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▪ Background and Overview 

▪ Final Rule Requirements

▪ Cost Sharing Estimates for Participants, Beneficiaries and Enrollees Upon Request

▪ Mandatory Disclosure of  In-Network and Out-of-Network Reimbursement Rates

▪ Updates on Disclosure of  Prescription Drug Pricing Information, and

▪ Shared Savings in Medical Loss Ratio

▪ Enforcement Mechanisms

▪ Next Steps and Best Practices

Agenda
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History

▪ June 24, 2019 – President Trump 

issued an Executive Order calling for 

price transparency from third party 

payors

▪ November 27, 2019 – HHS, Labor, 

and Treasury release proposed version 

of  the “Transparency in Coverage” 

rule

▪ October 29, 2020 – HHS, Labor, and 

Treasury released the final version of  

the “Transparency in Coverage” rule
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History (continued)

▪ November 12, 2020 – HHS, Labor, 

and Treasury publish final 

“Transparency in Coverage” rules in 

Federal Register – take effect 60 days 

later on January 11, 2021

▪ August 20, 2021 – HHS, Labor, and 

Treasury release FAQs with delayed 

enforcement discretion on portions 

of   the “Transparency in Coverage” 

rules

6
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History

▪ April 19, 2022 – HHS, Labor, and 
Treasury release additional guidance in 
FAQs About Affordable Care Act 
Implementation Part 53

▪ This guidance provided updated 
machine readable file templates for:

– Percentage-of-billed-charges 
arrangements, and

– Alternative reimbursement 
arrangements not supported by the 
other templates

7
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Legal Authority

▪ The Final Rule relies on legal authority from

– Section 1311(e)(3) of  the Affordable Care Act (ACA)

▪ Requirement that issuers seeking certification as qualified health plans 

disclose to HHS and the public (i) cost-sharing information under the 

individual’s coverage and (ii) “[o]ther information as determined 

appropriate by the Secretary” 

– Section 2715A of  the Public Health Service (PHS) Act (enacted by the 

ACA)

– Section 2718 of  the PHS Act

8
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Goals

▪ The goals of  the Final Rule are to

– enable consumers to make cost-conscious decisions;

– strengthen the support consumers receive from stakeholders;

– reduce surprise consumer out-of-pocket costs;

– increase competition and narrow price dispersion; and

– put downward pressure on prices.

9
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Overview

– The Final Rule imposes two requirements on applicable payors with 
respect to covered health care items and services:

1. providing cost-sharing information to enrolled individuals through 
online tools and paper form, if  requested; and

2. disclosing pricing information to the public in three machine-
readable files

– The Final Rule also allows insurers to claim credits towards Medical Loss 
Ratios (MLRs) for “shared savings” when an enrollee selects a “lower-
cost, higher-value” provider

10
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Who Does 
This Rule 
Apply To? 

• Group Health Plans and

• Health Insurance Issuers:

• Subject to regulation by one or more of  the 
Departments of  Health and Human Services, 
Labor, and Treasury (the “Tri-Agencies”)

11
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Who Does This Not Rule Apply To? 

• Grandfather Plans

• HRA’s and FSA’s 

• Excepted Benefit Plans 

• Health Care Sharing Ministries

• Short-Term Limited Duration Plans 

12
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Timeline

October 29, 2020 January 11, 2021 January 1, 2022 January 1, 2023 January 1, 2024

Final Rule 

released

Effective date Must publish machine-

readable files for public 

disclosures

Enforcement Discretion 

→ July 1, 2022

Must provide cost-sharing 

information for the 500 

items and services 

identified by the 

Department 

Must disclose 

cost-sharing 

information with 

respect to all items 

and services

▪ For the public disclosures in machine-readable file format, the requirements 
will be implemented for plan years beginning on or after January 1, 2022.

− In the FAQs the Departments stated that, as an exercise of  
enforcement discretion, enforcement will be deferred until July 1, 2022.

