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“Take Two MOBAs and Call Me 
in the Morning”—Video Games 
May Soon Be Prescribed to 
Treat Medical Conditions
Stuart Irvin, Rujul Desai, Olivia Dworkin, and Beth Braiterman*

In this article, the authors explain that video games can be used to treat 
medical conditions and the Food and Drug Administration has demonstrated 
a willingness to authorize a video game as safe and effective for medical uses 
in appropriate circumstances.

Video games, and the industry that develops and distributes 
them, have long been criticized (whether fairly or unfairly) for 
causing physical and psychological harm to those who play them.

The physical injuries attributed by some to video games include 
various repetitive stress disorders, including carpal tunnel syn-
drome, tennis elbow, and “gamer’s thumb.” There have been various 
attempts to link video games to obesity, although a recent review of 
clinical studies found1 ambiguous evidence on the extent to which 
video game play is significantly associated with obesity. There is 
also a reported risk of seizures in some individuals who play video 
games, as the full-screen warning on some console games explains.

The psychological harm that is alleged to be associated with 
video games has been harder to study and quantify. While the 
World Health Organization (WHO) included2 “gaming disorder” 
as a behavioral addiction in its diagnostic system, the Interna-
tional Classification of Diseases, in 2018, also noted3 that studies 
suggest that this gaming disorder affects only a small proportion 
of people who engage in video-gaming activities. The approach of 
the WHO to gaming issues has been controversial. The UK’s Chief 
Medical Officer conducted a comprehensive review of the research 
on screen-based activities and mental health in children in 2019 
and concluded that the “research does not present evidence of a 
causal relationship between screen-based activities and mental 
health problems.”4 Against this backdrop of allegations aimed at 
video games, it is somewhat surprising to many when they learn 
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that video games are being specifically developed to be prescribed 
by health care professionals to help treat patients with a variety 
of medical conditions, including patients with attention deficient 
hyperactivity disorder, or ADHD. Some early successes in using 
video games to treat ADHD suggest that video games have the 
potential to become an important tool for practitioners dealing 
with many different medical conditions, and there is increasing 
evidence of safety and efficacy. 

Do I Need an Rx for My Controller?

When developed for medical purposes, video games may be 
medical devices, which in the United States are subject to the 
authority of the Food and Drug Administration (FDA). Section 
201(h) of the Federal Food, Drug, and Cosmetic Act defines a 
“medical device” to include an instrument, apparatus, implement, 
machine, contrivance, implant, or in vitro reagent that is intended 
to diagnose, cure, mitigate, treat, or prevent disease in man.5 That 
definition does not expressly include (or exclude) software, but 
over many years the FDA has established a regulatory approach 
for software intended to be used for one or more medical purpos-
es.6 In fact, FDA has authorized non-gaming prescription digital 
therapeutics, or PDTs, which use software to treat or manage a wide 
array of diseases and conditions. So, while it might at first seem 
that the regulatory processes of the FDA are better suited for more 
traditional medical device products—like heart stents or MRIs—the 
FDA has demonstrated a willingness to authorize a video game as 
safe and effective for medical uses in appropriate circumstances. 

For example, in June 2020, the FDA authorized7 EndeavorRx 
the first game-based PDT to improve attention function in children 
with ADHD. Created by Akili Interactive, EndeavorRx specifically 
targets8 cognitive processes involved in attention function and 
delivers therapy through an immersive video game experience. 
The FDA found that EndeavorRx improved attention function in 
children ages 8 to 12 with certain types of ADHD and authorized9 
the video game for marketing in the United States as a PDT. In 
January 2023, Akili released10 new data showing safety and efficacy 
of EndeavorRx in adolescents, and the company stated its inten-
tion to seek FDA authorization for marketing to patients ages 13 
to 17. Since June 2020, the FDA has also reviewed and authorized 
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marketing of virtual reality (VR)–based PDTs to improve vision11 
in children with lazy eye and reduce chronic pain.12

Just What the Doctor Ordered

Gaming’s entry into the health care sector has been underway 
for some time. For more than a decade, researchers have been 
looking13 for ways to use video games to improve health outcomes, 
particularly in the areas of psychological and physical therapy. 
Video games are an attractive treatment option for doctors, patients, 
and health insurers, given the potential for higher engagement and 
retention rates, as well as the cost advantage and convenience that 
comes from digital distribution. 

