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I’m not an attorney.

Consult an 
attorney.

This is complicated!

Disclosures
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• Healthcare laws & regulations still apply* regardless 
of whether in person or via telehealth: 

• Licensing
• Prescribing
• Anti-kickback/Stark
• Other fraud & abuse laws
• Liability
• Standard of care
• HIPAA & HITECH
• Corporate Practice of Medicine

Telemedicine Law

*Unless waived or loosened during the 
national healthcare emergency
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• Most jurisdictions include some sort 
of informed consent requirements 
in statutes, administrative code, 
and/or Medicaid policies

• Basics:
• Pt. rights, including right to stop or

refuse tx via telemed
• Pt responsibilities
• Formal complaint/grievance process
• Potential benefits, constraints, risks
• Discuss plan in case tech fails during 

session, state contingency plan

Informed Consent
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• Telemed coverage may not be included in standard 
medical malpractice policies: ask your insurer about 
TM & coverage in other states

• Act within scope of licensure

• Follow pt.-state laws & regs, provider
state, federal law, clinical guidelines

• Mitigate risk with strong provider 
credentialing practices & training 
specific to telemedicine delivery 

• Adopt same quality assurance & peer review practices as in-person

Medical Malpractice & Telemedicine
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• Medicare: Distant Site Provider must (still) be physically located within US 

Provider Location – Did You Know?
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Licensure: Evolving
• Telemedicine provider must be 

licensed in pt. state … or … 

• Interstate licensure compacts:
• Interstate Medical Licensure Compact (2016)
• Enhanced Nurse Licensure Compact (2018)
• PSYPACT (Psychology) (2016)

• Physical Therapy Compact (2016)
• REPLICA: Interstate EMS Compact
• Audiology & Speech-Language Pathology

Interstate Compact (in progress)
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Licensure Special Cases
• Peer-to-peer consultations
• Provider licensure in home state? 
• Federal programs (VA, IHS, tribal)
• Seeing your own established pt. 

in another state where you are 
not licensed? (WA says yes)

• Licensure waivers for COVID-19: 
Medicare & States/Medicaid

• PREP Act: Covered Counter-
measures—includes TH providers
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Provider-Patient Relationship
• Medicare allows video substitute for in-person exam: 

live, 2-way, real-time, A/V interactive communication

• FSMB guidelines: relationship can be established when physician is 
remote, with verified pt. ID & disclosure 
& validation of doc ID & credentials, 
+ appropriate consents

• AZ does not require in-person 
exam to establish relationship –
follows Medicare requirements (no S&F)

• Required to prescribe



© 2021 UA Board of Regents

Telemedicine Prescribing
• AZ Medical Board Policy Statement: 

Telemedicine should not be confused 
with internet prescribing. 

• Established provider-pt. relationship

• Not just an internet questionnaire
• Not just a phone call*

* Except for certain uses during PHE



© 2021 UA Board of Regents

The DEA & Telemedicine
• Ryan Haight Act (2009): 

• To prevent illegal distribution & 
dispensing of controlled substances 
through the Internet

• Must write a valid prescription for a 
legit medical purpose

• Must follow laws of pt. state
• Must be issued by practitioner who 

has conducted at least 1 in-person 
medical eval of pt. OR who meets 
1 of 7 telemedicine exceptions … 
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DEA Telemedicine Exceptions
1. Pt is being treated by & located in a DEA-registered 

hospital or clinic (or VA practitioner)

2. Telemedicine conducted with pt. in physical presence of another 
practitioner with DEA registration in pt. state (or VA)

3. IHS or tribal organization 

4. Public health emergency

5. Special registration for telemedicine

6. VA medical emergency with limitations

7. Other circumstances agreed on by HHS & DEA regulation



DEA Updates



© 2021 UA Board of Regents

3/31/2020 DEA Letter
• Buprenorphine can be prescribed to new 

& existing pts with OUD for 
maintenance or detoxification tx on the 
basis of a telephone eval.

• Must ensure Rx is for legit medical purpose
• Must feel adequate eval can be accomplished 

via telephone
• For DEA-registered opioid treatment programs: if program physician, PCP, or 

authorized healthcare professional under supervision of program physician 
determines adequate eval can be done by phone

• DATA-waivered practitioners complying with applicable standards of care
• State laws override if more strict
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OCR HIPAA Enforcement Discretion
• No penalties for noncompliance with HIPAA rules for 

good faith provision of telehealth

• Can use any non-public-facing audio or video communication products
• Examples: FaceTime, FB Messenger video chat, Google Hangouts, non-

healthcare Zoom, Skype

• For any medical condition – not just COVID-19

• Recommend using HIPAA-compliant

• Notify pts. of potential privacy risks, enable 
all possible encryption & privacy modes
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State Privacy & Security Laws
• You could avoid trouble 

with the OCR, but could 
be violating STATE privacy 
laws

• Also check state require-
ments re: using a non-
compliant platform
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Stark Law

“Winter is 
coming.”
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• Prohibits physicians from referring pts. for healthcare 
service payable by Medicare / Medicaid to an entity with 
which the physician has a financial relationship

• Goal: protect pts. from being steered to less convenient, lower quality, 
more expensive services due to physician’s financial self-interest

• Severe financial penalties ($15K per wrongful claim
+ 3x amount of government overpayment)

• Intent is not required!