▪ For the cost-sharing information disclosed upon request, the requirements 
will be phased in over time: 

− Plans and issuers must make cost-sharing information available for 500 
items and services identified by the Departments for plan or policy 
years beginning on or after January 1, 2023.

− Plans and issuers must make all cost-sharing information available for 
covered items and services for plan or policy years beginning or after 
January 1, 2024.
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Required Transparency and 
Disclosures to Participants, 
Beneficiaries and Enrollees 

Upon Request 
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Required Disclosures Upon Request 

At the request of a participant, beneficiary, or enrollee, the Group Health Plan or Health 
Insurance Issuer must provide the following information:

(1) Cost-sharing liability information,
(2) Accumulated amounts towards deductibles and OOP limits,
(3) In-network reimbursement rates,
(4) Out-of-network allowed amounts,
(5) Special rules for bundled payment arrangements,
(6) Notice when coverage of any specific item or service is subject to a

prerequisite, and
(7) Limitations on estimate being provided.

45 CFR §147.211 (b)(1); See also 29 CFR § 2590.715-2715A3 and 26 CFR§ 54.9815-2715A2.

15
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• Non-grandfathered Group Health Plans (GHPs) and 

Health Insurance Issuers (HII) offering non-

grandfathered Health Insurance Coverage (HIC) in 

the Individual and Group Markets must make 

available to participants, beneficiaries and enrollees, 

upon request personalized out-of-pocket cost 

information through an internet-based self-service 

tool and (if  requested) in paper form, as follows:

• Cost-sharing liability for a requested item or 

service to be furnished by a provider or 

providers (including any cost-sharing reductions 

the individual might receive)

1. Cost-Sharing Liability 

Information

16
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• Since preventive care provided by in-network 

providers must be covered without any cost-sharing, 

there are special rules for disclosures related to it

• For preventive care items or services, the GHP or 

Issuer is only required to provide an estimate when it 

cannot determine whether the requested covered 

item or service is preventive care or not

• In this case, the GHP or Issuer must provide the for 

the requested covered item or service as if  it is not 

for preventive care

1. Cost-Sharing Liability 

Information (continued)
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• Accumulated amounts towards cost-sharing and out-

of-pocket (OOP) limits

• For deductibles, this includes both self-only and 

amounts toward any family or other non-self  only 

deductibles

• In this case, the GHP or Issuer must provide the for 

the requested covered item or service as if  it is not 

for preventive care

2. Accumulated Amounts -

Deductible and OOP Limits

18
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• GHPs and Issuers must provide either 

the:

• Negotiated rate (reflected in $) even if  

that is not the rate used to calculate 

cost-sharing, or

• Underlying fee schedule (reflected in 

$) to the extent it is different from the 

negotiated rate.

3. In-Network Reimbursement 

Rates

19
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• GHPs and Issuers must provide the:

• Allowed amount for the requested 

item or service to be provided by an 

OON provider (reflected in $), or

• Percentage of  the OON’s billed 

charges to be covered if  that is how 

the GHP or Issuer reimburses OON

providers.

4. Out-of-Network Allowed 

Amounts

20
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• For bundled payment arrangements where items or 

services have separate cost-sharing liability, the GHP

or Issuer must provide an estimate for the requested 

covered item or service and each of  the individual 

items or services within the bundled payment that 

have separate cost-sharing liabilities

• However, the GHP or Issuer is not required to 

provide this estimate for the bundled payment 

arrangement itself  so long as it lists all items and 

services included in the bundle

5. Bundled Payment 

Arrangements

21
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• If  there are any additional requirements 

that must be followed by the participant, 

beneficiary or enrollee as a prerequisite to 

receiving coverage from the GHP or 

Issuer, those prerequisites for coverage 

of  the requested item or service must be 

disclosed

6. Disclosure of  Prerequisites 

to Coverage

22
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• Mandated notice about balance-billing by OON

