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Introduction 

Prescription digital therapeutics (PDTs) are software applications that are prescribed by a 
licensed healthcare practitioner who is legally authorized to prescribe medications and devices 
in the states in which they practice. They are used on a mobile device such as a mobile phone, 
tablet, smartwatch, or laptop computer. The goal of prescription digital therapeutics is to 
evaluate, diagnose, manage symptoms, or treat an illness, injury, or disease.  Other types of 
software applications are used for general wellness and do not require a prescription by a health 
care practitioner. These are not reviewed in this policy. This policy describes when prescription 
digital therapeutics may be considered medically necessary. 

 

Note:   The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The 
rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for 
providers. A provider can be a person, such as a doctor, nurse, psychologist, or dentist. A provider also can 
be a place where medical care is given, like a hospital, clinic, or lab. This policy informs them about when a 
service may be covered. 
 

Policy Coverage Criteria  
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Service Medical Necessity 
Prescription digital 
therapeutics  

Prescription digital therapeutics are considered medically 
necessary when ALL of the following criteria in A and B have 
been met: 
A. Criteria to evaluate the prescription digital therapeutic: 

o The prescription digital therapeutic has been approved by 
the Food and Drug Administration (FDA); and 

o There is credible scientific evidence* which permits 
reasonable conclusions regarding the impact of the 
prescription digital therapeutic on health outcomes; and 

o The prescription digital therapeutic has been proven to 
improve the net health outcome or is considered as 
beneficial as another established alternative. (See Related 
Policies) 

AND 
B. Criteria to evaluate the appropriateness of the 

prescription digital therapeutic for the individual: 
o The prescription digital therapeutic requires a prescription 

by a licensed healthcare practitioner; and 

o There is documentation supporting that the prescription 
digital therapeutic was ordered for a covered purpose such 
as preventing, evaluating, diagnosing, or treating an illness, 
injury or disease or its symptoms and in accordance with 
generally accepted standards of medical practice**; and 

o The requested prescription digital therapeutic is not 
primarily for the convenience of the individual, physician, or 
health care provider 

*Note:  Credible scientific evidence means well-designed, well conducted 
investigations published in peer-reviewed journals that demonstrate the 
technology can measure or alter physiological or psychological changes 
related to a disease, injury, illness, or condition and that these changes 
positively affect health outcomes for an extended period of time. 

**Note: Generally accepted standards of medical practice mean standards that are 
based on reliable scientific evidence published in peer reviewed medical 
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Service Medical Necessity 
literature generally recognized by the relevant medical community, 
physician specialty society recommendations, and the views of physicians 
practicing in relevant clinical areas and any other relevant factors. 

 

Service Investigational 
Prescription digital 
therapeutics  

Prescription digital therapeutics are considered investigational 
when ALL of the above criteria are not met.  
 
FDA approved prescription digital therapeutics that are 
considered investigational include, but are not limited to, the 
following: (this list may  not be all inclusive) 
• BlueStar®Rx System  
• Canvas Dx™ autism diagnosis aid (See Related Policies) 
• CureSight  
• d-Nav® Insulin Management Program 
• EndeavorRx™ (See Related Policies) 
• Halo™AF Detection System 
• Insulia® Diabetes Management Companion 
• leva® Pelvic Digital Health System 
• Mahana™ for Irritable Bowel Syndrome 
• MindMotion™ GO  
• My Dose Coach™ 
• NightWare™ 
• RelieVRx 
• ReSet™ (See Related Policies) 
• ReSet-O™ (See Related Policies) 
• Somryst® 

 

Coding  

 

 

Code Description 
CPT 
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Code Description 
0704T Remote treatment of amblyopia using an eye tracking device; device supply with initial 

set-up and patient education on use of equipment 

0705T Remote treatment of amblyopia using an eye tracking device; surveillance center 
technical support including data transmission with analysis, with a minimum of 18 
training hours, each 30 days 

0706T Remote treatment of amblyopia using an eye tracking device; interpretation and 
report by physician or other qualified health care professional, per calendar month 

0740T Remote autonomous algorithm-based recommendation system for insulin dose 
calculation and titration; initial set-up and patient education (e.g. d-Nav Insulin 
Management Program) (New code effective 1/1/2023)  

0741T Remote autonomous algorithm-based recommendation system for insulin dose 
calculation and titration; provision of software, data collection, transmission, and 
storage, each 30 days (New code effective 1/1/2023) (d-Nav Insulin Management 
Program)  

99199 Unlisted special service, procedure or report 

HCPCS 
A9291 Prescription digital cognitive and/or behavioral therapy, FDA cleared, per course of 

treatment  

A9999 Miscellaneous DME supply or accessory, not otherwise specified 

E1399 Durable medical equipment, miscellaneous 

E1905 Virtual reality cognitive behavioral therapy device (CBT), including pre-programmed 
therapy software (e.g. RelieVRx) (new code effective 4/1/23) 

T1505 Electronic medication compliance management device, includes all components and 
accessories, not otherwise classified 

Note:  CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS 
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS). 

 

Related Information  

 

Definition of Terms 

Digital therapeutics (DTx): Deliver therapeutic, evidenced-based interventions driven by 
software to treat, manage, and prevent a broad spectrum of behavioral, mental, and physical 
diseases and disorders.12 
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Direct to consumer: products that are sold directly to customers, commonly online via the 
internet, but may include products sold via a television, print advertisements, a brick-and-mortar 
store, or other marketing venues. These products typically do not require a prescription. 

Mobile application (app): A software application designed to run on a mobile device (off the-
shelf commercial computing platform that is handheld, with or without wireless connectivity), or 
an internet-based software application tailored to a mobile platform but run on a server. 

Mobile platform: Commercial off-the-shelf (COTS) computing platforms, with or without 
wireless connectivity, that are handheld in nature (e.g., watch, smart phones, tablet computers, 
or other portable computers). 

Off-the shelf: As purchased or as commonly available without modification or customization; 
taken from existing stock or supplies. 

Over-the counter: Therapeutic interventions that do not require a prescription. 

Software: A set of instructions or programs that instruct a computing device on how to work 
and what to do. 

 

Benefit Application 

Digital therapeutics that are available “over the counter” or without a prescription are generally 
excluded from most Plans, even if they are ordered by a licensed healthcare practitioner. Please 
see the individual contract Plan language for specific benefit determination. 

Some health plans or employer groups may choose to cover digital therapeutics that do not 
meet the criteria of this policy or are excluded from coverage under the health plan benefits. 
Such coverage is considered to be separate from benefits available under the health plan. If 
coverage is requested utilizing benefits under the health plan, the criteria of this policy will 
apply. 

 

Evidence Review  
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Description 

Prescription digital therapeutics are software applications that are prescribed by a licensed 
healthcare practitioner and used on a mobile device such as a mobile phone, tablet, smartwatch, 
or laptop computer with the intent of evaluating, diagnosing, or treating an illness, injury, 
disease or its symptoms. 

 

Background 

There has been an explosion of health and wellness apps in the last decade, but many of these 
apps do little more than track activities such as sleep or exercise, calculate calories eaten, or 
monitor heart rate or weight trends. Digital therapeutics, however, are different in that they are 
evidenced-based, software-driven interventions that are used to evaluate, diagnose, or treat a 
particular illness, injury, or disease or its symptoms. Currently, digital therapeutics are being 
used and evaluated for a plethora of medical and behavioral health conditions. Rather than just 
gathering data, these software applications are proposed to actually affect the treatment of 
individuals. Services available through digital therapeutics may complement and add value to 
the traditional healthcare delivery system but they also offer new challenges such as burdening 
physicians with having to learn new technology for many different applications and be 
overloaded with data that requires interpretation, increased cybersecurity risks for individuals’ 
healthcare and personal data, and lack of acceptance among the elderly due to inexperience 
with digital platforms. The field of prescription digital therapeutics is rapidly evolving and with it 
comes many opportunities to improve access to healthcare and perhaps lower healthcare costs, 
but at the same time, these software applications need to be held accountable to the same 
levels of scientific review and oversight that are expected of traditional medical treatments. 

To provide some type of framework to evaluate and review the clinical evidence, safety and 
efficacy of these products, the International Medical Device Regulators Forum, a consortium of 
medical device regulators from around the world, which is led by the FDA, distinguishes 
between 1) software in a medical device and 2) software as a medical device (SaMD). The Forum 
defines SaMD as "software that is intended to be used for one or more medical purposes that 
perform those purposes without being part of a hardware medical device".29 

FDA's Center for Devices and Radiological Health has taken a risk-based approach to regulating 
SaMD. Medical software that “supports administrative functions, encourages a healthy lifestyle, 
serves as electronic individual records, assists in displaying or storing data, or provides limited 
clinical decision support, is no longer considered to be and regulated as a medical device”.48 
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Regulatory review is focusing on mobile medical apps that present a higher risk to individuals. 

• The FDA is not enforcing compliance for lower risk mobile apps such as those that address 
general wellness. 

• The FDA is not addressing technologies that receive, transmit, store, or display data from 
medical devices. 

