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• Our Agenda
– Transparency and surprise billing regulations

• Updates on regulations
• Discussion of any challenges/changes

– Coverage of abortion services post Dobbs
– Medical cannabis 
– Rx drug pricing
– Insulin cost sharing 

• State regulations
• Updates on federal proposals

Health Care Legal and Legislative Update
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• The Transparency Rules (26 CFR 54; 29 CFR 
2590; 45 CFR 147; 45 CFR 158), effective 
January 11, 2021 (“TiC”), and the No Surprises 
Act, part of the Consolidated Appropriations Act 
(2021) (“CAA”), signed into law December 27, 
2020, although separate, have many 
overlapping—and, as drafted—conflicting 
provisions.

Transparency Rules and 
Consolidated Appropriations Act
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• Agenda for Transparency in Coverage (“TiC”) 
and the Consolidated Appropriations Act: 
– Data Disclosures
– Participant Protections and Tools
– Protections Against Surprise Billing

Transparency Rules and 
Consolidated Appropriations Act
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• The Transparency Rule (“TiC”) requires that health plans 
provide participants, the public, and the government with 
access to data about the cost of coverage and patient 
copayments. In subsequent guidance, many of the effective 
dates in the Rule were delayed and enforcement deferred.

• The “No Surprises Act” protects patients against “surprise 
billing” from certain Non-Network providers and, inter alia, 
requires plans to provide tools for individuals to learn about 
their benefits, the cost of procedures and their copayment 
responsibilities.

Transparency Rules and 
Consolidated Appropriations Act
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• “Machine-Readable Files”
– Already in effect: July 1, 2022
– Non-grandfathered group health plans and health insurance issuers 

in the individual and group markets (plans and issuers) must disclose 
In-Network negotiated rates, billed and Non-Network allowed costs, 
through machine-readable files posted on an internet website. 

• Online, using machine-readable files, the Plan must make public:
• In-network rates;
• Out-of-network allowed amounts; and
• Prescription drug negotiated rates (enforcement for prescription drug rates 

deferred until issuance of regulations).
– Rates must be updated monthly.

Data Disclosures—Machine Readable Files
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• Guidance for Reporting Entities
– Prescription Drug Data Collection (RxDC) Reporting 

Instructions: Section 204 Data Submission Instructions for the 
2020 and 2021 Reference Years, Updated June 29, 2022

– Interim Final Regulations (5 CFR 890, 26 CFR 54, 29 CFR 
2590, 45 CFR 149), effective December 23, 2021.

– 15 FAQs: Index to the FAQs can be found at this address: 
https://regtap.cms.gov/documents/rxdcfaq.pdf 

Data Disclosures—RxDC
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• General: Group health plans must report to the federal 
government information concerning their plans’ 
prescription drug costs, both for prescription drugs 
provided through the pharmacy benefit manager and 
through the medical plan in a hospital, physician’s office 
or infusion center setting as well as other healthcare 
spending.

• The reporting deadlines are:
– December 27, 2022 for 2020 and 2021 calendar-year data
– June 1, 2023 for the 2022 calendar-year data.

Data Disclosures—RxDC
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• Group health plans must report the following (among other 
data):
– The date the plan year begins and ends;
– The number of plan enrollees;
– The states in which the plan or coverage is offered;
– The top fifty (50) most frequently dispensed brand prescription drugs 

and total of paid claims for each drug;
– The top fifty (50) costliest prescription drugs by total annual spending 

and the annual amount spent for each drug;
– The top fifty (50) prescription drugs with the greatest increase in 

expenditure compared to the previous year and the change in amount 
spent on each drug.

Data Disclosure—RxDC
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• There are eight forms to be completed in order to submit this data: D-1 and D-2 are 
to completed by the plan or third-party administrator; D-3 through D-8 are to be 
filled out by the PBM.

