
Legislation and Advocacy



Protecting Patients 
Rights and Pocketbook! 



Federal and State 
Transparency Laws 

! To date, 33 
states have 

passed laws that 
encourage or 
mandate cost 
transparency 



Healthcare 
Transparency 

Supportive 
States



Early Mandates

! Since the early 2000s, California-
licensed hospitals have been 
required to annually submit to 
the State, for public posting on 
the State website, their, The 
charge description master (CDM, 
also known as a 
“chargemaster”);
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Charge Master 
 
Is a comprehensive list of items billable to a hospital, patient or a patient's health 
insurance provider. Hospitals use their chargemaster prices to negotiate reimbursement 
rates with private payers. Consequently, hospitals tend to set chargemaster prices to 
remain competitive and negotiate higher rates from private payers. As a result, their prices 
are usually significantly higher than actual costs of care. 
 

! As a patient advocate, it is important to have an understanding of how medical items and 
procedures are billed

! Charges can be negotiated and adjusted
! Keeping errors in check is vital for giving your patient the optimum results



Healthcare 
compliance 
requires 
observing 
medical coding 
regulations, 
guidelines, and 
state and federal 
laws

! False Claims Act (Lincoln Law)
Federal law that imposes liability on persons and companies 
who defraud governmental programs.

! Emergency Medical Treatment Active Labor Act 
(EMTALA)

to ensure public access to emergency services regardless of 
ability to pay

!   Physician Self-Referral Law (Stark law)
prohibits physicians from referring patients to receive 
"designated health services" payable by Medicare or 
Medicaid from entities with which the physician or an 
immediate family member has a financial relationship, 
unless an exception applies.



!  Anti-kickback Statute
criminal statute that prohibits the exchange (or offer to 
exchange), of anything of value, in an effort to induce (or 
reward) the referral of business reimbursable by federal 
health care 
!  HIPAA Privacy and Security 
 national standards to protect individuals' medical records 
and other individually identifiable health information
!  Occupational Safety and Health Administration 

(OSHA)
ensure safe and healthful working conditions for workers by 
setting and enforcing standards and by providing training, 
outreach, education and assistance. 



Healthcare 
Transparency Executive 
Order was signed by 
President Trump 
09/24/2020

! The Goal 

1. ensuring access to health 
insurance coverage for 
consumers with preexisting 
conditions 

2. expanding hospital price 
transparency 

3. limiting medical surprise 
billing.



January 1,2021 
Hospital Price 
Transparency 
CMS-9915-F / 
No Surprise Act 



United States 
Hospital 

Requirements

Display shoppable services in 
a consumer-friendly format.

In a comprehensive machine-
readable file with all items 
and services.



Final Rule Compliance
! 65% of the nation’s 100 largest hospitals are noncompliant 
! COVID-19 – A Barrier To Compliance ? 

!  Hospital VP stated. “The machine-readable part of the rule, I hope that goes away. I 
hope CMS realized that hospitals are already helping patients understand prices and 
that the machine-readable side isn’t necessary.  

!  the executive stated. “One interpretation is you simply publish your rate schedule—
whatever your rate exhibits are in your contracts, publish that and that’s compliant. 
Another one is to summarize these [CMS] packages [and] what your negotiated 
charges are by package. You start going down that path and it starts getting very 
confusing very quick. 

Here’s a thought: 

How bout publicizing the contract between the treating 
provider and the hospital ???



Non-Motivating / Non-Compliance 
Penalties

! The maximum penalty for hospitals who fail to comply with the rule is $300 
per hospital per day or $109,500 per hospital per year.  

! CMS has reserved the right to re-visit the amount of the civil penalty.  

! CMS, is not enforcing hospitals to abide by the final rule  

! however, when individual complaints come in the hospital is warned of the 
complaint  

!  Although CMS intends to publicize notices of the imposition of civil monetary 
penalties on the CMS website 

!  the CMS’s new price transparency rule has survived legal challenges in both 
the district court and the appeals court, compliance remains the final hurdle



Should I or 
Shouldn’t I

It’s estimated more than 56% 
of American citizens say that 
the Health care costs have 
led to sacrificing in the 
delay or skipping care, 
dealing with pain or doing 
without medications.
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Filial Law 
 

A law that holds adult 
children financially 
responsible for their 
parents’ medical care 
expense when parents 

are unable to pay.  
 
 

! The need for eldercare is growing.  The 
outcome of litigation between children of 
the elderly and nursing homes caring for 
their parents depends on each state’s 
filial law.

