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January 19, 2022 
 
Solohealth, Inc. 
℅ Jeff Rongero 
Third Party Official 
Underwriters Laboratories, Inc. 
12 Laboratory Dr. 
Research Triangle, North Carolina 27709 
 
 
Re:  K113402 

Trade/Device Name: Solohealth Station 
Regulation Number:  21 CFR 870.1130 
Regulation Name:  Noninvasive blood pressure measurement system 
Regulatory Class:  Class II 
Product Code:  DXN, HOX 

 
Dear Jeff Rongero: 
 
The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change 
related to your previous substantial equivalence (SE) determination letter dated May 30, 2012. Specifically, 
FDA is updating this letter to reflect the correct product code. 
 
Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact 
Jennifer Shih Kozen, OHT2: Office of Cardiovascular Devices, 301-796-5813, Jennifer.Shih@fda.hhs.gov. 
 

Sincerely, 
 
 
 
Jennifer Shih Kozen 
Assistant Director 
Division of Cardiac Electrophysiology,             
       Diagnostics and Monitoring Devices 
Office of Cardiovascular Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 

 
 

Jennifer W. Shih -S
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