– P1. Individual and Student Market plan list
– P2. Group Health plan list
– P3. Federal Employee Health Benefit (FEHB) plan list
– D1. Premium and Life-Years
– D2. Spending by Category
– D3. Top 50 Most Frequent Brand Drugs
– D4. Top 50 Most Costly Drugs
– D5. Top 50 Drugs by Spending Increase
– D6. Rx Totals
– D7. Rx Rebates by Therapeutic Class
– D8. Rx Rebates for the Top 25 Drugs

Data Disclosures—RxDC
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• Prescription Drug Data Collection (RxDC) Reporting 
Instructions
– 3.1 Where do I submit my data? 

• Submit your data through the RxDC module in the Health Insurance Oversight System 
(HIOS). 

• Do I need to create a CMS Enterprise Portal or HIOS Account? You do NOT 
need to create a CMS Enterprise Portal or HIOS account if:

– You already have a HIOS account, or
– You are not uploading any files (because an issuer, third-party administrator, pharmacy benefit 

manager, or other reporting entity is uploading files on your behalf). 

– 3.2 Can a vendor submit information on my behalf? 
• Yes. Plans, issuers, and carriers can contract with issuers, third-party administrators 

(TPAs), Pharmacy Benefit Managers (PBMs), or other third-party vendors to submit 
data on their behalf. An entity that submits some or all required information is called a 
reporting entity. In these instructions, “you” generally refers to the reporting entity.

Data Disclosures—RxDC
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• Confirmation: Even if another entity submits your 
plan’s data, the plan sponsor remains responsible for the 
submission of accurate and complete data.
– HOWEVER, there is currently no confirmation process in place 

on the CMS portal to confirm data submission. Plan sponsors are 
encouraged to confirm submission directly with their reporting 
entity. 

– Your plan will need to establish a protocol for confirmation with 
your vendor(s).

Data Disclosures—RxDC
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• Prescription Drug Data Collection (RxDC) Reporting 
Instructions: 
– 3.3 Can multiple vendors submit my data? 

Yes. A plan, issuer, or carrier can allow multiple reporting entities to 
submit on its behalf. For example, a self-funded group health plan may 
contract with a TPA to submit the Spending by Category data file (D2) 
and separately contract with a PBM to submit the Top 50 Most Costly 
Drugs file (D4). The submission for a plan, issuer, or carrier is 
considered complete if CMS receives all required files, regardless of 
who submits the files.

Data Disclosures—RxDC
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• Plan Lists:
– P1 (Individual and Student Market); P2 (Group 

Health Plan); P3 (Federal Employees Health 
Benefits Plan);

• Information Provided on Plan List: Name and identifying 
information (EINs) of plan and vendors; Information on 
which vendor is filing the D3 – D-8 schedules. 

Data Disclosures—RxDC
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• Form D1: Information Required 
– Plan and Vendor ID;
– Census Information

• “Life Years” by belly button;

– Earned Premium (insured plans);
– Premium Equivalent (self-insured plans)

• Can use the same data used to calculate COBRA premiums, less the 2%;

– Average Monthly Premiums for Employers
• If more than one plan, use a weighted average;

– Average Monthly Premiums for Employees
• Could be difficult for multiemployer plans, which generally don’t receive that data;

– ASO/TPA Fees
• Should also be included in Premium Equivalent total;

– Stop Loss Premiums.

Data Disclosures—RxDC
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• Form D2: Spending by Category: 
– Costs are to be calculated on an “Incurred in 12; Paid in 15” 

basis;
– The response on Form D2 should NOT include pharmacy benefit 

drugs but does include drugs administered and billed under the 
plan’s medical benefits. This is reflected in the June 2022 
Instructions and is different from the Instructions in the 
November 2021 Instructions. Forms D3 through D8 will include 
the pharmacy benefit drugs.

Data Disclosures—RxDC
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• Form D2: Information Required: The Instructions 
include detailed directions on which costs to include, 
by categories and specified code 
– Hospital
– Primary Care
– Specialty Care
– Other Medical Costs and Services
– Medical Benefit Drugs (known costs)
– Medical Benefit Drugs (estimated costs)

Data Disclosures—RxDC
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• Form D2: Calculating Costs in Each Spending Category:
– INCLUDE: 

• Payments by the plan, issuer, or carrier 
• Cost sharing paid by members 
• Claims liability, including claims incurred during the reference year but not paid or not reported as of March 31 of the 

year following the reference year (such as claims reported but still in the process of adjustment or payment).