The agency has launched a software pre-cert pilot program for SaMD that entered its test phase 
in 2019. Key features of the regulatory model include the approval of manufacturers prior to 
evaluation of a product, which is based on a standardized "Excellence Appraisal" of an 
organization, and its commitment to monitor product performance after introduction to the U.S. 
market. Criteria include excelling in software design, development, and validation. Companies 
that obtain pre-certification participate in a streamlined pre-market review of the SaMD. Pre-
certified organizations might also be able to market lower-risk devices without additional 
review. In 2017, the FDA selected 9 companies to participate in the pilot program out of over 
100 applications: Apple, Fitbit, Johnson & Johnson, Pear Therapeutics, Phosphorus, Roche, 
Samsung, Tidepool, and Verily. 

Other organizations have initiated similar efforts to develop a framework for evaluation of the 
myriad digital therapeutics that are coming to market. The American Medical Association stated 
in their proposed guidelines for safe, effective mobile health apps, “mobile health technologies 
should have a high-quality clinical evidence base to support their use in order to ensure mobile 
health app safety and effectiveness.” The proposed guidelines note some mobile apps are 
subject to FDA regulation, while others are not and do not undergo rigorous evaluation before 
deployment for general use. This raises a concern for the safety and quality of the mobile apps 
that are available to the public.4 The American Psychiatric Association developed The App 
Evaluation Model which poses questions for consideration when selecting and using a particular 
app.5 

The types of prescription digital therapeutics addressed in this policy are ones that have 
received FDA approval, are prescribed by a licensed healthcare practitioner, and the intent of the 
digital therapeutic is to evaluate, diagnose, or treat an illness. 

 

Prescription Digital Therapeutics 

BlueStar®Rx System (WellDoc, Inc.) is a software app for use on mobile phones or personal 
computers for individuals 18 years of age or older who have type 1 or type 2 diabetes. It enables 
the user to input personal health information and captures, stores, and transmits blood glucose 
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data. The system analyzes and reports blood glucose test results and provides coaching 
messages (motivational, behavioral, and educational) driven by clinical guidelines based on real-
time blood glucose values including daily medication administration, physical activity, and smart 
food choices. It can connect to certain glucose meters via Bluetooth (e.g., One Touch, Accu-
Chek, Contour, as well as the Dexacom CGM system). The BlueStar®Rx includes an insulin dose 
calculator that allows individuals to use their prescribed insulin regimen to calculate doses of 
mealtime insulin for a given amount of carbohydrates and/or blood glucose value taking into 
consideration factors such as the insulin: carbohydrate (I:C) ratio, insulin sensitivity factor, or 
programmed sliding scale. The BlueStar®Rx also includes an Insulin Adjustment Program (IAP) 
which calculates appropriate long-acting basal insulin doses for titrating insulin levels based on 
configuration by a healthcare provider (the healthcare provider must activate and configure the 
IAP for individual-specific parameters). This function will then recommend the next long-acting 
dose based on a target blood glucose, hypoglycemia events, or other factors. Healthcare 
providers can view individual-generated data and dialogue with individuals through a care 
management portal. It is available by prescription only. (Note the BlueStar® System that does 
not include the insulin dose calculator is available without a prescription). 

CureSight (NovaSight, Ltd.) is an eye-tracking-based system designed to improve visual acuity 
and stereoacuity using a binocular therapy to train the visual system to use both eyes 
simultaneously. It is designed for pediatric patients aged 4 to ≤ 9 years diagnosed with 
amblyopia for in-home use. CureSight consists of red-blue treatment glasses that are worn over 
full-time refractive correction (i.e., glasses), a dedicated computer with video display, and a 
cloud platform with real-time remote compliance monitoring. During a treatment session, the 
child wears the red-blue glasses while watching personally selected streaming videos (e.g., 
Disney, Netflix, Prime Video, Hulu, History Channel, and National Geographic) from the 
computer touchscreen display. The streaming video is presented in different colors for each eye 
and altered by the software algorithm using embedded eye-tracking and image-processing 
sensors by blurring the images in the center of vision of the dominant eye, while the amblyopic 
eye receives normal, sharp images, thereby encouraging the visual system to integrate the visual 
information to have both eyes working together simultaneously. The cloud platform monitors in 
real-time patient compliance and progress and provides a treatment summary and progress 
report to the prescribing eye care provider. Treatment sessions are 90 minutes per day, 5 days a 
week for 16 weeks for an overall cumulative time of 120 hours. This treatment is seen as an 
alternative to conventional patching of the non-amblyopic eye . The CureSight Monitoring 
Center aids with initial installation and set-up along with providing training and technical 
support if needed. CureSight is available by prescription only.  

d-Nav® Insulin Management Program (Hygieia, Inc.) is an insulin management program for 
adult individuals with type 2 diabetes who are using insulin and have an A1C above their 
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treatment goal by providing the next insulin dose recommendation. It does this through two 
user-interactive software elements: 1) a mobile phone app is used by the individual to enter 
glucose event data which then prompts a recommended insulin dose. The blood glucose data is 
obtained from a cleared blood glucose device and entered manually into the software system or 
via a cloud-pushed mechanism from a linked blood glucose meter. 2) the d-Nav® website is 
used by trained health care providers that set up the individual’s software with starting insulin 
dose instructions which includes the treatment plan algorithm, insulin drug, and doses. The d-
Nav® program also provides the Get-Dose library that provides the next insulin dose based on 
comparing blood glucose data trends to a device specified target range. It can be implemented 
either in the cloud (deployed on Amazon Web Services) or on a mobile phone. It is available by 
prescription only.  

EndeavorRx™ (Akili Interactive Labs, Inc.) is a digital, non-drug treatment delivered through 
an action video game on a mobile device proposed to improve attention function in children 
with attention-deficit hyperactivity disorder (ADHD). The treatment is a proprietary and patented 
technology that is purported to activate specific neural systems in the brain which play a key 
role in attention function. The platform algorithms automatically adjust the difficulty level in real 
time and between treatment sessions to challenge each individual to an optimal level of 
performance. The individual plays a video game on a tablet or smartphone for thirty minutes, 
five days per week for four weeks to improve attention and the ability to focus on multiple tasks. 
It is available by prescription only.  

Halo™ AF Detection System (LIVMOR Inc.) monitors pulse rhythms for the detection of atrial 
fibrillation via a compatible Samsung smartwatch worn at night while the user is resting or on 
demand during the day. The software for this device is based on an algorithm which filters and 
detects irregular pulse rhythms that may be suggestive of atrial fibrillation from 
photoplethysmography (PPG) data. The PPG signals recorded by the smartwatch are then 
analyzed by the LIVMOR Halo + Home Monitoring System tablet when connected to WIFI. 
When a signal is suggestive of AF, the rhythm is flagged for physician review through a cloud-
based portal. It is available by prescription only.  

Insulia® Diabetes Management Companion (Voluntis) is available via a mobile app or web 
portal and recommends basal insulin doses for adults with type 2 diabetes based on the 
treatment plan created by an individual’s healthcare provider. The program takes into account 
the individual’s profile entered, blood glucose checks, and any entered hypoglycemic events and 
recommends a tailored dose in real-time. Dose explanations for every recommended dose are 
available detailing how the calculation was made. Educational coaching messages may be given, 
and physicians can remotely monitor an individual’s progress and adjust their treatment plan as 
needed. It is available by prescription only.  
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leva® Pelvic Digital Health System (Renovia, Inc.) is a battery powered, intravaginally used 
wand device with motion sensors that facilitates pelvic floor exercise training to strengthen 
pelvic floor muscles for the treatment of stress, mixed, and mild to moderate urgency urinary 
incontinence in women, including overactive bladder. It may be used repeatedly by a single 
individual. The device interacts with the user via a smart phone app and Bluetooth technology 
enabling the user to visualize their exercise performance to help the individual target the 
muscles used to help maintain continence. The app provides programmed coaching sessions to 
optimize pelvic floor muscle training. The individuals perform the exercises while standing twice 
a day for 2.5-minute sessions for up to 12 weeks. These sessions can be tracked, reviewed, and 
shared with the prescribing healthcare professional. It is available by prescription only. 

Mahana™ for IBS (previously Parallel or Regul8) (Mahana Therapeutics, Inc.) is a mobile 
application designed to deliver a three-month program of Cognitive Behavioral Therapy (CBT) 
for individuals aged 22 years or older with irritable bowel syndrome (IBS). The skills taught are to 
help build a healthier brain-gut relationship by tracking symptoms, managing flare-ups, 
changing behaviors, and personalizing helpful techniques for symptom relief such as relaxation, 
improving eating habits, reducing stress, managing emotions differently and reducing unhelpful 
thoughts. The program is to be used as an adjunctive treatment with other treatments for IBS to 
reduce the severity of symptoms associated with IBS. The mobile application is to be used daily 
for 10 minutes. The program consists of 10 sessions with multiple lessons in each session. The 
skills taught are to be practiced outside of the app use. 

