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External Quality Review (EQR) of Medicaid and Children’s Health Insurance Program (CHIP) Managed Care, EQR Protocols, and Supporting Regulations
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Supporting Regulations are located in 42 CFR 438.350, 438.352, 438.354, 438.356, 438.358, 438.360, 438.362, 438.364, and 438.370.

[bookmark: Background]Background

CMS published a rule concerning external quality review (EQR) of Medicaid managed care organizations (MCOs) and prepaid inpatient health plans (PIHPs) on January 24, 2003 (68 FR 3586). The rule implemented: (1) section 1932(c)(2) of the Social Security Act (the Act), which was enacted  in section 4705(a) of the Balanced Budget Act of 1997 (BBA), and (2) section 1903(a)(3)(C)(ii) of the Act, which was enacted in section 4705(b) of the BBA. 

Under section 1932(c)(2) of the Act each contract between a state Medicaid agency (state agency) and a MCO or PIHP must provide for an annual EQR of the quality outcomes, the timeliness of, and access to, the services for which the MCO or PIHP is responsible under the contract. 

Section 1903(a)(3)(C)(ii) provides enhanced federal financial participation for these activities. Since 2003, the EQR regulation has undergone numerous revisions and associated collection of information (COI) requests.  

This 2026 information collection request revises the active EQR protocols (which were last updated in 2023). 

External Quality Review (EQR)

The annual EQR is to be conducted by an independent entity (an external quality review organization, EQRO) that meets the qualifications set forth in these regulations. State agencies may use information about an MCO, PIHP, or prepaid ambulatory health plan (PAHP), obtained through a Medicare  or private accreditation review, in place of information generated through the EQR-related activities, if such activities would duplicate the activities under the Medicare or private accreditation review (nonduplication). Further, and consistent with BBA provisions, states may exempt certain MCOs from the annual EQR process.

EQR Technical Reports

The BBA provisions required that the results of the EQR (which are referred to as EQR technical reports) be made publicly available. As required under § 438.364(c)(2), the state must post its finalized annual technical report(s) on its website by April 30th of each year.  § 438.364(c)(2)(ii) requires states to provide the reports to such parties as participating health care providers, enrollees, and potential enrollees of the managed care plans (MCPs) upon request. For simplicity, we use MCP to refer to MCOs, PIHPs, PAHPs, and PCCM entities (as applicable) as a group, but will specify particular entities as needed.

The BBA also authorized the payment of enhanced federal financial participation at the 75 percent rate for expenditures on EQR (including the production of EQR report) and EQR- related activities performed on MCOs when conducted by EQROs. EQR-related activities conducted on MCOs by entities other than an EQRO, and EQR-related activities and EQR of non-MCOs (including PIHPs, PAHPs, and PCCM entities), are eligible for a 50 percent  match rate. Although PCCM entities are no longer required to undergo EQR, states may elect to include them in EQR activities and may receive 50 percent federal match for some of those activities.

EQR-Related Activities

States that contract with MCOs, PIHPs, and PAHPs to deliver Medicaid and/or CHIP services must ensure that a qualified EQRO conducts an EQR of each plan each year. The EQR-related activities at 42 CFR 438.358 provide the information used by an EQRO for the EQR. There are four mandatory EQR-related activities: validation of performance improvement projects (PIPs); validation of performance measures; a compliance review once every  three years; validation of network adequacy.  There are five  current optional EQR-related activities, and two  new optional activities  under 42 CFR 438.358(c)(6) and (7), the data from which must be included in the EQR if the state elects to conduct the activity: validation of encounter data; administration or validation   of quality of care surveys; calculation of additional performance measures; implementation of additional  PIPs; conducting focus studies; and newly required activities to assist with the quality rating of MCOs, PIHPs, and PAHPs; and to assist with certain managed care evaluations required or proposed in 42 CFR part 438. States, their contractors that are not MCPs (MCOs, PIHPs, PAHPs, or PCCM entities), or EQROs must conduct the EQR- related activities either using the EQR protocols or methods consistent with these protocols.

A. Justification

1. Need and Legal Basis

Section 1932(c)(2)(A)(iii) of the Act requires that the Secretary have protocols developed to be used in EQRs.

Section 1932(c)(2)(A)(iv) of the Act requires that the results of EQR be made available to participating health care providers, enrollees, and potential enrollees of the MCO.

2. Information Users

[bookmark: _Hlk164236014]Section  438.350 requires that the state agency provide the EQRO information from the EQR-related activities, obtained through methods consistent with the Protocols specified by CMS (or with information from the Medicare or private accreditation review, in cases where the state uses the nonduplication provision). The EQR-related activities may be conducted by an EQRO, a state contractor that is not an MCO, PIHP, PAHP, or PCCM entity, or the state; the information generated by the EQR- related activities is used by the EQRO to determine the quality of care furnished by an MCO, PIHP, or PAHP. While PCCM entities are not required to undergo these activities, they may be included when applicable, but may not conduct the EQR-related activities.

Section 438.364 extends the availability of the results of EQR to the public. In addition to responding to requests, states must post the annual EQR technical reports on their websites by April 30th. This allows Medicaid and CHIP enrollees and potential enrollees to make informed choices regarding the selection of their plans . It also allows advocacy organizations, researchers, and other interested parties access to information on the quality of care provided to Medicaid and CHIP beneficiaries enrolled in Medicaid and CHIP MCOs, PIHPs, PAHPs, and PCCM entities (as applicable).