– MINUS: 
• Net payments from any federal or state reinsurance or cost sharing reduction arrangement or program 
• Prescription drug rebates, fees, and other remuneration (In other words, total spending is net of prescription drug 

rebates, fees, and other remuneration.) 
• Manufacturer cost sharing assistance, to the extent known.

– EXCLUDE: 
• Ineligible claims, such as duplicate claims, recovered claims overpayments, third-party liabilities (e.g., coordination of 

benefits claims), and any other claims that are denied under the policy’s or plan’s terms 
• Payments for services other than medical care (e.g., medical management, quality improvement, and fraud detection 

and recovery expenses) 
• Active life reserves (policy reserves, contract reserves, contingency reserves, or any kind of reserves except 

traditionally defined reserves for claims incurred but not reported) or change in such reserves.

Data Disclosures—RxDC
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• Form D2: Narrative: Narrative must be provided in a Word or pdf 
format. Topics to be covered:
– Employer size for self-funded plans: (Actual Count or estimate; 

If estimate, provide methodology);
– Net payments from federal or state reinsurance or cost-sharing 

reduction programs (if applicable);
– Drugs missing from the CMS crosswalk;
– Medical benefit drugs;
– Prescription drug rebate descriptions;
– Allocation methods for prescription drug rebates; and
– Impact of prescription drug rebates.

Data Disclosures—RxDC
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• Tools and Protections Already in Place (generally effective for 
plan years starting on and after January 1, 2022)
– Protection Against Surprise Billing when a Participant receives 

emergency or certain ancillary care in a Non-Network Facility and 
related Independent Dispute Resolution Program; 

– New ID cards;
– Regularly Updated Provider Directories;
– Notice of Prohibition Against Balance Billing;
– Continuity of Care Requirements;
– No “Gag Rules” (effective December 27, 2020)

Participant Protections and Tools
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• MHPAEA—NQTL
• Effective February 10, 2021, the CAA requires that group 

health plans that cover mental health/substance use disorders 
(MH/SUD) and medical/surgical (M/S) benefits must prepare a 
comparative analysis of any nonquantitative treatment 
limits (NQTLs) that apply.
– DOL enforcement has been robust—With many plans 

facing demands for the comparative analysis and 
supporting documentation.

Participant Protections and Tools
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• No Surprises Act: Protection Against Surprise Billing: 
– Summary as applicable to Group Health Plans: The No Surprises Act 

• Protects Participants from receiving surprise medical bills—
That is, balance billing—When they receive most emergency services, 
non-emergency services from Non-Network providers at In-Network 
facilities, and services from Non-Network air ambulance service providers. 

• Establishes the methodology plans must use when determining the 
rate payable to Non-Network providers;

• Establishes an independent dispute resolution process for payment 
disputes between plans and providers.

Patient Protections and Tools
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• No Surprises Act: Protection Against Surprise Billing:
– Effective for Plan Years on or after January 1, 2022, plans must 

determine the amounts payable to Non-Network providers, called a 
“qualified payment amount” (“QPA”). 

• QPAs are the cornerstone of the No Surprises Act protections for Participants 
who receive treatment from the Non-Network providers.

– The QPA is the median In-Network rate as of January 31, 2019, 
for the same or similar service, furnished in the same or similar facility, 
by the same or similar specialty in the same or similar geographic area, 
rolled forward for inflation.

Participant Protections and Tools
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• No Surprises Act: Protection Against Surprise Billing 
– Independent Dispute Resolution: The No Surprises Act requires 

that plans adopt an “independent dispute resolution” (“IDR”) process 
that takes the patient out of payment disputes between the Fund and 
the Non-Network provider.

• Plan must proffer payment or decline claim within 30 days.
• Parties may negotiate for 30 days (and throughout the process);
• Clock starts on date the Non-Network provider receives plan’s initial 

payment; If no agreement, apply for IDR within 4 days after end of 30-day 
period;

• Each party submits substantiated proposal within 10 days of IDR selection;
• IDR makes decision within 30 days of being selected. 
• Plan must submit payment within 30 days of IDR decision.

