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Legal advice is highly dependent on the facts unique to each situation.  The content of this presentation is not legal advice and is 
provided for general information purposes only.  No attorney-client relationship is created by the use of this content. 



Agenda

• Overview of the last year’s headlines
• Regulatory updates
• Agency guidance
• Recommendations/strategies for 

implementation



Ok…What The….?







• January 27, 2020
• April 21, 2020
• July 23, 2020
• October 2, 2020
• January 7, 2021
• April 15, 2021

• July 19, 2021
• October 15, 2021
• January 14, 2022
• April 12, 2022
• July 15, 2022
• October 13, 2022
• January 11, 2023



Is There An End in Sight?

https://www.cms.gov/blog/creating-roadmap-end-covid-19-public-health-emergency

https://www.cms.gov/blog/creating-roadmap-end-covid-19-public-health-emergency


Provider-Specific Guidance

https://www.cms.gov/coronavirus-waivers

https://www.cms.gov/coronavirus-waivers




https://www.shrm.org/resourcesandtools/legal-and-compliance/employment-
law/pages/supreme-court-dobbs.aspx

https://www.shrm.org/resourcesandtools/legal-and-compliance/employment-law/pages/supreme-court-dobbs.aspx


https://www.hhs.gov/sites/default/file
s/emergency-medical-care-letter-to-
health-care-providers.pdf

https://www.cms.gov/files/document/qso-22-22-
hospitals.pdf

https://www.hhs.gov/sites/default/files/emergency-medical-care-letter-to-health-care-providers.pdf
https://www.cms.gov/files/document/qso-22-22-hospitals.pdf


Workforce Shortage

• Iowa Code 135Q.2 (Iowa health care 
employment agencies)

• Prohibits certain contract provisions
• Shifts compliance and record-keeping 

requirements
• Health care entities health care 

employment agency

• IDIA Final Rules and Guidance 
– https://www.legis.iowa.gov/docs/iac/cha

pter/12-14-

https://www.legis.iowa.gov/docs/iac/chapter/12-14-2022.481.55.pdf?utm_medium=email&utm_source=govdelivery




https://www.ama-assn.org/press-center/press-releases/ama-fee-schedule-
reminds-congress-cuts-threaten-patient-access

https://www.ama-assn.org/press-center/press-releases/ama-fee-schedule-reminds-congress-cuts-threaten-patient-access


https://themarkup.org/pixel-hunt/2022/06/16/facebook-is-receiving-sensitive-
medical-information-from-hospital-websites

https://themarkup.org/pixel-hunt/2022/06/16/facebook-is-receiving-sensitive-medical-information-from-hospital-websites


https://www.facebook.com/business/help/4224030857607474

https://www.facebook.com/business/help/4224030857607474


Office for Civil Rights (OCR)
Guidance

https://www.hhs.gov/hipaa/for-professionals/privacy/guidance/hipaa-online-
tracking/index.html

https://www.hhs.gov/hipaa/for-professionals/privacy/guidance/hipaa-online-tracking/index.html


Information Blocking

https://www.healthit.gov/curesrule/overview/about-oncs-cures-act-final-rule

https://www.healthit.gov/curesrule/overview/about-oncs-cures-act-final-rule


Information Blocking

https://www.healthit.gov/data/quickstats/information-blocking-claims-numbers

https://www.healthit.gov/data/quickstats/information-blocking-claims-numbers


https://www.healthit.gov/curesrule/resources/information-blocking-faqs?options=2450b60a-e96a-4f4c-ab17-
40aac81e40be

https://www.healthit.gov/curesrule/resources/information-blocking-faqs?options=2450b60a-e96a-4f4c-ab17-40aac81e40be


HIPAA Enforcement

https://www.hhs.gov/hipaa/for-professionals/compliance-
enforcement/agreements/index.html

https://www.hhs.gov/hipaa/for-professionals/compliance-enforcement/agreements/index.html


HIPAA Enforcement
(the theme continues)

https://www.hhs.gov/hipaa/for-professionals/compliance-
enforcement/agreements/july-2022-hipaa-enforcement/index.html

https://www.hhs.gov/hipaa/for-professionals/compliance-enforcement/agreements/july-2022-hipaa-enforcement/index.html


HIPAA Enforcement
(yes, it applies to dentists)

https://www.hhs.gov/about/news/2022/03/28/four-hipaa-enforcement-actions-hold-
healthcare-providers-accountable-with-compliance.html

https://www.hhs.gov/about/news/2022/03/28/four-hipaa-enforcement-actions-hold-healthcare-providers-accountable-with-compliance.html


HIPAA Enforcement



HIPAA Updates

https://www.hhs.gov/hipaa/for-professionals/privacy/guidance/hipaa-audio-
telehealth/index.html

https://www.hhs.gov/hipaa/for-professionals/privacy/guidance/hipaa-audio-telehealth/index.html