! If you live in a state that has filial 
responsibility guidelines, it’s important to 
understand when those laws can be 
applied.
• For instance, it’s possible that the nursing 

home providing care to one or both of 
your parents could come after you 
personally to collect on any outstanding 
bills owed. 





Covid Relief and Coverage

! Health Services and Resources Administration (HSRA) also 
announced coverage for COVID-19 vaccines for the 
uninsured will no longer be available after April 5, 2022

! As of January 1, most insurance companies are now 
applying what's called cost-sharing to COVID-19 
treatments. So, if you have COVID-19 and need to be 
hospitalized, that means your deductible, copay or 
coinsurance comes into play for your medical treatment 
rather than it being covered 100% by your health insurance 
company, through the government COVID-19 relief fund. 

Federal funding for COVID-19 testing and 
treatment of uninsured Americans has dried up.  



COVID LAWS 
Public Readiness and Emergency Preparedness Act (PREP Act) 

! The Courts have characterized PREP Act immunity as “sweeping.” It applies to all types 
of legal claims under state and federal law. For example, under state tort law, 
individuals who suffer injuries caused by the intentional or negligent acts or omissions of 
another person may generally sue that person to recover monetary compensation.  

! However, Federal laws such as the PREP Act may preempt state tort laws—as well as 
other state and federal laws— in certain contexts. In the PREP Act, Congress made the 
judgment that, in the context of a public health emergency, immunizing certain persons 
and entities from liability was necessary to ensure that potentially life-saving 
countermeasures will be efficiently developed, deployed, and administered.  

‘Congressional Research Service. January 13, 2022. The PREP Act and COVID-19: Limited 
Liability for the Medical Countermeasures. Kevin J. Hickey, Legislative Attorney’



The Right to Try Act

! May 30,2018  S.204 The Right to Try 
Act was signed into law, by the 45th 
President of the United States

! Right to Try opens a new pathway for 
terminally ill patients who have 
exhausted their approved options and 
no suitable clinical trial exist.

It’s  apparent with new Covid variants 
we will be living with Covid for a long 

time.  



Right to Try 
Eligibility 

! To be eligible for Right to Try, a 
patient must be diagnosed with a 
life-threatening disease or 
condition, have exhausted 
approved treatment options, be 
unable to participate in a clinical 
trial

! Requires treating physician 
approval

!  give written informed consent.
! Right to Try only applies to 

treatments that have completed an 
FDA-approved Phase 1 clinical trial 
and remain under study in an 
active clinical trial.



Arizona is the 1st State to Implement the  
Right To Try! 

! Not only is Arizona the 1st State to Implement 
the Right to Try, Lobbyist, Goldwater Institute 
is pursuing an amendment / addition / growth 
to the already enforced Right to Try law, by 
putting another layer of options to an 
individual patient based on the patient’s 
unique genetic sequence and those mutations 
that are causing their disease.  

! 41 States and counting already have, the 
Right to Try laws in place. 

‘Grasp at Hope’



! The No Surprises Act is a federal law that took effect 
January 1, 2022, to protect consumers from most 
instances of “surprise” balance billing. The legislation 
was included in the Consolidated Appropriations Act, 
2021, which was signed into law by President Trump in 
December 2020, after receiving strong bipartisan 
support in Congress.

! The Biden administration spent much of 2021 working 
on the implementation of the new law. Interim final 
regulations were published in July 2021 and October 
2021, and a proposed rule was published in September 
2021. 

No Surprise Act 
(NSA) 
Balance Billing 

https://www.congress.gov/bill/116th-congress/house-bill/133/text
https://www.congress.gov/bill/116th-congress/house-bill/133/text
https://apnews.com/article/900b-coronavirus-relief-bill-passed-a38250860a0e720bde8481fe1aab744b
https://apnews.com/article/900b-coronavirus-relief-bill-passed-a38250860a0e720bde8481fe1aab744b
https://www.govinfo.gov/content/pkg/FR-2021-07-13/pdf/2021-14379.pdf
https://www.govinfo.gov/content/pkg/FR-2021-10-07/pdf/2021-21441.pdf
https://www.govinfo.gov/content/pkg/FR-2021-10-07/pdf/2021-21441.pdf
https://www.govinfo.gov/content/pkg/FR-2021-09-16/pdf/2021-19797.pdf
https://www.govinfo.gov/content/pkg/FR-2021-09-16/pdf/2021-19797.pdf


No Surprise Act (NSA) 
Balance Billing

! Bans surprise bills for most emergency services, even if provided by an out-of-
network provider without approval. (prior authorization). 

! Bans out-of-network cost-sharing (like out-of-network coinsurance or 
copayments) for most emergency and some non-emergency services. You can’t be 
charged more than in-network cost-sharing for these services.  