MindMotion™GO (MindMaze) is a telerehabilitation program used in stroke recovery or brain 
injury that uses video games (software used in combination with the Microsoft Kinect v2 and 
Leap Motion controller) designed by neuroscientists to promote certain therapeutic movements 
to aid in the restoration of motor function to maximize an individual's recovery potential. 
Therapists create a customized training program that can be used both in clinic and at home. 
The therapist can continue to follow the individual via videoconferencing or in-person as well as 
monitor their progress remotely from their personalized dashboard. The MindMotion™ GO 
tracks an individual’s movements using motion-tracking cameras. Wi-Fi is needed for home use. 
Currently, it is available through Johns Hopkins and Mount Sinai Abilities Research Centre in the 
U.S. and abroad at centers in the U.K. It is available by prescription only.  

My Dose Coach™ (Sanofi, Inc.) Basal Titration is an app designed for adult individuals with 
type 2 diabetes who have been prescribed and are taking a once-daily long-acting basal insulin 
by their healthcare provider. It is used as an aid to track fasting blood glucose levels and 
adjust/calculate long-acting basal insulin doses based on a prescribing healthcare provider’s 
creation of an individualized dose plan. It is available by prescription only. (Note: There is also a 
My Dose Coach™ Maintenance that is designed to enable individuals to log their insulin, non-
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insulin medication use, and blood glucose measurements to provide dosing and measurement 
reminders. When it is used with supported accessory wireless devices, it can receive values and 
then can be used as an aid to track blood glucose and diabetes medication manually in the app 
or with a connected Bluetooth device).  

NightWare™ (NightWare, Inc.) is a therapeutic platform using a proprietary AppleWatch® 
application that helps people who suffer from traumatic nightmares sleep more restfully. The 
app learns the wearer’s sleep patterns and customizes a treatment to the individual. The app 
monitors the wearer’s heart rate and movement while sleeping and arouses the wearer with a 
vibration alert when a stress threshold is reached so as not to awaken the individual. Users wear 
the watch only while sleeping and not during the day. It is available by prescription only. 

RelieVRx (formerly EaseVRx) (AppliedVR, Inc.) is an immersive in home-use virtual reality 
system designed to provide adjunctive pain relief treatment for chronic low back pain based on 
cognitive behavioral therapy (CBT) skills for individuals aged 18 and older. It consists of an 8-
week curriculum of pain management techniques such as body awareness, pain distraction, 
mindfulness-based relaxation, diaphragmatic breathing biofeedback training, pain neuroscience 
education, and behavior modification. The daily virtual reality sessions average 7 minutes in 
length. It is available by prescription only and the device is returned once the curriculum has 
been completed.  

Somryst® (Pear Therapeutics Inc.) is a digital therapeutic indicated to treat chronic insomnia. 
The therapy is a self-directed 9-week course of six modules delivered via an app used on an 
individual’s mobile device. It consists of education, training, and skill building based on 
principles of Cognitive Behavioral Therapy (CBT) for Insomnia and Sleep Restriction. Somryst 
uses three primary therapeutic components to improve the symptoms of chronic insomnia: 
tailored sleep restriction and consolidation, stimulus control, and personalized cognitive 
restructuring. Clinicians have access to a clinician dashboard that reveals user utilization and 
progress derived from the user’s sleep diary and responses to questionnaires. It is available by 
prescription only. (Somryst® is based on the earlier web-based platform, SHUTi). 

 

Summary of Evidence 

BlueStar®Rx 

Note: There is no published peer-reviewed evidence for BlueStar®Rx with the insulin dose 
calculator or Insulin Adjustment Program. The pilot trial for Blue Star® included below did 
provide for medication dosing and for that reason, it is included in this summary. 
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For individuals who have type 2 diabetes who receive cell phone-based diabetes management 
software system with web-based data analytics and therapy optimization, the evidence includes 
one nonblinded, randomized controlled pilot trial (Quinn et al., 2008) of N=30 individuals with 
type 2 diabetes with an A1c ≥ 7.5% diagnosed for at least 6 months and on a stable therapeutic 
regimen for at least 3 months, recruited from three community physician practices and followed 
for 3 months. The intervention group N=15 received cell phone-based software (a Bluetooth® 
enabled One Touch Ultra™ blood glucose meter and a cellphone with WellDoc’s proprietary 
software) providing real-time feedback on the individuals’ blood glucose levels, incorporated 
treatment algorithms, and additional data when requested and needed to evaluate diabetes 
management. Individual data was analyzed by proprietary algorithms and computer-generated 
logbooks were sent to the individuals’ healthcare providers with suggested treatment plans. The 
control group N=15 received One Touch Ultra™ blood glucose meters, testing strips and lancets 
for the duration of the trial. They sent logbooks of their blood glucose levels to their provider 
every two weeks until their levels stabilized. The healthcare providers followed their usual 
standards of care of diabetes management. All individuals received A1c levels and completed 
the Summary of Diabetes Self-Care Activities (SDSCA) questionnaire at the beginning and end of 
the study. Two subjects from each study group were noted to have dropped out of the study. 
The demographic characteristics between the two groups was comparable. The intervention 
group had a decrease in the mean A1c from 9.51% to 7.48% vs. the control group of 9.05% to 
8.37%. The authors note that the experimental variance was inflated by an unusual decrease of 
A1c in one individual in the intervention group and when that outlier is removed, the variance is 
equivalent in the two groups. (P<0.04 corrected to ~0.02). The intervention group had 
medications intensified (84.6% vs. 23.25%, P= 0.002), inaccurate use of medications identified 
(53.4% vs. 0, P=0.002), and providers received logbooks (100% vs. 7.7%, P < 0.001). Limitations 
include the following: Sample size was very small with no power analysis and some of the 
outcome data was not reported, lack of blinding could influence the results as the participants 
knew their actions and behaviors were being monitored as the intervention group received 
requests from the study interviewers to complete follow-up surveys, and there were some 
reported technical difficulties where the Bluetooth adapter did not always transmit data and had 
to be manually entered into the phone as it was acknowledged that actually only 5 of 15 
individuals regularly used the Bluetooth mode of data entry. Longer term follow-up is needed. 
The evidence is insufficient to determine that the technology results in an improvement in the 
net health outcome. 
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CureSight 

For children with amblyopia who received digital therapeutic treatment with CureSight, the 
evidence includes one prospective, multicenter RCT (Wygnanski-Jaffe et al., 2022), n= 103 
children aged 4 to ≤ 9 years with anisometropic, small-angle strabismic, or mixed-mechanism 
amblyopia randomized 1:1 to either CureSight, a digital binocular, eye-tracking-based home 
treatment delivered through watching passive video streaming content (n=51) or eye patching 
of the non-amblyopic eye (n=52). Examiners who performed primary outcome measurements 
were masked to the treatment group assignments at all follow-up visits. The CureSight 
treatment group received home treatment for 90 minutes per day, 5 days a week for 16 weeks 
for a total of 120 hours. The control group participants were instructed to wear an adhesive 
patch over their dominant eye for 2 hours per day, 7 days per week for 16 weeks for a total of 
224 hours. Outcome assessments were performed at weeks 4, 8, 12, and 16. Outcome measures 
were comprised of the Amblyopia Treatment Study (ATS) Diplopia assessment, a Symptom 
Survey (5-question ocular symptom survey from the ATS Miscellaneous Testing Procedures 
Manual), and the masked examiners performed distance visual acuity and stereoacuity testing 
chosen based on the participants age at the time of enrollment. The primary effectiveness 
outcome was defined as the mean improvement from baseline in amblyopic eye visual acuity to 
week 16 in both study groups. The pre-specified non-inferiority margin was 1 logMAR line. 
Results were reported on 95 participants who had 16-week outcome data available. At baseline, 
the mean amblyopic eye visual acuity in the CureSight treatment group was 0.37±0.15 logMAR 
and 0.37±0.14 logMAR in the patching group. The mean improvement from baseline at 16 weeks 
was 0.28±0.13 logMAR in the CureSight treatment group (p<0.0001) and 0.23±0.14 logMAR in 
the patching group (p<0.0001). Thus, the study met its primary effectiveness endpoint of non-
inferiority of improvement in amblyopic eye visual acuity in the CureSight treatment group 
compared to patching. Secondary outcome adherence to the assigned regimen of the CureSight 
treatment group was significantly greater than that of the patching group at 16 weeks, mean 
adherence of 91% vs 83% respectively, a difference of 8%, 95% CI (-4-21%); (p=0.0114). 
Secondary outcome stereoacuity improvement of 0.40 log-arcseconds (p<0.0001) and binocular 
visual acuity improvement (0.13 logMAR, p <0.0001) were similar in both groups and these 
improvements were not significantly different between the two groups. The percentage of 
participants with a 2-line or more improvement from baseline of amblyopic visual acuity in the 
treatment group was 79% (34/43) vs. 61% (30/49) in the patching group which was not 
statistically significant. There were no serious adverse effects reported. Limitations of the study 
include the following: 90% of the participants were anisometropic amblyopes thus, 
generalizability to strabismic and mixed amblyopia populations is limited, the method of self-
reporting compliance diary of the patching group could have led to overestimating compliance, 
and a larger sample size with longer term follow-up is needed to see if the improvement in 
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amblyopic eye visual acuity is sustained as the improvement for both groups was similar until 
week 12 and it was not until week 16 that the CureSight treatment group continued to 
demonstrate a more significant improvement than the patching group. Also, all the authors have 
some affiliation with NovaSight, Ltd, some have financial stock options and patent interests with 
the study sponsor or device which may pose a bias.  