With over 227 million14 people in the United States already 
playing video games every week, and approximately 74% of U.S. 
households15 already having at least one person who plays video 
games, the infrastructure to deploy digital therapeutics through 
video gaming is already in place, and is growing rapidly. As video 
games are used to treat more conditions and become more widely 
researched and better understood, there may be more widespread 
acceptance and understanding of improved health care outcomes 
that could come with game-based PDTs.

FDA Approval Before App Store Approval?

A game developer needs more than a license to Unreal or Unity 
and programming skills in order to create and market a PDT. The 
burden (and cost) associated with obtaining marketing authoriza-
tion for a medical device varies depending on its “risk class” and 
whether a similar device already exists, but it generally is signifi-
cant. The FDA imposes requirements for devices starting as early 
as product design, and continuing through testing and clinical 
studies (if required), submission and review of a marketing applica-
tion (if required), and then post-market obligations. For example, 
even after a PDT has marketing authorization from the FDA, the 
manufacturer is responsible for monitoring and reporting safety 
concerns, and many times cannot make changes to the PDT without 
additional authorization from the FDA. 

As the experience with EndeavorRx shows, authorization can be 
secured and video game products can be marketed as PDTs, but the 
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FDA process is by no means a rubber stamp. It can be expensive and 
time-consuming for developers and comes with both pre-market 
and post-market requirements. 

Ready Payer One—Is My Grand Theft Auto 
Covered by Insurance?

A game developer may be willing to make the investment in 
securing approvals for a video game as a PDT for the simple reason 
that PDTs, when properly prescribed, may qualify for insurance 
reimbursement. In August 2022, Highmark, a provider-payer orga-
nization, became the first large commercial insurer to expressly 
state16 in its medical policy that it will cover PDTs—including 
EndeavorRx—when prescribed by a provider and used appropri-
ately according to the product’s marketing approval. PDT manufac-
turers also have achieved17 some success facilitating access to PDTs 
for state Medicaid program beneficiaries. In January 2023, Pear 
Therapeutics announced18 that two of its non-gaming PDTs, which 
are used to treat substance and opioid use disorders, will be listed 
on the Florida Medicaid preferred drug list alongside more tradi-
tional drugs and biologics; this follows news of a pilot program19 
with California’s Medicaid program to support the implementation 
of the state’s Recovery Incentives Program.

Insurance reimbursement could represent a new source of rev-
enue for game developers and for many gamers a video game will 
be a lot more fun if Aetna, Blue Cross, or CIGNA is paying the cost.

Conclusion

The FDA, applying the rigorous requirements of the Federal 
Food, Drug, and Cosmetic Act, has already concluded that a video 
game can be authorized and marketed for medical purposes. Video 
games have obvious advantages when it comes to patient engage-
ment and retention rates, and come with the cost advantages of 
digital distribution and potential insurance reimbursement. That 
said, video game developers will need to clear regulatory hurdles 
before marketing a game as a PDT—which can be expensive and 
time consuming—so do not expect to get a prescription from your 
doctor for Fortnite or Elden Ring anytime soon. 



2023]	 Video Games May Soon Be Prescribed to Treat Medical Conditions	 291

Notes
*  The authors, attorneys with Covington & Burling LLP, may be contacted 

at sirvin@cov.com, rdesai@cov.com, odworkin@cov.com, and bbraiterman@ 
cov.com, respectively.

1.  https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7078026/. 
2.  https://www.who.int/news-room/questions-and-answers/item/addic 

tive-behaviours-gaming-disorder. 
3.  https://www.who.int/news-room/questions-and-answers/item/addic 

tive-behaviours-gaming-disorder. 
4.  https://closer.ac.uk/news-opinion/news/policy-alert-online-harms- 

white-paper/. 
5.  https://www.govinfo.gov/content/pkg/COMPS-973/pdf/COMPS-973 

.pdf. 
6.  https://www.fda.gov/medical-devices/digital-health-center-excel 

lence/software-medical-device-samd. 
7.  https://www.fda.gov/news-events/press-announcements/fda-per 

mits-marketing-first-game-based-digital-therapeutic-improve-attention-
function-children-adhd. 

8.  https://www.hcpendeavorrx.com/. 
9.  https://www.accessdata.fda.gov/cdrh_docs/reviews/DEN200026.pdf. 

