Traumatic 

Brain Injury - Advancing the Cerebroprotectant AST-004 to Human Traumatic Brain 

Injury Clinical Trials.”   Additionally, Drs Poe and Liston published a new manuscript 

in ACS Med Chem Letters with our collaborator Dr. Ken Jacobson at the NIH 

NIDDK entitled “Selective A3 Adenosine Receptor Antagonist Radioligand for 

Human and Rodent Species” describing a novel radioligand that will be important 

for Astrocyte and the adenosine research community to further study the A3R 

mechanism in vitro and in vivo.  

We also continue to expand our Intellectual Property portfolio.  Our 6th U.S. patent 

(US 11,324,769) was issued in May that broadens the claims and protection around 

the two primary polymorph compositions of AST-004.  Our first international patents 

https://app.box.com/file/959046627897
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https://app.box.com/file/959046226711


have also been issued, with both China and Mexico allowing broad patent 

protections to Astrocyte Pharmaceuticals for the use of both AST-004 and AST-

008.  

As we look to the future, Astrocyte has sufficient capital to complete the Phase 1 

studies with funds into Q2 2023.  We are currently exploring options both for a Pre-

B Bridge round and for outlicensing AST-004’s China commercialization rights.  We 

are also preparing for a Series B financing campaign that would fund a Phase 2 

clinical study in acute stroke. 

On Thursday, August 11th at 10:00 am EDT, we will host our Annual Shareholder 

Science Update meeting, available both in person in Kendall Square, Cambridge, 

MA as well as via Zoom.  We look forward to providing you all with an update at 

that time on the progress of the Phase 1 study, new science, and the financing 

outlook.  Please put a hold in your calendars. 

Lastly, the standard confidential quarterly financial statements for Q1 2022 are 

available upon request.  As always, please feel free to contact me with any 

questions. 

Sincerely, 
 
William S. Korinek 
CEO, Astrocyte Pharmaceuticals Inc. 
  
 
  

  

 