Participant Protections and Tools
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• No Surprises Act: Protections Against Surprise Billing
– Regulations and Guidance

• July 2021: Interim Final Rule—Part I (protections for consumers against, 
inter alia, surprise billing). Generally applicable January 1, 2022

• October 2021: Interim Final Rule—Part II (establish, inter alia, rules for 
independent dispute resolution (“IDR”) process);

– Challenged in federal court: Court vacated portions of the October 2021 interim 
final rules related to payment determinations under the IDR process;

• August 2022: Final Rules: Requirements Related to Surprising Billing

Participant Protections and Tools
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• No Surprises Act: Protections Against Surprise Billing
– Agency Guidance

• Tri-agency FAQs: “Affordable Care Act And Consolidated Appropriations 
Act, 2021 Implementation Part 55” (August 19, 2022);

• DOL—EBSA: “Requirements Related To Surprise Billing: 
Final Rules” (August 19, 2022)

• CMS Website on No Surprises https://www.cms.gov/nosurprises
• DOL Website on No Surprises https://www.dol.gov/agencies/ebsa/laws-

and-regulations/laws/no-surprises-act

Participant Protections and Tools
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• No Surprises Act: Independent Dispute Resolution
– Non-network providers are challenging the QPAs through the IDR 

process:
• QPA is likely lower than a Non-Network provider’s billed rate; and 
• Non-network provider is not permitted to balance bill patients, many 

Non-Network providers are disputing the amounts offered by plans.

• High Volume of IDR Disputes: DOL reports that between April 
15th and August 11th, 2022, disputing parties initiated over 46,000 
disputes through the federal IDR portal, which is substantially more 
than the Departments initially estimated would be submitted for a 
full year.

Participant Protections and Tools
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Coming Soon:
• Self-Search Tools: TiC rules require that effective January 1, 2023, plans must 

implement a self-search tool enabling participants to get real-time and accurate 
estimates of their cost-sharing liability for health care items and services from 
different providers in real time for 500 Items and services; And for all items and 
services effective January 1, 2024. (Compare with CAA Price Comparison Tool.)

– Very detailed requirements about what data must be available to Participants. For example, 
individuals searching on the internet must be able to search: 

• Network
– By billing code (e.g., CPT code) or description term at the option of the user;
– Name of the Provider (if cost-sharing info re the provider is sought);
– Other factors including location, facility name or dosage.

• Non-Network
– Non-Network allowed amount, percentage of billed charges or other rate the Fund permits by searching;
– Billing Code or descriptive term at the option of the user;
– Name, location, or other search factors.

Participant Protections and Tools
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Coming Soon:
• Advanced Explanations of Benefits: After receiving 

notice from a provider/facility of estimated charges, 
plans must provide the participants an Advanced EOB 
including the rate and cost-sharing information. Still 
awaiting guidance.
– On September 16, 2022, the Departments issued a “request for 

information” to inform rulemaking. Comments can be submitted 
until November 15, 2022.

Participant Protections and Tools
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• A quick summary of the ruling
– In Dobbs v. Jackson Women's Health 

Organization, No. 19-1392, 597 U.S. _____ (2022), 
the U.S. Supreme Court held that the Constitution of 
the United States does not confer a right to abortion. 
The court's decision overruled both Roe v. Wade
(1973) and Planned Parenthood v. Casey (1992), 
giving individual states the full power to regulate any 
aspect of abortion not preempted by federal law.

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• Following Dobbs, state laws regarding abortion 
will be entitled to “a strong presumption of 
validity” and must be upheld, as long as there is 
a “rational basis on which the legislature could 
have thought that it would serve legitimate state 
interests.”
– Notwithstanding the Supreme Court’s broad 

statement above, many of the state laws are subject 
to challenges in federal court.

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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Chart reproduced with permission from the Guttmacher Institute.

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• Regulation of Abortion Moved Back to the States
– There is no requirement that states enact statutes 

regulating abortion, but most have elected to do so.
• State laws very widely:

– What procedures are prohibited or permitted;
– Which parties are addressed in the law (e.g., providers, 

mothers, parties who “aid and abet”);
– What penalties (civil or criminal) are enacted and against 

whom.