10.  https://www.businesswire.com/news/home/20230105005322/en/Piv 
otal-Trial-of-EndeavorRx%E2%93%87-in-Adolescents-with-ADHD-Shows- 
Robust-Improvements-in-Attention-and-Broader-Clinical-Outcomes. 

11.  https://www.bloomberg.com/press-releases/2021-10-20/luminopia-
announces-fda-approval-of-digital-therapeutic-that-uses-tv-shows-to-
improve-vision-in-children-with-lazy-eye. 

12.  https://www.fda.gov/news-events/press-announcements/fda- 
authorizes-marketing-virtual-reality-system-chronic-pain-reduction. 

13.  https://pubmed.ncbi.nlm.nih.gov/22608382/. 
14.  https://truelist.co/blog/gaming-statistics. 
15.  https://truelist.co/blog/gaming-statistics. 
16.  https://securecms.highmark.com/content/medpolicy/en/highmark/

pa/commercial/policies/Miscellaneous/Z-105/Z-105-001.html. 
17.  https://peartherapeutics.com/oklahoma-health-care-authority-and-

pear-therapeutics-enter-into-value-based-agreement-for-reset-and-reset-o/. 
18.  https://www.businesswire.com/news/home/20230118005318/en/

Pear-Therapeutics-Announces-Inclusion-of-reSET%C2%AE-and-reSET-
O%C2%AE-on-the-January-2023-Florida-Medicaid-Preferred-Drug-List. 

19.  https://peartherapeutics.com/california-department-of-health-care-
services-awards-contract-to-pear-therapeutics-to-support-the-recovery-
incentives-program/. 

mailto:sirvin@cov.com
mailto:rdesai@cov.com
mailto:odworkin@cov.com
mailto:bbraiterman@cov.com
mailto:bbraiterman@cov.com
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7078026/
https://www.who.int/news-room/questions-and-answers/item/addictive-behaviours-gaming-disorder
https://www.who.int/news-room/questions-and-answers/item/addictive-behaviours-gaming-disorder
https://www.who.int/news-room/questions-and-answers/item/addictive-behaviours-gaming-disorder
https://www.who.int/news-room/questions-and-answers/item/addictive-behaviours-gaming-disorder
https://closer.ac.uk/news-opinion/news/policy-alert-online-harms-white-paper/
https://closer.ac.uk/news-opinion/news/policy-alert-online-harms-white-paper/
https://www.govinfo.gov/content/pkg/COMPS-973/pdf/COMPS-973.pdf
https://www.govinfo.gov/content/pkg/COMPS-973/pdf/COMPS-973.pdf
https://www.fda.gov/medical-devices/digital-health-center-excellence/software-medical-device-samd
https://www.fda.gov/medical-devices/digital-health-center-excellence/software-medical-device-samd
https://www.fda.gov/news-events/press-announcements/fda-permits-marketing-first-game-based-digital-therapeutic-improve-attention-function-children-adhd
https://www.fda.gov/news-events/press-announcements/fda-permits-marketing-first-game-based-digital-therapeutic-improve-attention-function-children-adhd
https://www.fda.gov/news-events/press-announcements/fda-permits-marketing-first-game-based-digital-therapeutic-improve-attention-function-children-adhd
https://www.hcpendeavorrx.com/
https://www.accessdata.fda.gov/cdrh_docs/reviews/DEN200026.pdf
https://www.businesswire.com/news/home/20230105005322/en/Pivotal-Trial-of-EndeavorRx%E2%93%87-in-Adolescents-with-ADHD-Shows-Robust-Improvements-in-Attention-and-Broader-Clinical-Outcomes
https://www.businesswire.com/news/home/20230105005322/en/Pivotal-Trial-of-EndeavorRx%E2%93%87-in-Adolescents-with-ADHD-Shows-Robust-Improvements-in-Attention-and-Broader-Clinical-Outcomes
https://www.businesswire.com/news/home/20230105005322/en/Pivotal-Trial-of-EndeavorRx%E2%93%87-in-Adolescents-with-ADHD-Shows-Robust-Improvements-in-Attention-and-Broader-Clinical-Outcomes
https://www.bloomberg.com/press-releases/2021-10-20/luminopia-announces-fda-approval-of-digital-therapeutic-that-uses-tv-shows-to-improve-vision-in-children-with-lazy-eye
https://www.bloomberg.com/press-releases/2021-10-20/luminopia-announces-fda-approval-of-digital-therapeutic-that-uses-tv-shows-to-improve-vision-in-children-with-lazy-eye
https://www.bloomberg.com/press-releases/2021-10-20/luminopia-announces-fda-approval-of-digital-therapeutic-that-uses-tv-shows-to-improve-vision-in-children-with-lazy-eye
https://www.fda.gov/news-events/press-announcements/fda-authorizes-marketing-virtual-reality-system-chronic-pain-reduction
https://www.fda.gov/news-events/press-announcements/fda-authorizes-marketing-virtual-reality-system-chronic-pain-reduction
https://pubmed.ncbi.nlm.nih.gov/22608382/
https://truelist.co/blog/gaming-statistics
https://truelist.co/blog/gaming-statistics
https://securecms.highmark.com/content/medpolicy/en/highmark/pa/commercial/policies/Miscellaneous/Z-105/Z-105-001.html
https://securecms.highmark.com/content/medpolicy/en/highmark/pa/commercial/policies/Miscellaneous/Z-105/Z-105-001.html
https://peartherapeutics.com/oklahoma-health-care-authority-and-pear-therapeutics-enter-into-value-based-agreement-for-reset-and-reset-o/
https://peartherapeutics.com/oklahoma-health-care-authority-and-pear-therapeutics-enter-into-value-based-agreement-for-reset-and-reset-o/
https://www.businesswire.com/news/home/20230118005318/en/Pear-Therapeutics-Announces-Inclusion-of-reSET%C2%AE-and-reSET-O%C2%AE-on-the-January-2023-Florida-Medicaid-Preferred-Drug-List
https://www.businesswire.com/news/home/20230118005318/en/Pear-Therapeutics-Announces-Inclusion-of-reSET%C2%AE-and-reSET-O%C2%AE-on-the-January-2023-Florida-Medicaid-Preferred-Drug-List
https://www.businesswire.com/news/home/20230118005318/en/Pear-Therapeutics-Announces-Inclusion-of-reSET%C2%AE-and-reSET-O%C2%AE-on-the-January-2023-Florida-Medicaid-Preferred-Drug-List
https://peartherapeutics.com/california-department-of-health-care-services-awards-contract-to-pear-therapeutics-to-support-the-recovery-incentives-program/
https://peartherapeutics.com/california-department-of-health-care-services-awards-contract-to-pear-therapeutics-to-support-the-recovery-incentives-program/
https://peartherapeutics.com/california-department-of-health-care-services-awards-contract-to-pear-therapeutics-to-support-the-recovery-incentives-program/