 

d-Nav® Insulin Management Program 

For adults with Type 2 diabetes who receive insulin injections to manage their diabetes and use 
the d-Nav® Insulin Management Program for calculating their next dose of insulin, the evidence 
reviewed here includes 1 open-label, multicenter RCT (Bergenstal et al., 2019), n=181 individuals 
randomized to either the d-Nav + health care professional (HCP) intervention group (n=93) or 
to the HCP control group (n=88). The difference in equipment used between the two groups 
was not blinded. Participants were between 20 and 70 years of age (mean 60.3) with an HbA1c ≥ 
7.5% and ≤11% and a stable insulin dosage for the 3 months prior to enrollment. They were 
followed for 6 months and HbA1c was measured at 0, 3, and 6 months. Phone visits were 
conducted at weeks 1, 2, 4, and 20. 13 participants discontinued the study (6 in the d-Nav + HCP 
group, 7 in the HCP control group). Mean HbA1c was 8.6% at baseline (8.7 % in the d-Nav + 
HCP group, 8.5% in the HCP control group). The results demonstrated a mean decrease of 
HbA1c from baseline to 6 months was 1.0% in the d-Nav + HCP group and 0.3% in the HCP 
control group (p < 0.0001) which was statistically significant. Limitations: These preliminary 
findings need to be validated with a larger sample size and with longer-term follow-up. The 
evidence is insufficient to determine that the technology results in an improvement in the net 
health outcome. 

 

EndeavorRx™ 

For children who have attention-deficit hyperactivity disorder (ADHD) who receive treatment 
with EndeavorRx™, the evidence includes one double blind, randomized controlled trial of 348 
individuals aged 8 to 12 years who received treatment with the AKL-TO1 (earlier non-
prescription version) video game, N= 180, compared with an inactive control digital 
intervention, N= 168, in children with ADHD over 4-weeks (Kollins et al., 2020). Only the study 
coordinator was aware of which video game each child received. The final sample was 329 
individuals due to loss to follow-up, withdrawal, and invalid test scores. The study reported that 
scores of validated attention-measurement tools, (Test of Variables of Attention, Attention 
performance index [TOVA-API]) improved 47% vs 32% with the EndeavorRx™ than with the 



Page | 15 of 34  ∞ 

control inactive digital intervention. However, there were no between-group differences for 
secondary measures, which included the parent and clinician ratings of ADHD symptoms. The 
authors note that the trial is insufficient to suggest that AKL-T01 should be used as an 
alternative to established and recommended treatments for ADHD. Additional RCTs with more 
than one validated scale, and with longer-term follow-up are needed. The evidence is 
insufficient to determine that the technology results in an improvement in the net health 
outcome. 

 

Halo™AF Detection System 

There is no published peer-reviewed evidence for Halo™ AF Detection System. 

 

Insulia® Diabetes Management Companion  

Note: There are no published studies on Insulia® Diabetes Management Companion. The 
following summary is on its predecessor, Diabeo® system, which is a class IIb CE marked device 
in Europe; it does not have FDA approval.  The Diabeo® system was developed in partnership 
between Voluntis and Sanofi of France; their partnership ended in December of 2020. 

For adults with Type 1 or Type 2 diabetes treated with long-acting insulin analog using the 
Diabeo® system, the evidence reviewed here includes 3 RCTs. TeleDiab-1 (Charpentier et al, 
2011) was a multicenter, open-label parallel-group, randomized control trial with 6 months 
follow-up, n= 180 adult participants >18 years of age with type 1 diabetes for > 1 year and on a 
basal-bolus insulin regimen for > 6 months, either with multiple daily injections or an insulin 
pump, and with HbA1c ≥ 8% (mean was 9.07%). The participants were randomized to three 
groups of equal size using a Web-based system: the control group with usual quarterly in 
person follow-up at 3 and 6 months, n-61 (G1), home use of a smartphone recommending 
insulin doses with in person quarterly visits at 3 and 6 months, n=60 (G2), or use of the 
smartphone with brief teleconsultations every 2 weeks but without a face-to-face visit until the 
end of the study at 6 months, n=59 (G3). The authors note that 10 participants who did not 
meet the inclusion criteria of a HbA1c ≥ 8% were included and were equally distributed between 
the 3 groups with their data being retained for analysis. At the study completion, HbA1c 
measurements were available for 162 participants with 7 participants lost to follow-up. The 
results demonstrated that the end point HbA1c at 6 months was higher in G1 (9.10%) than in G2 
(8.63%) or G3 (8.41%); however, the difference between G1 and G2 was not statistically 
significant (p=0.022). The difference between G1 and G3 was however, statistically significant 
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(p= 0.0019). The proportion of participants reaching the target of HbA1c ≤ 7.5% at the end 
point of 6 months was 17% in G3 (10/59), 6.7% in G2 (4/60), and 1.6% in G1 (1/61). The 
difference between G3 and G1 was statistically significant (p=0.007). The frequency of non-
severe, symptomatic hypoglycemia episodes did not differ between groups at the end point of 6 
months, nor did they increase from baseline reports. Limitations: There was unclear reporting on 
the use of intention to treat vs per protocol participants analysis. Larger sample sizes and 
longer-term follow-up are needed. 

TeleDiab-2 (Franc et al., 2019) was a multicenter, randomized controlled, open-label study 
completed at 4 months, n=191 participants with type 2 diabetes mellitus who had inadequately 
controlled HbA1c between 7.5% and 10% on maximum dose oral medications and required 
initiation of basal insulin (BI). The mean age of the participants was 58.7 years and mean HbA1c 
was 8.9%. The participants were randomized to three groups: 1) standard care, n=63, 2) 
interactive voice response system (IVRS), n= 64, and 3) Diabeo-BI app software, n=64. A 13-
month follow-up of an extension phase included n=158 participants 98.1% (52/53) from G3 
continued using the Diabeo-BI app software and G2 IVRS software was discontinued, and those 
participants continued with standard follow-up, as in the initial control arm (G1), with face-to 
face visits every 3 months without telemedicine.  Results demonstrated at 4 months follow-up 
HbA1c decreases from baseline group 2 (-1.44%) and group 3 (-1.48%) arms compared with the 
control arm, group 1 (-0.92%, p<0.002). Target fasting blood glucose was reached by twice as 
many individuals in the telemonitoring groups as in the control group, and insulin doses were 
also able to be titrated to higher levels. No severe hypoglycemia was observed in the 
telemonitoring groups and mild hypoglycemia frequency was similar in all groups. At the 13-
month extension, the G2 and G1 had similar values of HbA1c and insulin doses. HbA1c levels 
were lower in G3 compared with the control arm (G1=G2), but the difference was not statistically 
significant (numerical values not reported). The glycemic control target (HbA1c < 7.0%) was 
greater in the G3 participants (30.2%) than the control arm (13.8%, p=0.023). Basal insulin was 
0.65±0.49; 0.48±0.31; 0.47±0.28 U/kg/day for G3, G2, G1 respectively (p=0.05 G3 vs G1). Mild 
hypoglycemic episodes were rare with no differences between the three groups. These findings 
need to be validated with a larger sample size and with longer-term follow-up. 

TELESAGE (Franc et al., 2020) was a multicenter, randomized, open study. N=665 with 3 arms: 1) 
standard care, n=221 (control group) 2) Diabeo® alone, n=231 (25.1% of participants were 
users n=58), and 3) Diabeo®+telemonitoring by trained nurses, n=213 (37.6% of participants 
were users n=80) (arms 2 and 3, the intention to treat population). The mean age was 38.5 years 
and the majority had type 1 diabetes (91.6%). The mean HbA1c was 9.1% and insulin was 
delivered either by a pump (53.0%) or multiple daily injections (47.6%). In a post hoc analysis in 
those who used Diabeo® at least once daily, there was a significant reduction in HbA1c after 12 
months follow-up: mean difference -0.41% for arm 2-arm 1 (p= 0.001) and -0.51% for arm 3-
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arm 1 (p ≤ 0.001). There was even a greater reduction in HbA1c in those who used Diabeo® at 
least twice a day (13.9% of participants, n= 32 from arm 2 and 24.4% participants, n= 52 of arm 
3) -0.50% for arm 2-arm 1, p=0.002 and -0.66% for arm 3-arm 1, p≤ 0.001. There were no 
significant differences between the three groups for the percentage of participants who 
reported at least one symptomatic hypoglycemia. Limitations of the study: Statistical 
significance of the intention to treat analyses were not reported, thus the study conclusions 
were reliant on the post hoc analysis. There was a considerable attrition rate of persons in the 
intention to treat population, 40-50% of participants in arm 2 and 20-30% of participants in arm 
3 never actually used Diabeo®, thus the sample size fell short of the number defined in the 
power analysis. These preliminary findings need to be validated with a larger sample size of 
actual users of the device. The evidence is insufficient to determine that the technology results 
in an improvement in the net health outcome.  