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• PROCEDURES
– Total Ban (may or may not include exceptions for life of 

mother or risk of serious, permanent physical injury; Lethal fetal 
deformity);

– Limitations based on the number of weeks of pregnancy; 
– Specific Procedures Prohibited, e.g., D&E;
– Physician and Facility restrictions (e.g., must be a physician 

to perform any related service; Service must be provided in a 
hospital) 

– Medication Abortions

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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PARTIES subject to penalties
• Mother? 
• Physician, nurse practitioner, other clinicians?
• Pharmacists?
• Insurance Plans?
• Plan Sponsors?

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• PENALTIES
– At this time, no states specifically penalize pregnant patients for having an 

abortion. 
– Depending on the state law, the party subject to penalty can include medical 

professionals, staff members at clinics, counselors, entities that pay for the 
procedure, including employers and health plans, and even those facilitating 
transportation to an abortion clinic.

– Civil Penalties
• Fines (in Texas, “at least” $100,000 for violation of abortion laws); 
• Revocation of medical or related licenses. 

– Criminal
• Most state statutes banning abortion and related services provide for felony-level 

criminal penalties.

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• Does state law govern the terms of your plan?
– Public Sector Plan (whether insured or self-insured)?

• Yes
– Private Sector plan with Insured Benefits?

• Yes, although some self-insured ancillary benefits may be made 
available.

– Private Sector Plan with Self-Insured Benefits?
• No, but . . .

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• Does ERISA pre-empt state abortion laws for 
self-insured plans subject to ERISA?
– ERISA broadly preempts “any and all state laws insofar as they 

may now or hereafter relate to” any ERISA benefit plan.
• But, ERISA does not usually pre-empt “generally appliable” 

criminal laws.

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• In practical terms, even if a self-insured plan 
could provide benefits for abortion-related 
services prohibited by state law, it’s unlikely that 
there will be claims from in-state providers who 
are restricted by state law from providing the 
services. 

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• Legal Considerations
– Can the plan pay out-of-state providers for services 

prohibited in the plan’s situs state?
– Can the plan pay travel expenses?
– Can the plan pay for abortion-related medications 

purchased from out-of-state? 

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• Can the plan pay out-of-state providers for 
services prohibited in the plan’s situs state?
– What conduct is prohibited by the state law?

• For example, the Texas law prohibits “aiding and abetting” an 
abortion that would be illegal in Texas. Could a Texas plan, plan 
sponsors or administrators be penalized for paying benefits for a 
lawful abortion in California?

– Medication Abortions: 
• Can a plan pay benefits for medications prescribed by an out-of-

state provider and mailed into a state that prohibits abortion? What 
if the individual went out of state to obtain the medication and took 
the medication out-of-state

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• Travel Benefits
– As of August 2022, 35% of employers offer travel and lodging 

benefits for abortions, and many more planning to offer such 
benefits in 2023.

• The travel benefits are subject to the limits of IRC Section 213(d), 
e.g., reimbursement for lodging limited to $50 per night for the 
covered individual;

• The health plan (insured and self-insured) should ensure that the 
travel benefits for abortion services as well are integrated within the 
health plan.

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• Can a health plan provide special travel 
benefits only for participants seeking 
abortion services?
– Could open the door for travel services for other 

conditions?
• Does the health plan have geographic or out-of-network 

limitations that would otherwise prohibit this benefit?
• Does the plan permit travel for, e.g., mental health or 

substance use disorder treatment?

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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Biden Administration Passes Executive Orders: The federal government 
cannot at this point prohibit states from banning abortion. However, the 
Administration has taken action, consistent with applicable federal law:
• Executive Orders: July 8, 2022 and August 3, 2022 Executive Orders direct federal 

agencies as follows: 
– Take action to safeguard access to reproductive health care services, e.g., ensuring 

compliance with the Emergency Medical Treatment and Labor Act (“EMTALA”) to 
provide emergency stabilizing care, including abortion and contraception;

– Under HIPAA and other applicable federal law, protect the privacy of patients and their 
access to accurate information; 

– Promote the safety and security of patients, providers, and clinics; and 
– Coordinate the implementation of federal efforts to protect reproductive health and access to 

health care, including under Section 504 of the Rehabilitation Act and Section 1557 of the 
Affordable Care Act.