HIPAA Updates

https://www.hhs.gov/about/news/2022/06/29/hhs-issues-guidance-to-protect-patient-
privacy-in-wake-of-supreme-court-decision-on-roe.html

https://www.hhs.gov/about/news/2022/06/29/hhs-issues-guidance-to-protect-patient-privacy-in-wake-of-supreme-court-decision-on-roe.html


NIST Healthcare Guidance

https://nvlpubs.nist.gov/nistpubs/SpecialPublications/NIST.SP.800-
66r2.ipd.pdf

https://nvlpubs.nist.gov/nistpubs/SpecialPublications/NIST.SP.800-66r2.ipd.pdf


“Recognized Security Practices”

https://www.youtube.com/watch?v=e2wG7jUiRjE

https://www.youtube.com/watch?v=e2wG7jUiRjE


Telehealth

https://www.congress.gov/bill/117th-congress/house-bill/4040

https://www.congress.gov/bill/117th-congress/house-bill/4040


Telehealth

https://www.healthcareitnews.com/news/remoteicu-
sues-over-hhs-telehealth-restrictions

https://www.healthcareitnews.com/news/remoteicu-sues-over-hhs-telehealth-restrictions


Fraud & Abuse

https://www.justice.gov/opa/pr/justice-department-s-false-claims-
act-settlements-and-judgments-exceed-56-billion-fiscal-year

https://www.justice.gov/opa/pr/justice-department-s-false-claims-act-settlements-and-judgments-exceed-56-billion-fiscal-year


Fraud & Abuse

https://oig.hhs.gov/publications/docs/hcfac/FY2021-hcfac.pdf

https://oig.hhs.gov/publications/docs/hcfac/FY2021-hcfac.pdf


Fraud & Abuse

https://oig.hhs.gov/reports-and-
publications/archives/semiannual/2022/2022-spring-sar.pdf

https://oig.hhs.gov/reports-and-publications/archives/semiannual/2022/2022-spring-sar.pdf


Fraud & Abuse Stats



Fraud & Abuse



Fraud & Abuse

https://oig.hhs.gov/documents/root/987/pandemic-scheme-static.pdf

https://oig.hhs.gov/documents/root/987/pandemic-scheme-static.pdf


Fraud & Abuse

https://www.justice.gov/opa/pr/justice-department-charges-dozens-12-billion-
health-care-fraud

https://www.justice.gov/opa/pr/justice-department-charges-dozens-12-billion-health-care-fraud


OIG Work Plan



Improper Billing

https://www.justice.gov/usao-ndca/pr/sutter-health-agrees-pay-13-million-
settle-false-claims-act-allegations-improper

https://www.justice.gov/usao-ndca/pr/sutter-health-agrees-pay-13-million-settle-false-claims-act-allegations-improper


Medical Necessity

https://oig.hhs.gov/fraud/enforcement/carter-healthcare-affiliates-and-two-senior-
managers-to-pay-7175-million-to-resolve-false-claims-act-allegations-for-false-florida-home-
health-billings/

https://oig.hhs.gov/fraud/enforcement/carter-healthcare-affiliates-and-two-senior-managers-to-pay-7175-million-to-resolve-false-claims-act-allegations-for-false-florida-home-health-billings/


Anti-Kickback Statute
“False or Fraudulent”

• U.S. ex rel. Cairns v. D.S. Medical LLC 
(8th Circuit)

• Win for False Claims Act defendants
• Stricter “but-for” causation standard

– Gov’t must prove that the defendant 
would not have submitted claims absent 
illegal kickbacks



Telehealth Oversight

https://www.gao.gov/products/gao-22-104454

https://www.gao.gov/products/gao-22-104454


OIG Special Fraud Alert
Telemedicine

https://oig.hhs.gov/documents/root/1045/sfa-telefraud.pdf

https://oig.hhs.gov/documents/root/1045/sfa-telefraud.pdf


OIG Advisory Opinion 22-09
Lab/Specimen Collection

https://oig.hhs.gov/documents/advisory-
opinions/1031/AO-22-09.pdf

https://oig.hhs.gov/documents/advisory-opinions/1031/AO-22-09.pdf


No Surprises Act

https://www.healthdatamanagement.com/articles/agencies-release-a-final-
rule-for-no-surprises-act?id=130939

https://www.healthdatamanagement.com/articles/agencies-release-a-final-rule-for-no-surprises-act?id=130939


Good Faith Estimate
Co-Providers

https://www.cms.gov/files/document/good-faith-estimate-uninsured-self-pay-part-3.pdf

https://www.cms.gov/files/document/good-faith-estimate-uninsured-self-pay-part-3.pdf




Rural Emergency Hospitals

https://www.cms.gov/newsroom/fact-sheets/cy-2023-medicare-hospital-outpatient-
prospective-payment-system-and-ambulatory-surgical-center-1

https://www.cms.gov/newsroom/fact-sheets/cy-2023-medicare-hospital-outpatient-prospective-payment-system-and-ambulatory-surgical-center-1


Rural Emergency Hospitals

• New provider type effective 1/1/23
• Allows for the provision of emergency 

services, observation care, and 
additional medical and health 
outpatient services

