
Digit a l 
Th e ra p e u t ics :
Ta xo n o m y, Re gu la t o ry 
St a t u s , Ob s e rva t io n s

Pa u l L. J e ffre y, Ph a rm D
Ph a rm a cy Co n s u lt a n t

Vin fe n ’s In n o va t ive  
Te ch n o lo gy in  Be h a vio ra l 
He a lt h  Co n fe re n ce
Ma y 2 0 , 2 0 2 2



Ob je ct ive s  De s crib e  t h e  t a xo n o m y fo r  d igit a l 
t h e ra p e u t ics

 Re vie w  cu rre n t  re gu la t o ry s t a t u s

 Pro vid e  p a ye r in s igh t

Dis clo s u re s  I h a ve  n o t h in g t o  d is clo s e



Digit a l 
He a lt h

Digit a l 
Me d icin e

Digit a l 
Th e ra p e u t ics

Pre s crip t io n  
Digit a l 

Th e ra p e u t ics



Product Maker Therapeutic Area
BlueStar® Welldoc Diabetes
d-Nav® Hygieia Diabetes
Dario® DarioHealth Diabetes
Daylight® Big Health Anxiety
EndeavorRx Akili ADHD
Freespira® Freespira PTSD, Panic
Insulia® Voluntis Diabetes
Kaia Health® Kaia Health Pain
Kaiku Health® Kaiku Health Oncology
leva® Renovia Urology
Nerivio® Theranica Migraine
Propeller® Propeller Health Pulmonary
reSET® Pear SUD
reSET-O® Pear OUD
Sleepio® Big Health Insomnia
Somryst® Pear Insomnia
SparkRx® Limbix Depression
vorvida® Orexo Alcohol Use
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https://www.healthxl.com/blog/healthxl-exit-outcomes-pdt-report


Regulated by the FDA as Software as a Medical Device (SaMD)

21st Century Cures Act of 2016 
 Allowed approvals through 510(k) pathway (substantially equivalent to an existing device)

 Clarified alternate pathways – De Novo and New Drug Applications (eg 505[b][2] 
combination products)

 Breakthrough Devices Program - prioritized digital therapeutics product reviews

FDA Digital Health Innovation Action Plan 
 https://www.fda.gov/medical-devices/digital-health-center-excellence

 Software Precertification Pilot Program

Access to Prescription Digital Therapeutics Act of 2022 (S. 3791/H.R. 7051)
 Proposed national coverage for Medicare

Re gu la t o ry St a t u s
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