providers and individual’s responsibility to pay 

for the difference between what is billed, what is 

paid by the GHP or Issuer, and any cost-sharing 

imposed which is paid by the individual

• Disclosure that actual charges may be different 

from the estimates provided depending on the 

actual care received

• Disclosure that the estimate is not a guarantee 

that benefits will be provided

7. Limitations on Estimate 

Being Provided

23
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• Statement on whether the GHP or Issuer counts 

co-payment assistance or other third-party 

payments in the calculation of  the estimate 

provided

• For preventive care, a statement that there will 

be no cost-sharing if  billed as preventive care by 

an in-network provider

• Any other information, disclosures or 

disclaimers deemed necessary or appropriate by 

the GHP or Issuer, so long as they do not 

conflict with any of  the above

7. Limitations on Estimate 

Being Provided (continued)

24



frostbrowntodd.com© 2021 Frost Brown Todd LLC. All rights reserved.

Required Methods and Format of  Disclosure 

Group Health Plans and Health Insurance Issuers must provide these disclosures through:

1. An internet-based self-service tool, subject to the following:

(a) the information must be provided in plain language,

(b) without any subscription or service fees,

(c) through a website that provides real-time responses, and

(d) which provides cost-sharing information which is accurate at the time of the

request; and

2. In paper form upon request that is available in plain language and without a fee.

45 CFR §147.211 (b)(2); See also 29 CFR § 2590.715-2715A3 and 26 CFR§ 54.9815-2715A2.
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Internet- Based Self  Service Tool 

Group Health Plans and Health Insurance Issuers must allow users to:

1. Search cost-sharing information for a covered item or service by a specific in-
network provider or by all providers via:

(a) billing code (CPT) or descriptive term (like “COVID test”),
(b) provider name (for in-network only),
(c) other factors relevant to calculate the estimate; and

2. Search for OON providers allowed amounts, % of billed charges, or other rates used which 
provide a “reasonably accurate estimate” of the amount the GHP or Issuer will pay via:

(a) billing code (CPT) or descriptive term, and
(b) other factors used by the GHP or Issuer to determine OON allowed amounts or rates.

3. Allow users to refine and reorder search results based on geographic proximity of in-network
providers and the amount of cost-sharing estimated to the extent it varies or returns multiple
results.

26
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Paper Disclosure (made available upon request)

Group Health Plans and Health Insurance Issuers must provide paper disclosure upon 
request:

1. In plain language,
2. Without any fees,
3. May be limited to as few as 20 providers per request( but must disclose this limit at the 

time of the request)
4. Provide the same information as that provided through the internet-based self-service 

tool
5. Mail it within 20 business days or less of receipt of the request, and
6. May satisfy this by phone or e-mail (if requested) so long as the request is fulfilled in 

the same time frame.

27
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Required Public Disclosure 
of  In-Network and Out-of-

Network Rates
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Statutory Disclosure Language – In-Network

Group Health Plans and Health Insurance Issuers must make available on an internet website the following information in machine 
readable files, in the methods and formats set forth below: 

(1) In-network rates for all covered items and services (except for prescription drugs subject to FFS payment) that must 
include:

(A) For each coverage option offered, the name and the 14–digit Health Insurance Oversight System (HIOS) identifier 
(or 5 digit if 14 digit is unavailable or the EIN if no HIOS identifier is available), 
(B) Billing codes (including NDC for Rx) with a plain language description for each covered item and service under each 
coverage option offered,
(C) All applicable rates, including negotiated rates, underlying fee schedule rates, or derived amounts (as appropriate), 

(1) Iif fee schedules are used to calculate cost-sharing, must be disclosed in addition to the negotiated rate or 
derived amount,

(2) Reflected as dollar amounts for all items and services provided by in-network providers,
(3) For those amounts subject to change due to case characteristics of the individual, must disclose the base 

negotiated rate only (prior to said adjustments),
(4) Associated witih the NPI, TIN, and Place of Service Code for each in-network-provider;
(5) Associated with the last date of the contract term or expiration date for each provider-specific applicable 

rate that applies to each covered item or service; and
(6) With a notation for any  reimbursement arrangement that is other than a standard FFS model (like 

capitation or bundled payments)

