Health Law Resources

The following resource list is aimed to address guidance materials that will aid in complying with the various legal
requirements associated with mobile medical application development and implementation, remote patient
monitoring, and care coordination. The following list is not exhaustive and designed to highlight prominent resources
associated with selected laws and regulations relevant to mobile medical apps, RPM and care coordination.

e Telehealth and Telemedicine
o Telemedicine Policy, Regulations, and Reimbursement in Texas

(texmed.org) — Guidance maintained by the Texas Medical Association
including information on payment, licensing, prescribing and more.

o Link to a Texas Medical Association whitepaper outlining the laws and
regulations related to telemedicine:
https://www.texmed.org/TelemedicineWhitePaper/

o Texas Administrative Code (state.tx.us) — 22 Tex. Admin. Code §
354.1432 — Telemedicine and Telehealth Benefits and Limitations

o Texas Administrative Code (state.tx.us) — 22 Tex. Admin. Code § 174.8
— Telemedicine State Licensure Requirements

o TEX OCCUPATIONS CODE CHAPTER 111. TELEMEDICINE,
TELEDENTISTRY, AND TELEHEALTH (texas.gov) — Statute with
requirements for practitioners engaged in telemedicine services.

o TEXOCCUPATIONS CODE CHAPTER 159. PHYSICIAN-PATIENT
COMMUNICATION (texas.gov) — Statute with requirements for
practitioners communicating with patients.

o TEX OCCUPATIONS CODE CHAPTER 562. PRACTICE BY
LICENSE HOLDER (texas.gov) — Statute with requirements for
practitioners issuing prescriptions to patients.

o Telehealth.HHS.gov: Learn how to access or provide telehealth care —
Site maintained by the US Department of Health and Human Services
with information geared towards both individuals and providers seeking
to receive or offer telehealth services, including best practice guides,
licensure and telehealth policies. Licensure | Telehealth.HHS.gov;
Telehealth policy | Telehealth. HHS.gov.

e FDA Mobile Medical Application Guidance

o Policy for Device Software Functions and Mobile Medical Applications
| FDA — Guidance issued by the Food and Drug Administration related
to its application of regulatory oversight to certain software, such as
software and MMA intended for use on mobile platforms.




o Device Software Functions Including Mobile Medical Applications |
FDA — FDA maintained guidance providing high level overview of
FDA’s policies related to mobile applications.

o Digital Health Policy Navigator | FDA — A FDA maintained tool to assist
developers/entities in determining whether a certain product’s software
functions may fall within FDA oversight.

o Mobile Health App Interactive Tool | Federal Trade Commission
(ftc.gov) — Interactive tool developed by the Federal Trade Commission
to assist app developers seeking to comply with various laws and
regulations that may apply to such developers, including adherence too
the Food, Drug and Cosmetic Act.

o Examples of Device Software Functions the FDA Regulates | FDA —
Document maintained by the FDA providing examples of device
software functions regulated by the FDA.

o Holland & Knight Healthcare Blog and Presentations

= Digital Health: FDA Issues Long-Awaited Draft Guidance on
Clinical Decision Support Technology | Insights | Holland &
Knight (hklaw.com)

= New FDA Digital Health Program | Insights | Holland & Knight
(hklaw.com)

=  FDA Announces New Initiatives to Regulate Digital Health
Technologies | Insights | Holland & Knight (hklaw.com)

e The Health Insurance Portability and Accountability Act and State Privacy Laws

o HIPAA Training and Resources | HHS.gov — Resources page maintained by the US Department of
Health and Human Services, including links to training materials and HIPAA guides, including
Health IT Privacy and Security Resources for Providers | HealthIT.gov; and HIPAA Basics for

Providers: Privacy, Security, & Breach Notification Rules (cms.gov).

o HIPAA FAQs for Professionals | HHS.gov — Frequently Asked
Questions page geared toward providers, health plans, health care
clearinghouses, business associates and other professionals that interact
with protected health information. This page can be used for various
questions that may arise when attempting to comply with HIPAA.

o HIPAA Home | HHS.gov — General HIPAA landing page maintained by
the US Department of Health and Human Services, with general
information on compliance with HIPAA, including complying with
HIPAA and other privacy regulations, like 42 CFR Part 2 and HIPAA
Guidance Materials such as, Guidance Materials | HHS.gov.




o eCFR:: 45 CFR Part 164 -- Security and Privacy; —eCFR :: 45 CFR Part

160 -- General Administrative Requirements; Text to HIPAA
regulations, including the Privacy, Security and Breach Notification
Rules.

o TEX HEALTH & SAFETY CODE CHAPTER 181. MEDICAL
RECORDS PRIVACY (texas.gov) — Statute with state requirements for
privacy and protection of health information.

o Holland & Knight Healthcare Blog and Presentations

=  Substance Use Disorder Confidentiality Regulations Modified
to Align with HIPAA | Insights | Holland & Knight (hklaw.com)

=  Lawsuit Seeks to Block OCR HIPAA Guidance on Online
Tracking Tools | Insights | Holland & Knight (hklaw.com)

= Don't Forget the March 1 HIPAA Smaller Breach Reporting
Deadline | Insights | Holland & Knight (hklaw.com)

=  Avoiding HIPAA Headaches and Hassles | Insights | Holland &
Knight (hklaw.com)

=  HIPAA and Digital Health Mistakes: An Interview With
Shannon Hartsfield | Insights | Holland & Knight (hklaw.com)

e Federal Antikick Back Statute

o Fraud & Abuse Laws | Office of Inspector General | Government
Oversight | U.S. Department of Health and Human Services (hhs.gov) —
General overview related to fraud, waste and abuse laws and regulations
as maintained by the US Department of Health and Human Services
Office of Inspector General.

o COMPARISON OF THE ANTI-KICKBACK STATUTE AND STARK
LAW?* (hhs.gov) — One pager highlighting the differences between AKS
and Stark.

o Laws Against Health Care Fraud Fact Sheet (cms.gov) — Fact sheet
related to fraud, waste and abuse laws, including AKS, as published by
the US Department of Health and Human Services Center for Medicare
and Medicaid Services.

o Federal Register :: Medicare and State Health Care Programs: Fraud and
Abuse; Revisions to Safe Harbors Under the Anti-Kickback Statute, and
Civil Monetary Penalty Rules Regarding Beneficiary Inducements —
Final Rule of new Anti-Kickback Statute Safe Harbor Regulations.
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