 

leva® Pelvic Digital Health System 

For women with stress or mixed, urinary incontinence (UI) who receive treatment with the leva® 
Pelvic Digital Health System, the evidence includes one pilot, single center, prospective, open 
label study (Rosenblatt et al., 2019). N=23 female premenopausal participants, > 18 years of age 
(mean 42 years old) with mild stress UI who performed pelvic floor muscle (PFM) exercises while 
standing with use of the accelerometer-based system twice daily for 6 weeks. Each training 
session entailed five repetitions of 15-second PFM contraction followed by 15-second relaxation 
over 2.5 minutes. These sessions took place in an outpatient clinic and were supervised by the 
same research assistant. Pelvic floor angle measurements at rest, with strain, and with PFM 
contraction were taken at baseline, and then weekly for 6 weeks. Each participant also answered 
the following validated questionnaires: Urogenital Distress Inventory (UDI-6) which measures the 
severity of urogenital complaints, Incontinence Impact Questionnaire (IIQ-7) which measures the 
impact of UI on daily activities, and Patient’s Global Impression of Severity (PGI-S). At 3 and 6 
weeks, the participants also completed the Patient’s Global Impression of Improvement 
questionnaire, and at 6 weeks the participants indicated user-friendliness on a scale of 0 to 10 
(easiest to impossible). Results demonstrated the pelvic floor angle at maximal effort contraction 
increased by 16° from 65.1° at baseline to 81.1° at 6 weeks (p <0.0001). The pelvic floor angle 
upon bearing down reduced from 48.3° at baseline to 43.7° (p=0.0043). The mean maximum 
duration of continuous voluntary PFM contraction increased by 174.8 seconds from baseline to 
6 weeks (p < 0.0001). The maximum number of contractions performed within 15 seconds 
increased by 3.7 repetitions from enrollment to the study endpoint (p < 0.0001). Participants 
also reported decreasing scores on the UDI-6, IIQ-7, and PGI-S from baseline to 6 weeks, 
indicating improvements in symptom severity and quality of life. Limitations: Study sample size 
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was small, there was no comparison group, and regular interaction with a research assistant may 
have affected the subjective improvement reported by the participants and may not be 
generalizable to the same at home users. Longer follow-up is also needed to see if the reported 
improvements are sustainable. The evidence is insufficient to determine that the technology 
results in an improvement in the net health outcome. 

Weinstein et al (2022) reported on a multicenter RCT that compared an intravaginal motion-
based digital therapeutic device for pelvic floor muscle training (PFMT) (intervention group) with 
PFMT alone (control group) in female individuals with stress or mixed urinary incontinence (UI). 
N=77 with final analysis of 61 participants (29 in intervention group and 32 in control group) 
that showed no statistical difference in primary outcomes (scores on Urinary Distress Inventory 
or Patient Global Impression of Improvement). However, scores on the Pelvic Organ Prolapse 
and Colorectal-anal Distress Inventories and Pelvic-Floor-Impact Questionnaire did improve 
significantly more in the intervention group than the control group. The median number of 
stress UI episodes decreased more in the intervention group than the control group. The trial 
was prematurely terminated due to device technical considerations. A larger powered trial is 
underway.  

 

Mahana™ for IBS 

Note: There is no published peer-reviewed evidence for Mahana™ for IBS.  

One pilot RCT evaluates an earlier website-delivered version of Mahana™ for IBS called Regul8. 
Previous iterations of Mahana™ for IBS (previously Parallel) underwent technological changes 
from the website to the mobile version which include technical optimization of certain features 
along with content adjustments such as updating information to reflect best practices37. 
Therefore, this study is not included for this summary of evidence due to the difference in mode 
of application. 

 

MindMotion™GO 

Note: There is no published peer-reviewed evidence for MindMotion™GO.  
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My Dose Coach™ 

For adults with Type 2 diabetes treated with any long-acting basal insulin using the My Dose 
Coach™ smartphone app, the evidence includes one prospective single-arm, pilot study of 
N=158 individuals, aged 18-75 years (mean age 51) with an HbA1c > 7% (mean at baseline 
9.6%) who used the My Dose Coach™ app programmed according to the individual profile 
suggesting optimal basal insulin titration dosing using fasting self-measured plasma glucose 
and hypoglycemia data with 16 weeks of follow-up. Results demonstrated in the 141 
participants who completed the study a mean reduction in HbA1c of 1.97% from baseline 
(P<0.001) which was statistically significant. The predefined glycemic target of 90-130 mg/dl was 
achieved in 58.9% of the participants within 66 days with no severe hypoglycemia events. 
Limitations of the study: It was a single center study. There was no control or comparator. There 
was an attrition rate of 11% and longer-term follow-up is needed. The evidence is insufficient to 
determine that the technology results in an improvement in the net health outcome.   

 

NightWare® 

There is no published peer-reviewed evidence for NightWare®. 

 

RelieVRx (formerly known as EaseVRx) 

For adults with chronic low back pain treated with EaseVRx virtual reality (VR) system, the 
evidence includes one double-blind RCT (Garcia, et al, 2021). N=179 individuals (76.5% female, 
90.5% Caucasian, 91.1% have some college education, mean age 51.5 years, average pain 
intensity 5/10, 67% back pain duration > 5 years, 76.5% resided in highly urban or metropolitan 
area) chosen from a national online convenience sample (obtained through internet 
advertisements). The participants had self-reported low back pain with duration of six months or 
more with average pain intensity of 4 or >/10 and were randomized 1:1 to a 56-day EaseVRx 
program, or a Sham VR (2D nature content delivered in a VR headset). The primary outcome was 
the effects of EaseVRx versus the Sham VR representing change in average pain intensity and 
pain-related interference with activity, stress, mood, and sleep from baseline to end of treatment 
at 56 days. Change was measured using the Defense and Veterans Pain Rating Scale (DVPRS), 
where 0= no pain and 10= as bad as it can be, and the DVPRS interference scale (DVPRS-II), 
where 0= does not interfere and 10= completely interferes. Twice-weekly surveys were obtained 
with a final survey at treatment completion. Results demonstrated user satisfaction ratings were 
higher for EaseVRx versus Sham VR (p<0.001). EaseVRx was superior to Sham VR for all primary 
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outcomes with greater reductions in average pain intensity and pain-related interferences with 
activity, mood, and stress (highest p value=0.009). Between group difference Cohen d effect 
sizes ranged from 0.40-0.49, indicating superiority was moderately clinically meaningful. From 
baseline to end of treatment Cohen d effect sizes ranged from 1.117 to 1.3, indicating moderate 
to substantial clinical importance for reduced pain intensity and pain-related interference with 
activity, mood, and stress. Between-group comparisons for physical function and sleep 
disturbance demonstrated superiority for the EaseVRx versus the Sham VR (p=0.022 and 0.012, 
respectively). However, pain catastrophizing, pain self-efficacy, pain acceptance, and prescription 
opioid use (morphine milligram equivalent) did not reach statistical significance for either group. 
Use of over-the-counter analgesic use was reduced for EaseVRx (p<0.01) but not for Sham VR. A 
three-month follow-up study by the same authors (Garcia, et al, 2022) analyzed data for n=188 
participants who were surveyed at 1, 2, and 3 months post the original 56- day end of treatment 
The n=188 included all participants with baseline data from the previous study, 168 of which 
completed the 56-day treatment and remained blinded during this follow-up. Of those 168 
participants, at least 20 did not complete their surveys at month 1, 2, and 3 but were still 
included in the dataset analysis. The researchers were unblinded during this 3-month follow-up. 
The results demonstrated that the EaseVRx had lower pain intensity, lower pain-interference 
with activity, sleep, and stress than the Sham VR, which was maintained to month 3 (effect sizes, 
drm = 0.56-0.88), as well as higher physical function. Pain-interference with mood did not survive 
multiplicity correction at 3 months. There was also not a significant difference between EaseVRx 
and Sham VR for sleep disturbance in the post-treatment 3 months. (Of note, a 6-month follow-
up is ongoing but is not published at this time). Limitations of the study: The findings need to be 
validated in a larger sample size with longer follow-up to determine the durability of any 
treatment effects. Because all data was self-reported, it would be beneficial to have diagnoses 
confirmed and specific analgesic prescription information provided to effectively measure a 
change in opioid use. The study sample was predominantly urban, white, females and so may 
not be generalizable to the general population. The study was performed during COVID-19 
when most people were staying home and isolating. It would be helpful to know if the findings 
are reproducible in a more realistic environment. Lastly, there is a potential for bias as the study 
authors were all affiliated with AppliedVR, Inc.  