45 CFR § 147.212; see also 29 CFR § 2590.715-2715A3; 26 CFR § 54.9815-2715A.
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Statutory Disclosure Language – Out-of-Network

Group Health Plans and Health Insurance Issuers must make available on an internet website the following 

information in machine readable files, in the methods and formats set forth below: 

(2) An out-of-network (OON) allowed amount machine-readable file, including:

(A) For each coverage option offered, the name and the 14–digit HIOS identifier (or 5 digit if 14 

digit is unavailable or the EIN if no HIOS identifier is available),

(B) Billing codes  (including NDC for Rx) with a plain language description for each covered item 

and service under each coverage option offered,

(C) Unique OON allowed amounts and billed charges for covered items or services furnished by 

OON providers during the 90–day time period that begins 180 days prior to the publication date of 

the machine readable file (Except for those items and services with fewer than 20 different claims 

under a single coverage option offered), which must be:

(1) Reflected in $ dollar amounts, and

(2) Associated with the NPI, TIN, and Place of Service Code for each out-of-network provider. 
45 CFR § 147.212; see also 29 CFR § 2590.715-2715A3; 26 CFR § 54.9815-2715A.
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Statutory Disclosure Language – Method and Format

❖Group Health Plans and Health Insurance Issuers must make the In-Network and Out-of-Network 

information described above available in the form and manner prescribed by HHS, Labor and 

Treasury (see slide 11 above) which must be publicly available and accessible to anyone – free of 

charge and without conditions (such as establishing a user account, password or other credentials 

or submission of PII to access the information in the file).

❖These machine readable files must be updated on a monthly basis and must clearly identify the 

date of the update.

❖GHPs may agree by written contract with Issuers to comply with these requirements.

❖GHPs and Issuers may also use third-parties to comply with these requirements.

45 CFR § 147.212; see also 29 CFR § 2590.715-2715A3; 26 CFR § 54.9815-2715A.
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Spotlight on Prescription Drug Price Disclosures

▪ Snapshot of  current state:

– Deferred enforcement of  Transparency in Coverage rule drug pricing provisions pending 

further notice-and-comment rulemaking

– Separate drug pricing disclosure obligations in effect under Consolidated Appropriations Act 

(CAA)

“In response to the later [CAA] statutory enactment and stakeholder concerns, as an exercise of  enforcement 

discretion, the Departments will defer enforcement of  the requirement in the TiC Final Rules that plans and 

issuers must publish machine-readable file related to prescription drugs while it considers, through notice-and-

comment rulemaking, whether the prescription drug machine-readable file requirement remains appropriate.” 

- FAQ Part 49 
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Drug Supply Chain and Reimbursement

Simplified Example of  Retail Community Pharmacy “Brand Drug” Supply Chain and Payment and 

Reimbursement Arrangements (Provided for Illustration Purposes Only)
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List Price vs. Net Price

▪ Over time, the aggregate amount of  rebates and discounts on brand drugs has increased substantially:

Manufacturer Rebates as a Percentage 

of Gross Drug Costs (2008-2027)

Source: 84 Fed. Reg. 

2340, 2352 (Feb. 6, 

2019) (citing 2018 

Medicare Trustees 

Report, Table IV.B8)

▪ Because of  rebates, the nature of  the supply chain, and the nature of  health care coverage, a drug’s “list price” rarely reflects 

the amount a particular payer or insured patient pays for the drug.

▪ Rebates have long been considered highly confidential and proprietary
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Recap of  Drug Price Disclosures Under Rule

Had the rule drug pricing provisions been enforced, the following would have been required:

For each plan year beginning on or after January 1, 2022, the payor would have had to disclose on its 

website a “Prescription Drug File” through a monthly-updated machine-readable file.  The Prescription 

Drug File would have included:

1. Negotiated rate 

▪ The dollar amount that the payor has contractually agreed to pay for a covered item or service 