RAILThe Journal of Robotics, 
Artificial Intelligence & Law

Volume 6, No. 4 | July–August 2023

	229	 Editor’s Note: AI
		  Victoria Prussen Spears

	233	 AI as Inventor or Author—Developing Trends
		  Paul Ragusa and Nick Palmieri

	239	 AI Systems Versus Copyright Protection: Exactly Where Should 
We Draw the Lines?

		  Randall K. McCarthy

	247	 Trusting AI Systems
		  James W. McPhillips, Elizabeth Zimmer, Sandro Serra, and  

Mia Rendar

	257	 AI-Created Content of the Future: Helpful or Harmful?
		  Neil Sahota

	265	 Everyone’s Talking AI, Including the Federal Trade Commission: 
Key Takeaways from the FTC’s 2023 AI Guidance

	 	 Christiana State, Preetha Chakrabarti, Dalton Hughes, and  
Sarah Rippy

	271	 Using AI for Competitive Advantage
	 	 David L. McCombs, Dina Blikshteyn, Eugene Goryunov, and 

Nicolette Nunez

	277	 Why a Data Scientist Needs a Lawyer to Correct Algorithmic 
Discrimination

	 	 Bradley Merrill Thompson

	287	 “Take Two MOBAs and Call Me in the Morning”—Video Games 
May Soon Be Prescribed to Treat Medical Conditions

	 	 Stuart Irvin, Rujul Desai, Olivia Dworkin, and Beth Braiterman

	293	 Treating Crypto Fairly: New UK Government Consults on a 
Comprehensive Regulatory Regime for Cryptoassets

	 	 Richard Frase, Daniel Natoff, and Simon Wright



EDITOR-IN-CHIEF

Steven A. Meyerowitz
President, Meyerowitz Communications Inc.