 

Somryst® 

For individuals who have chronic insomnia who receive treatment with Somryst®, the evidence 
includes 5 randomized controlled trials (RCTs). 2 double-blind RCTs reported improvement in 
Insomnia Severity Index (ISI) scores with SHUTi (the web-based platform of Somryst®) (n=868 
and n =95, respectively) than with sleep hygiene education in adult individuals at 9-weeks 
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follow-up (n=853 and n=86, respectively; Vedaa et al., 2020, Hagatun et al., 2019). 
Improvements were maintained in the 6-month nonrandomized follow-up. However, the 
attrition drop-out rate was high (Hagatun et al., 2019). 1 single blind RCT (Ritterband et al., 
2017) reported sustained benefits with SHUTi for those with insomnia compared to sleep 
hygiene education (n=151 and n=152, respectively) at 1 year follow-up. One open-label RCT 
compared SHUTi to waitlist (no treatment) (n=22 and n=23, respectively) and reported scores 
on the ISI significantly improved for the internet group but did not change for the control 
group. The internet group maintained their gains at the 6-month follow-up. One single blind 
RCT reported that bedtimes were 30% more regular in SHUTi recipients (n=151) compared to 
bedtime in sleep hygiene education recipients (n=152) after 1 year (Shaffer et al 2020). 
Limitations of the reported trials: 2 of the studies had small sample sizes of < 100 participants, 
several of the studies had high attrition rates, and because all of the studies assessed the web 
based SHUTi platform, it is unknown if there are differences in the individual experience using 
the Somryst® app on a mobile device. RCTs that compare Somryst® with in-person CBT-I and 
as an alternative or adjunct to sleep medication would be useful. The evidence is insufficient to 
determine that the technology results in an improvement in the net health outcome. 

 

Ongoing and Unpublished Clinical Trials 

Some currently ongoing and unpublished trials that might influence this policy are listed in 
Table 1. 

 

Table 1. Summary of Key Trials 

NCT No. Trial Name Planned 
Enrollment 

Completion 
Date 

Ongoing 
NCT03844269  A Study to Assess Midline Frontal Theta (MFT) 

Power as Measured by Stimulus-locked 
Electroencephalography (EEG) Before and 
After AKL-T01 Treatment for Improving 
Attention in Pediatric Patients Ages 8-12 Years 
Old with Attention Deficit Hyperactivity 
Disorder (ADHD) 

30 Feb 2020  

NCT04897074a A Single Arm Pivotal Trial to Assess the 
Efficacy of AKL-T01, a Novel Digital 
Intervention Designed to Improve Attention in 

165 Dec 2022 

 

https://www.clinicaltrials.gov/ct2/show/NCT03844269?term=NCT03844269&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04897074?term=NCT04897074&draw=2&rank=1
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NCT No. Trial Name Planned 
Enrollment 

Completion 
Date 

Adolescents, Aged 13-17 Years Old, 
Diagnosed with Attention Deficit Hyperactive 
Disorder (ADHD). 

NCT04325464a Open-label, 9-week Treatment, De-centralized 
Trial to Collect Real World Evidence for a 
Digital Therapeutic (DT) Delivering Cognitive 
Behavioral Therapy for Insomnia (CBT-I) for 
Patients with Chronic Insomnia 

1590 Oct 2024 

NCT04909229 Randomized Controlled Trial Examining Real-
World Effectiveness of a Prescription Digital 
Therapeutic for the Treatment of Insomnia  

100 June 2023 

NCT02558647 Overcoming Insomnia: A Large-scale 
Randomized Controlled Trial of Online 
Cognitive Behavior Therapy for Insomnia 
Compared with Online Patient Education 
About Sleep 

1500 Dec 2021 

NCT04468776 Comparative Effectiveness of 
Zolpidem/Trazodone and Cognitive 
Behavioral Therapy for Insomnia in Rural 
Adults 

1200 May 2025 

NCT03828656 NightWare Open Enrollment Study 400 Feb 2022 

NCT04027335 Use of the Leva Pelvic Digital Health System in 
Women with Fecal Incontinence: A Pilot Study 

31 April 2021 

NCT04826939 Validity (and Reliability) of Two Forms of an 
Accelerometer-Based Intravaginal Device for 
Detecting Pelvic Floor Motion 

30 Jan 2023 

NCT05148052 Effect of Upper Extremity Rehabilitation Using 
Immersive Virtual Reality in Chronic Stroke 
Patients: A Prospective, Multicenter, Single-
blind, Explorative, Randomized Crossover Trial 

36 Dec 2023 

NCT04764994 Use of Virtual Reality Technology for  
Improving Upper-Limb Functions in Saudi 
Participants with Stroke: A Randomized 
Controlled Trial 

38 Aug 2021 

NCT04379687 Immersive Virtual Reality in Post Stroke 
Physiotherapy 

120 Dec 2022 

https://www.clinicaltrials.gov/ct2/show/NCT04325464?term=NCT04325464&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04909229?term=NCT04909229&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT02558647?term=NCT02558647&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04468776?term=NCT04468776&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT03828656?term=NCT03828656&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04027335?term=NCT04027335&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04826939?term=NCT04826939&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT05148052?term=NCT05148052&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04764994?term=NCT04764994&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04379687?term=NCT04379687&draw=2&rank=1
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NCT No. Trial Name Planned 
Enrollment 

Completion 
Date 

NCT04678661 My Dose Coach  Titration and Maintenance in 
Patients with Type 2 Diabetes Mellitus on 
Basal Insulin 

180 Dec 2022 

NCT05263037 A Decentralized, Randomized, Controlled Trial 
to Study Health Outcomes of EaseVRx-8w+ 
for the Treatment of Chronic Lower Back Pain  

1000 June 2026 

NCT04139564 Safety and Effectiveness of Virtual Reality 
Utilizing EaseVRx for the Reduction of Chronic 
Pain and Opioid Use 

108 Aug 2022 

NCT05333926 A Prospective, Open-Label Study of 
Mahana™IBS, a Smartphone-Delivered 
Cognitive Behavioral Therapy (CBT) Treatment, 
in Young Adults Aged 18-21 Years Old with 
Irritable Bowel Syndrome 

100 Dec 2022 

NCT04785690 A Prospective, Multicenter, Randomized, 
Masked, Controlled Pivotal Trial to Assess the 
Safety and Effectiveness of an Eye-Tracking-
Based Treatment for Amblyopia Under 
Binocular Conditions Versus the Standard of 
Care, Monocular Deprivation Treatment 
(Occlusive Patching) 

23 May 2022 

NCT05185076 A Prospective, Multicenter, Randomized, 
Masked, Controlled Pivotal Trial to Assess the 
Safety and Effectiveness of an Eye-Tracking-
Based Treatment for Amblyopia Under 
Binocular Conditions Versus the Standard of 
Care, Monocular Deprivation Treatment 
(Occlusive Patching) 

114 May 2022 

Unpublished 
NCT03934658 A Remote Randomized Double-Blind Sham-

Controlled Clinical Trial of NightWare in 
Adults with Post-Traumatic Stress Disorder 
and Co-Morbid Nightmare Disorder  

81 Dec 2021 

(completed) 

NCT03649074 Software Treatment for Actively Reducing 
Severity of ADHD as Adjunctive Treatment to 
Stimulant (STARS-ADHD Adjunctive) 

203 Sept 2019 
(completed) (results 
submitted) 

NCT04104191  The LIVMOR Data Collection Study for the 
Development and Validation of L-1000 AF 
System 

271 Feb 2019 
(completed) 

https://www.clinicaltrials.gov/ct2/show/NCT04678661?term=NCT04678661&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT05263037?term=NCT05263037&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04139564?term=NCT04139564&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05333926?term=NCT05333926&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04785690?term=NCT04785690&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05185076?term=NCT05185076&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT03934658?term=NCT03934658&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT03649074?term=NCT03649074&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04104191?term=NCT04104191&draw=2&rank=1
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NCT: National Clinical Trial 
a Denotes industry sponsored or cosponsored trial. 

 

Practice Guidelines and Position Statements 

American Academy of Ophthalmology (AAO) 

In 2017, the AAO Amblyopia Preferred Practice Pattern acknowledged there was insufficient 
evidence to recommend vision therapy techniques or binocular therapy for treatment of 
amblyopia. 

 

Medicare National Coverage 

There is no national coverage determination. 

 

Regulatory Status 

In 2022, CureSight-CS100 (NovaSight, Ltd.) received FDA 510(K) marketing clearance (K221375) 
as substantially equivalent to a marketed predicate device (the Luminopia One). “It is indicated 
for improvement in visual acuity and stereo acuity in amblyopia patients, age 4 to <9 years, 
associated with anisometropia and/or with mild strabismus, having received treatment 
instructions (frequency and duration) as prescribed by a trained eye care professional" It is 
intended to be used as an adjunct to full-time refractive correction (i.e., glasses). FDA Product 
Code: QQU. 

In 2021, Mahana™ Parallel Digital Cognitive Behavioral Therapy (CBT) Mobile Application for 
Irritable Bowel Syndrome (IBS) (Mahana Therapeutics, Inc.) received FDA 510(K) marketing 
clearance (K211372) as substantially equivalent to a marketed predicate device (Parallel, De 
Novo pathway clearance DEN200029 under 21 CFR 801.109 in 2020). It is indicated for use as a 
prescription only digital therapeutic intended to provide cognitive behavioral therapy for adults 
aged 22 years of age and older diagnosed with irritable bowel syndrome (IBS) as a 3-month 
treatment to reduce the severity of symptoms of IBS. It is intended to be used together with 
other treatments for IBS. FDA Product Code: QMY. 