(whether directly or indirectly through a third-party administrator or PBM) to an in-network 

provider for the related covered drugs

2. Historical net price

▪ The retrospective average a plan paid an in-network pharmacy or other prescription drug 

dispenser for a prescription drug, inclusive of  any reasonably allocated rebates, discounts, 

chargebacks, fees, and any other additional price concessions received by the applicable payor 

with respect to the prescription drug or drug service
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Litigation Backdrop and CAA Requirements

Drug pricing provisions in rule were subject to litigation (U.S. Chamber of  Commerce and Pharmaceutical 

Care Management Association (PCMA) ) on procedural and substantive grounds

▪ E.g., PCMA alleged that the final rule “historical net price” requirement was not a logical outgrowth of  the 

proposed rule; was arbitrary and capricious

CAA reporting requirements (effective Dec. 27, 2021, each June 1 thereafter).  Annual disclosure to the 

government of  information, including but not limited to:

▪ 50 most costly prescription drugs and the “annual amount spent by the plan or coverage for each such drug”

▪ 50 prescription drugs with greater increase in plan expenditures over the prior plan year and, for each such 

drug, the change in amounts expended by the plan of  coverage

▪ Total spending on health care services, broken down by i) type of  costs including “costs for prescription 

drugs” and ii) spending on prescription drugs

▪ Government to issue biannual report on “prescription drug reimbursements” under relevant plans and 

coverage, “aggregated in such a way as no drug or plan specific information will be made public”

HHS must publish a report on drug pricing trends, drug costs and how they influenced premiums, etc.  

Information is to be aggregated such that no plan-specific information will be made public
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Implications; Current State of  Drug Price Transparency

Part of  broader trend towards drug price transparency? 

– SSA 1150A “Pharmacy Benefit Managers Transparency Requirements”

▪ A health benefits plan or PBM must provide information, including but not limited to the 

following:

– Aggregate amount and types of  rebates, discounts, or price concessions that the PBM 

negotiates that are attributable to patient utilization under the plan; aggregate amount of  

rebates, discounts, or price concessions passed through to the plan sponsor; aggregate amount 

of  difference between amount health benefits plan pays PBM and amount PBM pays 

pharmacies

– State-imposed health insurer drug price transparency requirements

– Federal bills proposing additional transparency into price increases, etc.

Distinctions between drug transparency and transparency for other items and services under final rule?



38

Medical Loss Ratio and Shared Savings

▪ The Final Rule changes the MLR methodology to benefit 

plan designs that encourage enrollees to shop for “lower-cost, 

higher-value providers”

– If  such designs result in savings, insurers can share in 

the savings by taking credit for “shared savings” in their 

MLR numerator

– Purpose: align issuer and enrollee incentives and 

increase consumer engagement and empowerment

▪ The Final Rule declines to define “shared savings” or “lower-

cost, higher-value providers”

▪ Defers to states to further define operational 

standards and criteria

▪ Effective date: 2020 MLR reporting year (reports filed by 

July 31, 2021)

Medical loss ratio (MLR) = 
The proportion of  premium revenue 

spent on clinical services and quality 

improvement activities (as opposed to 

administrative costs)

▪ Section 2718 of  the PHS Act requires an issuer to 

provide rebates to enrollees if  its MLR falls below 

specified standards

– Generally 80% for individual and small group 

markets

– 85% for large group markets
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Federal and State 
Enforcement
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Origins of  Federal Enforcement 

• Federal enforcement authority flows through the 
constitutional powers granted to the executive branch. 

• The legislative branch drafts the laws which the 
executive branch is tasked with enforcing.

• The legislature creates administrative agencies 
designated to regulated certain industries such as such 
as HHS and CMS. 

• State law authority is created in the same manner, 
flowing through state constitutions. 