• Do not exceed annual patient 
average of 24 hours



Cyber Fraud

https://www.justice.gov/opa/pr/deputy-attorney-general-lisa-o-monaco-announces-
new-civil-cyber-fraud-initiative

https://www.justice.gov/opa/pr/deputy-attorney-general-lisa-o-monaco-announces-new-civil-cyber-fraud-initiative


Cyber Fraud

https://www.justice.gov/opa/pr/aerojet-rocketdyne-
agrees-pay-9-million-resolve-false-claims-act-
allegations-cybersecurity

https://www.justice.gov/opa/pr/medical-services-
contractor-pays-930000-settle-false-claims-act-
allegations-relating-medical

https://www.justice.gov/opa/pr/aerojet-rocketdyne-agrees-pay-9-million-resolve-false-claims-act-allegations-cybersecurity
https://www.justice.gov/opa/pr/medical-services-contractor-pays-930000-settle-false-claims-act-allegations-relating-medical




https://www.hfma.org/topics/hfm/2022/november/healthcare-s-cybersecurity-
stakes-reach-alarming-
levels.html?utm_medium=email&utm_source=rasa_io&utm_campaign=newsletter

https://www.hfma.org/topics/hfm/2022/november/healthcare-s-cybersecurity-stakes-reach-alarming-levels.html?utm_medium=email&utm_source=rasa_io&utm_campaign=newsletter


Data Breaches

https://www.hhs.gov/about/news/2022/07/14/oklahoma-state-university-center-health-services-pays-875000-
settle-hacking-breach.html

https://www.hhs.gov/about/news/2022/07/14/oklahoma-state-university-center-health-services-pays-875000-settle-hacking-breach.html




What Happens to the Bad Guys?

https://www.justice.gov/opa/pr/10-charged-business-email-compromise-and-money-laundering-schemes-targeting-
medicare-medicaid

https://www.justice.gov/opa/pr/10-charged-business-email-compromise-and-money-laundering-schemes-targeting-medicare-medicaid


Data Breaches

https://news.bloomberglaw.com/privacy-and-data-security/sincera-reproductive-medicine-
loses-bid-to-toss-breach-claims

https://news.bloomberglaw.com/privacy-and-data-security/sincera-reproductive-medicine-loses-bid-to-toss-breach-claims


Price Transparency

https://www.cms.gov/hospital-price-transparency/enforcement-actions

https://www.cms.gov/hospital-price-transparency/enforcement-actions


Price Transparency
OIG Work Plan



Inflation Reduction Act

https://www.npr.org/2022/08/07/1116190180/democrats-are-set-to-pass-
a-major-climate-health-and-tax-bill-heres-whats-in-it

https://www.npr.org/2022/08/07/1116190180/democrats-are-set-to-pass-a-major-climate-health-and-tax-bill-heres-whats-in-it


Controlled Substances Act

https://www.whitehouse.gov/briefing-room/statements-releases/2022/10/06/statement-from-
president-biden-on-marijuana-reform/

https://www.whitehouse.gov/briefing-room/statements-releases/2022/10/06/statement-from-president-biden-on-marijuana-reform/


Medical Marijuana &
Cannabidiol Research Expansion Act

https://www.congress.gov/bill/117th-congress/house-bill/8454/text

https://www.congress.gov/bill/117th-congress/house-bill/8454/text


42 CFR Part 2

https://www.hhs.gov/about/news/2022/11/28/hhs-proposes-new-protections-increase-
care-coordination-confidentiality-patients-substance-use-challenges.html

https://www.hhs.gov/about/news/2022/11/28/hhs-proposes-new-protections-increase-care-coordination-confidentiality-patients-substance-use-challenges.html


https://press.aboutamazon.com/news-releases/news-release-details/amazon-and-
one-medical-sign-agreement-amazon-acquire-one-medical/

https://press.aboutamazon.com/news-releases/news-release-details/amazon-and-one-medical-sign-agreement-amazon-acquire-one-medical/


https://www.beckershospitalreview.com/disruptors/walgreens-ceo-
calls-summit-health-deal-transformational-5-key-moves-behind-
it.html

https://www.beckershospitalreview.com/disruptors/walgreens-ceo-calls-summit-health-deal-transformational-5-key-moves-behind-it.html


Remember §1557 of the ACA?

https://www.federalregister.gov/documents/2022/08/04/2022-
16217/nondiscrimination-in-health-programs-and-activities

https://www.federalregister.gov/documents/2022/08/04/2022-16217/nondiscrimination-in-health-programs-and-activities


https://www.forbes.com/sites/sachinjain/2022/11/07/top-10-healthcare-industry-predictions-for-
2023/?sh=4ecea7fb664d

https://www.forbes.com/sites/sachinjain/2022/11/07/top-10-healthcare-industry-predictions-for-2023/?sh=4ecea7fb664d




Questions?

Michael W. Chase
mchase@bairdholm.com

402-636-8326
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