! Bans out-of-network charges and balance bills for certain additional services (like 
anesthesiology or radiology) furnished by out-of-network providers as part of a 
patient’s visit to an in-network facility. 

! Requires that health care providers / facilities provide written notification / 
informed consent of being balance billed by an out-of-network provider 

Resolution Assistance, Contact: 

! Certified Independent Dispute Resolution Entities – Expect a Fee…..



Informed Consent

!  Code of Medical Ethics Opinion 2.1.1 

! Informed consent concerning medical 
treatment is fundamental in both 
ethics and law. Patients have the right 
to receive information, ask questions 
surrounding the recommended 
treatments and the potential costs in 
order to make a well-informed decision 
regarding care and the cost of their 
care.  

Successful communication in the patient-
physician relationship promotes trust and 
supports informed decision.



Enforcing Compliance 
Governmental Agencies

! State Department of Insurance
For fully insured group health plans and individual health 
insurance, states have primary enforcement authority, with 
federal fallback enforcement by HHS triggered when states do 
not substantially enforce. 
Each state has a state insurance department that must approve the 
creation and operation of an insurance company. Any insurance 
company chartered in another state also must receive permission 
from other states in which it wishes to operate.

! Department of Labor
Enforcement authority over private self-insured employer-sponsored 
group plans

❑ Erisa Act - is a federal law that sets minimum standards for most 
voluntarily established retirement and health plans in private 
industry to provide protection for individuals in these plans. 

❑ Self-funded policies



Enforcing Compliance 
Governmental Agencies

! Department of Health and Human 
Services

For self-insured plans sponsored by non-federal public 
employers, the U.S. Department of Health and Human 
Services (HHS) has primary enforcement authority. 

! For the Federal Employees Health 
Benefits Program (FEHBP), enforcement 
authority rests with the U.S. Office of 
Personnel Management (OPM).



Airline Deregulation 
Act of 1978

! Under the Patient Protection and 
Affordable Care Act, consumers 
who receive ambulance services 
are protected from balance 
billing. However, in the case of air 
ambulances, these protections are 
only applied when the service is 
affiliated with a hospital and thus 
considered an extension of the 
emergency department service. A 
number of states have attempted 
to pass laws to protect consumers 
from out-of-network air 
ambulance bills, but these laws 
are preempted by the Airline 
Deregulation Act of 1978. 



Single Case Agreement

Are the needs 
unique to the 
patient, if so, 
outline them

There is a clinical 
specialty that is 

not available with 
the in-network 

provider

There may be a 
geographical 

situation where 
the in-network 
provider is not 

available locally

If there is not an 
adequate 
provider 

specializing in the 
needs of a 

patient

  A Single Case Agreement (SCA) is a contract between an insurance company and 
an out-of-network provider for a specific patient, so that the patient can see that 
provider using their in-network benefits 

There are conditions to be met to ask for a Single Case 
Agreement (SCA)?



Non-Profit Facilities

! Under the Affordable Care Act, non-profit hospitals are required to offer patient assistance 
programs

!  Hospital can jeopardize their federal tax-exempt status by not complying, which means 
people who are struggling with extraordinarily- high bills will be able to see some relief.

! For profit hospitals are not required to offer patient assistance programs, however, 
negotiations may be a desirable often

The majority of hospitals in the U.S. operate as nonprofit organizations and, as such, are exempt from most 
federal, state, and local taxes. This favored tax status is intended to be an acknowledgement of the 
"community benefit" provided by these institutions.



Patient Bill of Rights 
Patients have the rights to:

! Be fully informed in advance about services/care to be provided
! Decline participation, revoke consent, or disenroll at any point in time in the patient 

management program and services 
! Be treated and have your property treated with dignity, courtesy & respect.
! Speak to a healthcare professional.
! Choose a healthcare provider.
! Receive information about the scope of care/services being provided.
! Receive in advance of care/services being provided, complete verbal & written explanation 

of charges for care, treatment, services & equipment in which one may be responsible for, 
and an explanation / copy of all forms one is requested to sign.

! Receive quality medications, infusion equipment, treatment, and services from qualified 
personnel.



Conclusion

- Facts win cases not emotions.

- KNOW YOUR LIMITATIONS.  
Delegate and always search for the 
facts.

! Everything surrounding a 
patient’s healthcare crisis is 
unfortunate, emotional and 
horrible, but know your job is to 
facilitate a favorable outcome 

SMALL STUFF DOES MATTER 
(butterfly effect)



Questions & 
Comments 

 
Thank you, 

Michelle Riddle, BCPA
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