In 2021, RelieVRx (formerly EaseVRx) (AppliedVR, Inc.) received FDA clearance through the De 
Novo pathway (DEN210014) under 21 CFR Part 801.109. It is indicated as a prescription-use, in-
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home use immersive virtual reality system intended to provide adjunctive pain-relief treatment 
based on cognitive behavioral therapy skills for individuals aged 18 and older with a diagnosis 
of chronic low back-pain, defined as moderate to severe pain that has lasted longer than three 
months. FDA Product Code: QRA. 

In 2020, EndeavorRx™ (Akili Interactive Labs, Inc.) received FDA clearance through the De Novo 
pathway (DEN200026) under 21 CFR Part 801.109. It is defined by FDA as “a software intended 
to provide therapy for ADHD or any of its individual symptoms as an adjunct to clinical 
supervised treatment.” It is indicated to improve attention function as measured by computer-
based testing in children ages 8 to12 years old with primarily inattentive or combined-type 
ADHD, who have a demonstrated attention issue. FDA Product Code: QFT 

In 2020, Halo AF Detection System™ (LIVMOR, Inc.) received FDA 510(k) marketing clearance 
(K201208) as substantially equivalent to a marketed predicate device (FibriCheck). It is indicated 
for use by individuals who have been diagnosed with or are susceptible to developing atrial 
fibrillation and who would like to monitor and record their pulse rhythms on an intermittent 
basis and alert their physicians of any detected irregular heart rhythms. It is used in conjunction 
with the LIVMOR Halo + Home Monitoring System™ and is not validated for use with any other 
pulse monitoring system. FDA Product Code: DXH. 

In 2020, NightWare™ (NightWare, Inc.) received FDA clearance through the De Novo pathway 
(DEN 200033) under 21 CFR Part 801.109. It is indicated to provide vibrotactile feedback on an 
Apple Watch, based on analysis of heart rate and motion during sleep for the temporary 
reduction of sleep disturbance related nightmares in adults 22 years or older who suffer from 
nightmare disorder or have nightmares from posttraumatic stress disorder (PTSD). It is intended 
for home use. FDA Product Code: QMZ. 

In 2020, Somryst® (Pear Therapeutics, Inc.) received FDA 510(k) marketing clearance (K191716) 
as substantially equivalent to a marketed predicate device (reSET®). It is indicated to provide a 
neurobehavioral intervention (Cognitive Behavioral Therapy for Insomnia) in individuals 22 years 
of age and older with chronic insomnia. FDA Product Code: PWE. 

In 2019, d-Nav® Insulin Management Program (Hygieia, Inc.) received FDA 510(k) marketing 
clearance (K181916) as substantially equivalent to a marketed predicate device. It is indicated as 
a software device that calculates the next dose of insulin to aid in optimizing insulin 
management for adult individuals with type 2 diabetes. FDA Product Code: NDC 

In 2018, the leva® Pelvic Floor Trainer received FDA 510(k) marketing clearance (K180637) as 
substantially equivalent to a marketed predicate device. The FDA states its indications for use 
are: “1) strengthening of the pelvic floor muscles and 2) rehabilitation and training of weak 
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pelvic floor muscles for the treatment of stress, mixed, and mild to moderate urgency urinary 
incontinence in women.” The device interacts with the user via smart phone technology. In 2019, 
the FDA expanded the indications for use of the leva Pelvic Digital Health System (K192270) to 
include women with overactive bladder. FDA Product Code: HIR 

In 2021, the leva® Pelvic Health System (Renovia, Inc.) received marketing clearance (K212495) 
as substantially equivalent to their previously marketed predicate device. This model is called 
leva-02 and was tested with a risk analysis performed for biocompatibility based on the changes 
made to the device in hardware and software. FDA Product Code: HIR 

In 2018, MindMotion™GO (MindMaze) received FDA 510(k) marketing clearance (K173931) as 
substantially equivalent to previously marketed predicate devices. FDA states its indication for 
use is, “as a medical device software used in combination with the Microsoft Kinect v2 and Leap 
Motion controller that supports the physical rehabilitation of adults in the clinic and at home. 
The software includes rehabilitation exercises for the upper extremity, trunk, and lower 
extremity.” Approval by a medical professional is required prior to use. FDA Product Code: LXJ 

In 2017, BlueStar® Rx (WellDoc, Inc.) received FDA 510(k) marketing clearance (K162532) as 
substantially equivalent to a marketed predicate device DiabetesManager®Rx (the initial and 
subsequent clearances prior to this provided coaching messages based on real-time blood 
glucose levels but had no insulin dose calculator [K100066 2010, K112370 2011, K120314 2012, 
K141273, 2014 BlueStar name first used, K162225 2016]). The FDA states, “It is indicated for use 
in individuals 21 years of age or older who have type 2 diabetes. The software system captures, 
stores, and transmits blood glucose data and then analyzes and reports the data in support of 
diabetes self-management by providing coaching messages (motivational, behavioral, 
educational) based on real-time blood glucose values. The software is for use on mobile phones 
or personal computers. It also includes an insulin dose calculator which allows individuals to 
calculate a dose of their prescribed insulin regimen for a given amount of carbohydrates and/or 
blood glucose value”. FDA Product Code: LNX, NDC.  

In 2019, the FDA expanded the indications for use of BlueStar®Rx to individuals 18 years of age 
or older who have type 1 or type 2 diabetes. (K190013). FDA Product Code: MRZ, NDC. 

In 2020, the FDA expanded the indications for use of BlueStar®Rx to basal insulin users with 
type 2 diabetes and now includes an Insulin Adjustment Program (IAP) (K193654) which 
calculates appropriate long-acting basal insulin doses for titrating insulin levels based on 
configuration by a healthcare provider (the healthcare provider must activate and configure the 
IAP for individual-specific parameters). FDA Product Code: MRZ, LNX, NDC. 
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In 2021, the FDA cleared a BlueStar®Rx modified device (K203434) to add a bolus titration 
feature and compatibility with pre-mixed insulin. FDA Product Code: NDC 

In 2017, My Dose Coach™ (Sanofi, Inc.) received FDA 510(k) marketing clearance (K163099) and 
as substantially equivalent to a marketed predicate device. The indications for use described by 
the FDA state “it is indicated for single individual use outside the clinic setting by a previously 
diagnosed Type 2 Diabetic who has been prescribed a once-daily long-acting basal insulin.” The 
FDA notes it in to be used as an aid to the individual to provide dose suggestions based on 
individualized dose instructions configured and activated for the individual by the health care 
provider. These dose suggestions are based on the individual’s fasting blood glucose and 
hypoglycemic occurrences. Later in 2017 it was updated (K171230) to state it provides dose 
suggestions of once-daily long-acting insulin (i.e., basal insulin titration) based on the 
individual’s fasting blood glucose and hypoglycemic occurrences. FDA Product Code: NDC 

In 2016, Insulia® Diabetes Management Companion (Voluntis) received FDA 510(k) marketing 
clearance (K161433) as substantially equivalent to a marketed predicate device. The FDA states, “ 
it is indicated for use by healthcare professionals and their type 2 adult diabetes individuals 
treated with long-acting insulin analog.” The FDA notes that the software provides “secure 
capture, storage, and transmission of diabetes-related healthcare information to enhance data 
management, to display reports and graphs, and to aid the healthcare professional and the 
individual in the review, analysis, and evaluation of individual data in order to support effective 
diabetes management.” It includes a basal calculator to provide direction to the individual in 
response to blood glucose and health events based on the treatment plan provided by a 
healthcare professional for insulin adjustments. It is compatible for use with the following long-
acting analogs: Lantus®, Levemir®, Toujeo®, Basaglar®, and Tresiba®. Additional dosing 
modifications of these insulin analogs received FDA 510(k) marketing clearance in 2017 
(K170669) and (K172177), and in 2020 (K202596) when it was modified to be compatible with 
Semglee® long-acting insulin. FDA Product Code: NDC 
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History  

 

Date Comments 
08/01/21 New policy, approved July 13, 2021. Add to Miscellaneous section. Medically necessary 

when criteria are met. Investigational when all criteria are not met. 

10/01/21 Updated Related Policies, added policy 3.03.03 Prescription Digital Therapeutics for 
Attention Deficit/Hyperactivity Disorder. 

04/01/2022 Coding update. Added new HCPC code A9291. 

05/01/22 Interim Review, approved April 12, 2022. Added d-Nav®Insulin Management Program, 
Insulia® Diabetes Management Companion, My Dose Coach™ basal titration, leva® 
Pelvic Health System, and MindMotion™ GO to the list of FDA approved prescription 
digital therapeutics that are considered investigational. 

07/01/22 Interim Review, approved June 14, 2022. Added RelievRx for the treatment of chronic 
low back pain to the list of FDA approved prescription digital therapeutics that are 
considered investigational. 

09/01/22 Interim Review, approved August 9, 2022. Added Mahana™ for IBS to the list of FDA 
approved prescription digital therapeutics that are considered investigational.  