• Exceptions include compensation or leases at FMV

Stark Law (Physician Self-Referral Law)
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Stark Law During COVID-19 PHE

Never 
Mind?

• OK to pay physician above or 
below FMV

• OK to rent office space or 
lease equipment below
FMV

• OK to loan with interest rate 
below FMV or on terms 
unavailable from lender

• Certain referrals OK
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• Severe financial penalties (Up to $100K per 
wrongful claim) & up to 10 years in prison

• Applies to anyone, all federal healthcare 
programs

• Prohibits knowingly offering or soliciting 
anything of value, directly or indirectly, in 
return for pt. referrals for Medicare services

• Telehealth space & equipment can be 
problematic

Anti-Kickback Statute (AKS)
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• HHS Office of the Inspector General

• Guidance letters for specific TH 
arrangements – “Safe Harbors”

• Specific to programs that requested

• Costly & lengthy process

• Fit into as many as you can!

AKS Safe Harbors
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CMS, OIG Stark/AKS Final Rule
• New, permanent exceptions for 

certain Value-Based Arrangements, 
Care Coord, Cybersecurity Tech & 
Services, Pt. Engagement & Support 
Tools (mHealth, TH), etc.

• Guidance on issues like determining 
FMV

• Clarifications to reduce admin 
burden

• Effective 1/19/2021
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• False Claims Act: 
• Liability on persons & companies who 

defraud gov. programs 

• If claim results from kickback or 
is made in violation of Stark Law, 
can form basis of FCA litigation - $$$ 

• Civil Monetary Penalties Law: 
• Prohibits inducements to beneficiaries

• Authorizes HHS OIG to impose fines 
for Medicare & Medicaid fraud

Violations lead to more liability
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OIG Flexibility: 
AKS & Civil Monetary Penalties Law
• Ordinarily, if practitioners waive costs owed by federal healthcare 

program beneficiaries (coinsurance, deductibles, copays), implicates 
AKS & CMP law prohibition on “inducements to beneficiaries”

• Now, flexibility to reduce or waive beneficiary cost-sharing for 
telehealth visits paid for by federal healthcare programs

• For COVID-19 PHE Only
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• Recipients of Medicare & Medicaid funds, if 
overpaid (any funds to which not entitled)

• When you have determined or should have 
determined, through the exercise of reasonable 
diligence …

• After finding error, 60 days to report it & return 
funds to HHS (MAC) or the state

• Significant financial penalties

Reverse False Claims Act
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• States may have their own self-
referral laws & other healthcare 
fraud & abuse laws

• Check with an attorney

State Fraud & Abuse Laws



Devices
• FDA Final Guidance (9/2019): 

• Telehealth products & tech are 
mobile medical apps if intended 
for use either as accessories to 
other regulated medical devices 
or to transform mobile tech 
platforms into regulated apps.

• If HIT is intended for use in 
diagnosis or treatment =
medical device
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Devices
• FDA Final Guidance 9/2019: If poses 

“minimal risk,” FDA won’t enforce

• FDA “Pre-Cert” program for 
companies w/ “culture of quality,” 
“organizational excellence” - still in 
pilot stage
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FDA Guidance – PHE
• Most apps & software for public health surveillance & 

communication are not medical devices regulated by FDA, including 
contact & location trackers, educational info, video platforms

• Expanded use of certain FDA-approved, non-invasive vital-sign 
measuring devices to be used by healthcare providers for RPM

• Relaxed certification on some Rx-only connected health tools designed 
to treat depression & other mental health conditions

• Won’t enforce requirements for lower risk 
devices like screening & preventative 
recommendations, checklist of symptoms, 
questionnaire 



What About the Future?
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Telehealth Policy 
Resources
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• States: 
Center for Connected Health 
Policy (CCHP) 
https://track.govhawk.com/
reports/24PKO/public

• Federal: 
Alliance for Connected Care 
http://connectwithcare.org/
telehealth-legislation/

Telehealth Legislative Trackers

https://track.govhawk.com/reports/24PKO/public
http://connectwithcare.org/telehealth-legislation/


Center for Connected Health Policy
• https://www.cchpca.org/

https://www.cchpca.org/
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ATP/SWTRC COVID & Telehealth Site
• https://southwesttrc.org/resources/covid19

https://southwesttrc.org/resources/covid19
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Thank you!

Questions?

https://telemedicine.arizona.edu/contact

https://telemedicine.arizona.edu/contact
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