40
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Evolution of  Federal Health 
Insurance Law 

• Congress has passed sweeping health insurance reform 
laws:

• Health Insurance Portability and Accountability 
Act of  1996 (HIPAA)

• Mental Health Parity 

• Women’s Health and Cancer Rights Act (WHCRA)

• Newborn and Mother’s Health Protection Act 
(NMHPA)

• Affordable Care Act (ACA)

41
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Preemption 

• As a general rule, federal health insurance requirements do not 
automatically preempt state law

• Federal law states that it “shall not be construed to supersede any provision 
of  state law to supersede any provision of  State law which establishes, 
implements, or continues in effect any standard or requirement solely 
relating to health insurance issuers in connection with individual or group 
health insurance coverage except to the extent that such standard or 
requirement prevents the application of  a requirement of  this part or 
part D.”

42
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Federal vs. State 
Enforcement  

“Title XXVII of  the Public Health Service Act (PHS Act) contemplates that 
states will exercise primary enforcement authority over health insurance issuers 
in the group and individual markets to ensure compliance with health insurance 
market reforms. In the event that a state notifies the Centers for Medicare & 
Medicaid Services (CMS) that it does not have statutory authority to enforce or 
that it is not otherwise enforcing one or more of  the provisions of  title XXVII, 
or if  CMS determines that the state is not substantially enforcing the 
requirements, CMS has the responsibility to enforce these provisions in the 
state. This enforcement framework, in place since 1996, ensures that consumers 
in all states have protections of  the Affordable Care Act and other parts of  the 
PHS Act.”

https://www.cms.gov/CCIIO/Programs-and-Initiatives/Health-

Insurance-Market-Reforms/compliance
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Enforcement of  New Pricing Transparency 
Rule in Relation to Consumer Privacy   

• Federal laws and enforcement mechanisms are in place 
to help protect consumers from unfair and deceptive 
practices, including deceptive data collection and the sale 
of  data collected without adequate consumer notice.

• Given existing measures to protect consumer privacy 
on the internet, the Departments are of  the view that 
common internet privacy risks should not operate to 
deprive consumers of  the information, tools, and support 
they need to make informed choices related to health care 
coverage, providers, items, and services. 
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Enforcement Safe 
Harbor 

• The Departments will work with plans and issuers to 
provide information they can use to educate 
participants, beneficiaries, and enrollees about sharing 
their health information with third party applications. 

• Existing regulations and requirements regarding 
sharing of  health information will be enforced in 
tangent with this rule as well. 

• The Departments will also create a good faith safe 
harbor for companies that act honestly and within  
reasonable commercial standards. 
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Next Steps and Best 
Practices 
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Current Industry 
Practices

• Many plans already use cost estimators which includes 
rates and costs negotiated with in-network providers and 
suppliers. 

• Many existing tools are either insufficient in the amount 
of  detail they provide or the level of  accuracy available –
therefore requiring regulatory updates. 

• At least eighteen states have AllPayer Claims Databases. 

• State transparency requirements are generally not 
applicable to self-insured group health plans, which cover 
approximately 58.7 percent of  private-sector workers. 
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Collaborative Efforts 

• Insurers will need to work closely with both 
PBM’s and pharmacy networks to ensure 
pharmaceutical compliance with this rule. 

• Self-insured plans should review existing 
agreements with TPA and other service providers 
to determine compliance 

48
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Contracting Considerations

▪ Potential proliferation of  work for vendors and third parties to support 
implementation

▪ Likely need to amend contracts to provide access to information needed for 
disclosure requirements

– Potential amendments to confidentiality provisions of  service agreements

– Discounts and price concessions historically have been regarded as confidential 
and proprietary information

▪ May need to strengthen indemnification and liability protection for plan sponsors

▪ Potential state law overlay
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Competitive Market Considerations

▪ Transparency in Coverage Rule creates a level of  transparency that did not exist 

before; reinforces the need to exercise caution/avoid discussions about pricing 

with competitors, given antitrust/competitive considerations

– Competitors’ negotiated rates with providers will no longer be confidential

– Under U.S. antitrust law, price coordination and agreements between 

competitors that diminish competition are unlawful

– Core areas of  antitrust concern remain price fixing and geographic market or 

customer allocation.
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Policy Implications/Forecasting

▪ Policy implications?

▪ Where do we go from here on price transparency?

▪ Emerging themes in transparency?
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