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• HHS Guidance: July 11, 2022 HHS Guidance provides that if a 
physician determines an abortion is needed to stabilize a patient in 
an emergency, e.g., “ectopic pregnancy, complications of pregnancy 
loss, or emergent hypertensive disorders,” the treatment must be 
provided, regardless of the laws in their state, consistent with 
EMTALA; that hospitals could face fines or lose their Medicare 
partnership if they violate that law. 
– In related correspondence, HHS states: “It is critical that providers 

know that a physician or other qualified medical personnel’s 
professional and legal duty to provide stabilizing medical treatment to a 
patient who presents to the emergency department and is found to 
have an emergency medical condition preempts any directly conflicting 
state law or mandate that might otherwise prohibit such treatment.”

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• Veterans Administration
By Interim Final Rule published September 9, 2022, 
the Veterans Administration will provide access to 
abortion counseling and—in certain cases—abortions 
when the life or health of the pregnant Veteran would 
be endangered if the pregnancy were carried to term, 
or when the pregnancy is the result of rape or incest. 
VA beneficiaries enrolled in CHAMPVA will also have 
access to this care.

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• Reminder of Contraception Coverage Requirements Under 
the ACA: On June 27, 2022, the Tri-agencies issued a joint letter 
reminding plan sponsors and insurers of their obligations under the 
ACA to provide contraceptive coverage:
– “The ACA requires that all FDA-approved, cleared, or granted 

contraceptive products that are determined by an individual’s medical 
provider to be medically appropriate for the individual must be covered 
under the individual’s non-grandfathered group health plan or health 
insurance coverage without cost sharing . . .
Despite the ACA contraceptive coverage requirement being over a 
decade old, the Departments continue to receive complaints of non-
compliance. We continue to be concerned about these complaints and 
may take enforcement or other corrective actions as appropriate.” 
(Italics added.)

Dobbs v. Jackson Women’s Health Organization, 
U.S. Supreme Court Decided: June 24, 2022 
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• State Laws: Medical Marijuana has found broad 
acceptance on the state level
– At least 37 states, the District of Columbia and three other U.S. 

territories have some type of approved medical marijuana/low 
tetrahydrocannabinol (THC) program.

• In addition, 19 states, the District of Columbia and two other U.S. 
territories have legalized some type of nonmedical/recreational 
cannabis program.

Medical Cannabis
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Federal Law Still Lists Cannabis as a “Schedule I” 
Drug
• Cannabis remains a Schedule I substance under the federal 

Controlled Substances Act of 1970 (CSA), which makes it illegal to 
possess, sell, give away or grow. 
– Despite the proliferation of medical marijuana programs in many states, 

under federal law, there is “no currently accepted medical use.”
• This effectively precludes health plans governed by ERISA or 

tax-exempt under the Internal Revenue Code from providing 
cannabis, even “medical marijuana,” as a covered benefit.

Medical Cannabis
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• Four significant federal marijuana bills that could provide 
comprehensive cannabis reform, such as moving cannabis to a lower 
schedule, have been introduced in Congress in recent years but have failed 
to pass. 
– The disposition of these bills will likely depend on the outcome of this year’s 

midterm elections, but with so many other pressing issues before Congress, 
action seems unlikely.

• President Biden, in a speech on October 7, 2022, announced that he 
had instructed the attorney general and Health and Human Services 
Secretary Xavier Becerra to start the process of reviewing marijuana’s status 
under federal law. However, this would also require action by the FDA and 
DEA. Be alert for an Executive Order or other guidance.

Medical Cannabis
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• U.S. Supreme Court Declines to Take Action: 
Hopes that the high court would step in were raised by comments 
by Justice Clarence Thomas in Standing Akimbo, LLC, et al. v. United 
States in 2021:

“A prohibition on intrastate use or cultivation of marijuana may no 
longer be necessary or proper to support the federal government’s 
piecemeal approach . . . The federal government’s current approach is 
a half-in, half-out regime that simultaneously tolerates and forbids 
local use of marijuana.”