EDITOR

Victoria Prussen Spears
Senior Vice President, Meyerowitz Communications Inc.

BOARD OF EDITORS

Melody Drummond Hansen
Partner, Baker & Hostetler LLP

Jennifer A. Johnson
Partner, Covington & Burling LLP

Paul B. Keller
Partner, Allen & Overy LLP

Garry G. Mathiason
Shareholder, Littler Mendelson P.C.

Elaine D. Solomon
Partner, Blank Rome LLP

Linda J. Thayer
Partner, Finnegan, Henderson, Farabow, Garrett & Dunner LLP

Edward J. Walters
Chief Executive Officer, Fastcase Inc.

John Frank Weaver
Director, McLane Middleton, Professional Association



THE JOURNAL OF ROBOTICS, ARTIFICIAL INTELLIGENCE & LAW (ISSN 
2575-5633 (print) /ISSN 2575-5617 (online) at $495.00 annually is published 
six times per year by Full Court Press, a Fastcase, Inc., imprint. Copyright 
2023 Fastcase, Inc. No part of this journal may be reproduced in any form—by 
microfilm, xerography, or otherwise—or incorporated into any information 
retrieval system without the written permission of the copyright owner. For 
customer support, please contact Fastcase, Inc., 729 15th Street, NW, Suite 500, 
Washington, D.C. 20005, 202.999.4777 (phone), or email customer service at 
support@fastcase.com. 

Publishing Staff
Publisher: Morgan Morrissette Wright
Production Editor: Sharon D. Ray
Cover Art Design: Juan Bustamante

Cite this publication as:

The Journal of Robotics, Artificial Intelligence & Law (Fastcase)

This publication is sold with the understanding that the publisher is not engaged 
in rendering legal, accounting, or other professional services. If legal advice or 
other expert assistance is required, the services of a competent professional should 
be sought.

Copyright © 2023 Full Court Press, an imprint of Fastcase, Inc.

All Rights Reserved.

A Full Court Press, Fastcase, Inc., Publication

Editorial Office

729 15th Street, NW, Suite 500, Washington, D.C. 20005
https://www.fastcase.com/ 

POSTMASTER: Send address changes to THE JOURNAL OF ROBOTICS, 
ARTIFICIAL INTELLIGENCE & LAW, 729 15th Street, NW, Suite 500, 
Washington, D.C. 20005.

mailto:support@fastcase.com
https://www.fastcase.com/


Articles and Submissions

Direct editorial inquiries and send material for publication to:

Steven A. Meyerowitz, Editor-in-Chief, Meyerowitz Communications Inc., 
26910 Grand Central Parkway, #18R, Floral Park, NY 11005, smeyerowitz@
meyerowitzcommunications.com, 631.291.5541.

Material for publication is welcomed—articles, decisions, or other items of interest 
to attorneys and law firms, in-house counsel, corporate compliance officers, 
government agencies and their counsel, senior business executives, scientists, 
engineers, and anyone interested in the law governing artificial intelligence and 
robotics. This publication is designed to be accurate and authoritative, but neither 
the publisher nor the authors are rendering legal, accounting, or other professional 
services in this publication. If legal or other expert advice is desired, retain the 
services of an appropriate professional. The articles and columns reflect only the 
present considerations and views of the authors and do not necessarily reflect 
those of the firms or organizations with which they are affiliated, any of the former 
or present clients of the authors or their firms or organizations, or the editors or 
publisher.

QUESTIONS ABOUT THIS PUBLICATION?

For questions about the Editorial Content appearing in these volumes or reprint 
permission, please contact: 

Morgan Morrissette Wright, Publisher, Full Court Press at mwright@fastcase.com 
or at 202.999.4878

For questions or Sales and Customer Service:

Customer Service
Available 8 a.m.–8 p.m. Eastern Time
866.773.2782 (phone)
support@fastcase.com (email)

Sales
202.999.4777 (phone)
sales@fastcase.com (email)

ISSN 2575-5633 (print)
ISSN 2575-5617 (online)

mailto:smeyerowitz%40meyerowitzcommunications.com?subject=
mailto:smeyerowitz%40meyerowitzcommunications.com?subject=
mailto:mwright@fastcase.com
mailto:support%40fastcase.com?subject=
mailto:sales%40fastcase.com?subject=

	irvin rail 6-4 cover
	00 rail front matter 6-4
	09 irvin