10/01/22 Interim Review, approved September 12, 2022. Removed content on Canvas DX as it is 
now addressed in 3.03.01 Prescription Digital Health Diagnostic Aid for Autism 
Spectrum Disorder. Updated description of A9291. Changed the wording from 
"patient" to "individual" throughout the policy for standardization. 

01/01/23 Annual Review, approved December 13, 2022. Policy reviewed. References added. 
Added CureSight to the list of FDA approved prescription digital therapeutics that are 
considered investigational. Added CPT codes 0704T, 0705T, 0706T. Added new CPT 
codes 0740T and 0741T effective 1/1/2023.  

04/01/23 Coding update. Added new HCPC code E1905. 

 

Disclaimer: This medical policy is a guide in evaluating the medical necessity of a particular service or treatment. The 
Company adopts policies after careful review of published peer-reviewed scientific literature, national guidelines and 
local standards of practice. Since medical technology is constantly changing, the Company reserves the right to review 
and update policies as appropriate. Member contracts differ in their benefits. Always consult the member benefit 
booklet or contact a member service representative to determine coverage for a specific medical service or supply. 

https://www.welldoc.com/indications-for-use/
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CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). ©2023 Premera 
All Rights Reserved. 

Scope: Medical policies are systematically developed guidelines that serve as a resource for Company staff when 
determining coverage for specific medical procedures, drugs or devices. Coverage for medical services is subject to 
the limits and conditions of the member benefit plan. Members and their providers should consult the member 
benefit booklet or contact a customer service representative to determine whether there are any benefit limitations 
applicable to this service or supply. This medical policy does not apply to Medicare Advantage. 

 



Premera Blue Cross is an independent licensee of the Blue Cross Blue Shield Association serving businesses and residents of Alaska and Washington State, excluding Clark County.  

052493 (07-01-2021) 

Discrimination is Against the Law 

Premera Blue Cross (Premera) complies with applicable Federal and Washington state civil rights laws and does not discriminate on the basis of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera does not exclude people or treat them differently because of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera provides free aids and services to people with disabilities to 
communicate effectively with us, such as qualified sign language interpreters and written information in other formats (large print, audio, accessible 
electronic formats, other formats). Premera provides free language services to people whose primary language is not English, such as qualified interpreters 
and information written in other languages. If you need these services, contact the Civil Rights Coordinator. If you believe that Premera has failed to 
provide these services or discriminated in another way on the basis of race, color, national origin, age, disability, sex, gender identity, or sexual orientation, 
you can file a grievance with: Civil Rights Coordinator ─ Complaints and Appeals, PO Box 91102, Seattle, WA 98111, Toll free: 855-332-4535, Fax: 425-918-5592, 
TTY: 711, Email AppealsDepartmentInquiries@Premera.com. You can file a grievance in person or by mail, fax, or email. If you need help filing a 
grievance, the Civil Rights Coordinator is available to help you. You can also file a civil rights complaint with the U.S. Department of Health and Human 
Services, Office for Civil Rights, electronically through the Office for Civil Rights Complaint Portal, available at https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, 
or by mail or phone at: U.S. Department of Health and Human Services, 200 Independence Ave SW, Room 509F, HHH Building, Washington, D.C. 20201, 
1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.html.  

Washington residents: You can also file a civil rights complaint with the Washington State Office of the Insurance Commissioner, electronically through 
the Office of the Insurance Commissioner Complaint Portal available at https://www.insurance.wa.gov/file-complaint-or-check-your-complaint-status, or by 
phone at 800-562-6900, 360-586-0241 (TDD). Complaint forms are available at https://fortress.wa.gov/oic/onlineservices/cc/pub/complaintinformation.aspx.  

Alaska residents: Contact the Alaska Division of Insurance via email at insurance@alaska.gov, or by phone at 907-269-7900 or 1-800-INSURAK (in-state, 
outside Anchorage). 

Language Assistance 

ATENCIÓN: si habla español, tiene a su disposición servicios gratuitos de asistencia lingüística. Llame al 800-722-1471 (TTY: 711). 

PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tumawag sa 800-722-1471 (TTY: 711). 

注意：如果您使用繁體中文，您可以免費獲得語言援助服務。請致電 800-722-1471 (TTY：711）。 

CHÚ Ý: Nếu bạn nói Tiếng Việt, có các dịch vụ hỗ trợ ngôn ngữ miễn phí dành cho bạn.  Gọi số 800-722-1471 (TTY: 711). 

주의: 한국어를 사용하시는 경우, 언어 지원 서비스를 무료로 이용하실 수 있습니다. 800-722-1471 (TTY: 711) 번으로 전화해 주십시오. 

ВНИМАНИЕ: Если вы говорите на русском языке, то вам доступны бесплатные услуги перевода. Звоните 800-722-1471 (телетайп: 711). 

LUS CEEV: Yog tias koj hais lus Hmoob, cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau 800-722-1471 (TTY: 711). 

MO LOU SILAFIA: Afai e te tautala  Gagana fa'a Sāmoa, o loo iai auaunaga  fesoasoan, e fai fua e leai se totogi, mo oe, Telefoni mai: 800-722-1471 (TTY: 711). 

ໂປດຊາບ: ຖ້າວ່າ ທ່ານເວ ້ າພາສາ ລາວ, ການບໍລິການຊ່ວຍເຫ ຼື ອດ້ານພາສາ, ໂດຍບ່ໍເສັຽຄ່າ, ແມ່ນມີພ້ອມໃຫ້ທ່ານ. ໂທຣ 800-722-1471 (TTY: 711). 

注意事項：日本語を話される場合、無料の言語支援をご利用いただけます。800-722-1471 （TTY:711）まで、お電話にてご連絡ください。 

PAKDAAR: Nu saritaem ti Ilocano, ti serbisyo para ti baddang ti lengguahe nga awanan bayadna, ket sidadaan para kenyam.  Awagan ti 800-722-1471 (TTY: 711). 

УВАГА! Якщо ви розмовляєте українською мовою, ви можете звернутися до безкоштовної служби мовної підтримки.  Телефонуйте за 

номером 800-722-1471 (телетайп:  711). 

ប្រយ័ត្ន៖  បរើសិនជាអ្នកនិយាយ ភាសាខ្មែរ, បសវាជំនួយខ្ននកភាសា បោយមិនគិត្ឈ្ន លួ គឺអាចមានសំរារ់រំបរ ើអ្នក។  ចូរ ទូរស័ព្ទ   800-722-1471 (TTY: 711)។ 

ማስታወሻ:  የሚናገሩት ቋንቋ ኣማርኛ ከሆነ የትርጉም እርዳታ ድርጅቶች፣ በነጻ ሊያግዝዎት ተዘጋጀተዋል፡ ወደ ሚከተለው ቁጥር ይደውሉ 800-722-1471 (መስማት ለተሳናቸው: 711). 

XIYYEEFFANNAA: Afaan dubbattu Oroomiffa, tajaajila gargaarsa afaanii, kanfaltiidhaan ala, ni argama. Bilbilaa 800-722-1471 (TTY: 711). 

 (. 711)رقم هاتف الصم والبكم:    800-722-1471:  إذا كنت تتحدث اذكر اللغة، فإن خدمات المساعدة اللغوية تتوافر لك بالمجان.  اتصل برقم  ملحوظة

ਧਿਆਨ ਧਿਓ: ਜੇ ਤੁਸੀਂ ਪੰਜਾਬੀ ਬੋਲਿੇ ਹ,ੋ ਤਾਂ ਭਾਸ਼ਾ ਧ ਿੱ ਚ ਸਹਾਇਤਾ ਸੇ ਾ ਤੁਹਾਡੇ ਲਈ ਮੁਫਤ ਉਪਲਬਿ ਹ।ੈ 800-722-1471 (TTY: 711) 'ਤ ੇਕਾਲ ਕਰੋ। 
เรียน: ถา้คุณพูดภาษาไทยคุณสามารถใชบ้ริการช่วยเหลือทางภาษาไดฟ้รี  โทร 800-722-1471 (TTY: 711). 

ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zur Verfügung. Rufnummer: 800-722-1471 (TTY: 711). 

UWAGA: Jeżeli mówisz po polsku, możesz skorzystać z bezpłatnej pomocy językowej. Zadzwoń pod numer 800-722-1471 (TTY: 711). 

ATANSYON: Si w pale Kreyòl Ayisyen, gen sèvis èd pou lang ki disponib gratis pou ou.  Rele 800-722-1471 (TTY: 711). 

ATTENTION : Si vous parlez français, des services d'aide linguistique vous sont proposés gratuitement. Appelez le 800-722-1471 (ATS : 711). 

ATENÇÃO: Se fala português, encontram-se disponíveis serviços linguísticos, grátis.  Ligue para 800-722-1471 (TTY: 711). 

ATTENZIONE: In caso la lingua parlata sia l'italiano, sono disponibili servizi di assistenza linguistica gratuiti. Chiamare il numero  800-722-1471 (TTY: 711).  

 تماس بگیريد.   1471-722-800 (TTY: 711): اگر به زبان فارسی گفتگو می کنید، تسهیالت زبانی بصورت رايگان برای شما فراهم می باشد. با  توجه 
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