• But, in the last term, the Court declined to review a number 
of cases in which the question was presented as “unripe.” 
So, stay tuned.

Medical Cannabis
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• The Inflation Reduction Act (“IRA”), August 16, 
2022
– The IRA includes provisions to lower prescription drug costs for 

people with Medicare and reduce drug spending by the federal 
government. These provisions will be effective in 2023.

– Notwithstanding the limited scope of the IRA immediately 
attacked the measure, threatening legal challenges. Experts also 
believe that pharmaceutical manufacturers will likely “game” the 
process, such as by creating limited competition for products to 
disqualify them for price negotiations.

Rx Pricing—Federal Law
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Inflation Reduction Act
Chart reproduced with permission from the Kaiser Family Foundation.

Rx Pricing—Federal Law
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• FTC Review
• In June 2022, the FTC announced that it would review large, 

vertically integrated PBMs with respect to the effect on drug 
affordability and access. The agency planned to require the “bigs,” 
CVS/Caremark, ESI, OptumRx, Humana, Prime, and MedImpact, to 
provide information and records regarding their business practices.
– The FTC is also reviewing enforcement options relating to “illegal bribes 

and rebate schemes” that make it difficult for patients to access lower-
cost medicines.

Rx Pricing—Federal Agency Action
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Veterans Administration
• Federal law prohibits Medicare from negotiating with manufacturers of drugs provided 

under Medicare Part D. The Veterans Administration is permitted to negotiate directly 
with manufacturers. 

– Medicare and the Department of Veterans Affairs covered prescription drugs for about 
52 million people in 2017.

– In its sample of 399 brand-name and generic prescription drugs, the VA paid an average of 
54% less per unit than Medicare, even after taking into account rebates and discounts.

– The programs pay for drugs differently. Medicare reimburses the Part D plan sponsors to pay 
pharmacies, but the VA buys drugs directly from manufacturers. The VA may be able to get 
lower prices because it can:

• Negotiate as a single health system with a unified list of covered drugs; and
• Use discounts defined by law that Medicare doesn't have.

Rx Pricing—Federal Law

“Department of Veterans Affairs Paid About Half as Much as Medicare Part D for Selected Drugs in 2017,” General Accounting Office Report, December 2020.
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• Food and Drug Administration—
No authority to regulate drug prices
– FAQs re: FDA Center for Drug Evaluation and 

Research (October 28, 2019) 
• Q16. What can the FDA do about the cost of drugs? 

We understand that high drug prices have a direct impact on 
patients—Too many American patients are priced out of the 
medicines they need. However, the FDA has no legal 
authority to investigate or control the prices set by 
manufacturers, distributors and retailers. (Emphasis added.)

Rx Pricing—Federal Agency Action
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• State Legislators Aggressively Pursing Prescription Drug 
Controls and Cost-Reductions 
– In 2022, there were at least 135 bills relating to prescription benefits 

being considered in legislatures across the country
• 17 relating to pharmacy benefit managers;
• 34 relating to drug pricing transparency;
• 4 relating to unsupported price hikes;
• 14 relating to affordability;
• 6 relating to price gouging;
• 54 relating to coupons and cost sharing; and
• 6 relating to international reference rates (pricing)

Rx Pricing—State Initiatives

Source: National Academy for State Health Policy
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• PBMs have pushed back—hard—against state 
initiates, but not always successfully.
– In Rutledge v. PCMA, the Supreme Court held that an 

Arkansas law, which required pharmacy benefit managers to 
reimburse Arkansas pharmacies at a price equal to or higher 
than that which the pharmacy paid to buy a prescription drug 
from a wholesaler, had neither an impermissible connection with 
nor reference to ERISA and was therefore not preempted under 
29 U.S.C.S. § 1144(a).

Rx Pricing—State Initiatives
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• Rutledge v. PCMA:
– Particularly helpful for state legislators was Justice 

Sotomayor’s “roadmap” for crafting laws that could 
withstand a pre-emption challenge—ERISA will only 
prohibit the following types of PBM regulation:

• Laws that require plans to cover specific benefits; 
• Laws that bind plan administrators to specific rules for 

determining beneficiary status; and
• Laws that create acute, indirect, economic effects that force 

a plan to adopt a certain scheme of coverage.

Rx Pricing—State Initiatives
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• Litigation over Patient Assistance Programs:
– HIV+Hepatitis Policy Institute, the Diabetes Leadership 

Council, and the Diabetes Patient Advocacy Coalition v. 
HHS, CMS, et al.: Plaintiffs filed suit in federal court in August 
2022 to overturn a 2020 CMS Rule under which the copay 
assistance that patients receive from a manufacturer is not to be 
counted toward the patient’s out-of-pocket maximum. The 
plaintiffs allege that the policy has allowed insurance companies 
and PBMs to collect funds from both patients and drugmakers 
while not using any of that money to alleviate the financial 
burden on patients.

Rx Pricing—Patient Assistance
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• Litigation over Patient Assistance Programs:
– Johnson & Johnson v. SavOnSP: Johnson & Johnson sued 

SavOnSP in May 2022. SavOnSP works with health plans to 
enroll participants in a program to take advantage of Johnson & 
Johnson’s patient assistance program, taking a commission for 
itself. SavOnSP’s program may reduce the amount the drug 
benefit plan ultimately has to pay for each prescription. 

– Johnson & Johnson argues, inter alia, that it has paid at least 
$100 million more in copay assistance than it otherwise would 
have, as a result of the services provided by SaveOnSP and that 
this depletes the support available for patients.

Rx Pricing—Patient Assistance
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• Federal Laws 
– Inflation Reduction Act: Limits insulin copayments for 

Medicare Part D beneficiaries to $35 per month, starting in 2023.
• This law does not require that plans (insured or self-insured) 

limit the cost-sharing for insulin.
• Moreover, this does not limit the cost of the drugs, simply the 

copayments charged to patients.
– There were high hopes for broader relief for cost-sharing 

limitations, but the final legislation provided only limited relief.

Federal Law Limiting Insulin Cost-Sharing
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• State Laws
– Insured plans are required to adopt the limits 

imposed by state law on cost-sharing for insulin. 
These state laws, however, laws do not apply to 
self-insured plans.

– Many states (see the next slide for list) have adopted 
cost-sharing limitations for insulin. Following the 
adoption of the federal $35 monthly limit, more states 
appear to be considering this limit.

State Laws Restricting Insulin Cost-Sharing
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State Laws Restricting Insulin Cost-Sharing

Monthly Copayment Cap for Insulin Jurisdiction 
$  25 Connecticut; Minnesota (dependent on 

income); New Mexico; Texas 
$  30 Kentucky; Maryland (2023); New 

Hampshire; Utah; Washington, D.C. 
$  35 Maine; Washington;  
$  40 Rhode Island 
$  50 Virginia 
$  75 Oregon 
$100 Alabama; Colorado; Delaware; Illinois; 

New York; Vermont; West Virginia 
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Key Takeaways Session 
Evaluation—
Scan this 
QR code.

Session 
eval QR 

code here

• Health Care: Legal and Legislative Update
– Rules and Regulations: They’re changing faster than ever—

Daily scan of the news on develops on the federal and state level 
is essential. 

• At a minimum, if you don’t already, subscribe to the IFEBP Today’s 
Headlines

– RxDC: If you haven’t yet nailed down the details—Data 
requirements and who will file what forms, immediately contact 
your PBM, medical vendor, IT vendor and benefits consultant;

– Self-Search Tools: Check now that your software and IT systems 
ready to provide for these services, whether provided by the plan or 
through a vendor to which eligibility and related data must be fed.

– State Laws: State legislators are more assertive than ever about 
using state laws to control prescription costs and other areas of 
medical care. Even if your plan is self-insured, these laws could 
affect your vendors or, in the case of abortion, plan sponsors and 
others. Pay attention to these developments.
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