With respect to the nonduplication provision and the provision that allows for the exemption of EQR, these provisions do not relieve the state of its responsibility to ensure and monitor the access, timeliness, and quality of services are provided by the MCO, PIHP, or PAHP. Thus, information from the accreditation and Medicare review activities must be made available to the state agency in order for the state agency to use the information in its oversight of these organizations.

3. Use of Information Technology

The information is collected by the states from the MCPs. The decision as  to whether or not collection methods can be improved with newer technology will be up to the states. Presently, states post final reports to their state website. No signature, electronic or written, is required on the document.

CMS-2439-F requires states to maintain a 5-year archive of EQR reports on their websites. States are also required to notify CMS via email or other electronic correspondence when they have posted their EQR reports to their websites, and to provide a link to the reports.

4. Duplication of Efforts

The information collection requirements that are set out in section 12 of this Supporting Statement do not duplicate similar information collections.  Rather, the intent is to provide states with an option to not have to duplicate Medicare or private accreditation review activities, thus enabling the state to minimize duplication of requirements placed on MCOs, PIHPs, and PAHPs with whom they contract.

5. Small Businesses

[bookmark: _Hlk207372295]We estimate that some prepaid ambulatory health plans (PAHPs) are likely to be small entities. Under CMS-2439-F, PCCM entities would not be required under EQR, so the estimates associated with them are no longer applicable. We estimate that most managed care organizations (MCOs) and prepaid inpatient health plans (PIHPs)  are not small entities. According to the Small Business Administration (SBA) and the Table of Small Business Size Standards, small entities include small businesses in the health care sector that are direct health and medical insurance carriers with average annual receipts of less than $41.5 million and offices of physicians or health practitioners with average annual receipts of less than $12 million. 

As of the 2024-2025 EQR reporting cycle, there were a total of 706  Medicaid and CHIP(MCPs consisting of 516 MCOs, 135 PIHPs, and 55 PAHPs that participated in the Medicaid and CHIP managed care program and were subject to EQR. We believe that only a few of these entities qualify as small entities. Based on publicly available records we believe that 10 to 20 PAHPs are likely to be small entities. We also believe that the remaining MCOs and PIHPs have average annual receipts from Medicaid and CHIP contracts and other business interests in excess of $41.5 million.

State governments are not included in the definition of a small entity.

6. Less Frequent Collection

As EQR is an annual statutory requirement, the information must be collected and reported annually. If CMS were not to require states to collect and report this information annually, the states would be in violation of the law. CMS is required to use information from the state EQR technical reports to satisfy the annual reporting requirements in sections 1139A and 1139B of the Act.

7. Special Circumstances

There is one special circumstance (Retain records, other than health, medical, government contract, grant-in-aid, or tax records for more than three years) under CM-2439-F that states must maintain a 5-year archive of EQR reports on their websites. Otherwise, this information collection request does     not do any of the following:

· Require respondents to report information to the agency more often than quarterly;
· Require respondents to prepare a written response to a collection of information in fewer than 30 days after receipt of it;
· Require respondents to submit more than an original and two copies of any document;
· Is connected with a statistical survey that is not designed to produce valid and reliable results that can be generalized to the universe of study,
· Require the use of a statistical data classification that has not been reviewed and approved by OMB;
· Require a pledge of confidentiality that is not supported by authority established in statue or regulation that is not supported by disclosure and data security policies that are consistent with the pledge, or which unnecessarily impedes sharing of data with other agencies for compatible confidential use; or
· Require respondents to submit proprietary trade secret, or other confidential information unless the agency can demonstrate that it has instituted procedures to protect the information's confidentiality to the extent permitted by law.

8. Federal Register Notice/Outside Consultation

Federal Register Notice

The 60-day notice published in the Federal Register on December 22, 2025 (90 FR 59835). Comments were received and are attached to this collection of information request along with our response to such comments.

As noted, the 60-day Protocols were further updated in response to a majority of the comments. The updated Protocols are attached to this 30-day collection of information request. The added Protocol updates are non-substantive. We did not revise any of our 60-day burden estimates.

The 30-day notice published in the Federal Register on April 22, 2026 (91 FR 21504).

Outside Consultation

To develop the new protocol, “Assist with the Quality Ratings for Medicaid and CHIP Quality Rating System,” CMS engaged with select state Medicaid agencies and EQROs to gain insight into challenges and best practices regarding methodological aspects of MAC QRS implementation. To develop the new protocol, “Assisting with Evaluation of Managed Care Quality Strategies, State Directed Payments, and In Lieu of Services and Settings,” CMS engaged with select state Medicaid agencies to gain insight into challenges and best practices regarding these evaluations. As required by statute (section 1932(c)(2)(A)(iii)), CMS consulted with the National Governors’ Association (NGA) during the development of the revised protocols.

9. Payment/Gift to Respondents

There are no payments/gifts to respondents.

10. Confidentiality

The information collected as a result of these laws will be provided directly to states and will be subject to state-like freedom of information requirements. However, as per Section 1932(c)(2)(A)(iv) of the Act, the results of EQR may not be made available in a manner that discloses the identity of any individual patient.

11. Sensitive Questions

There are no sensitive questions associated with this collection. Specifically, the collection does not solicit questions of a sensitive nature, such as sexual behavior and attitudes, religious beliefs, and other matters that are commonly considered private.

12. Collection of Information Requirements and Associated Burden Estimates

12.1 Wage Estimates

To develop this collection’s cost estimates, we used data from the U.S. Bureau of Labor Statistics’ (BLS’) May 2024 National Occupational Employment and Wage Estimates (https://www.bls.gov/oes/tables.htm. The following table presents BLS’ mean hourly wage, our estimated cost of fringe benefits and other indirect costs (calculated at 100 percent of salary), and our adjusted hourly wage.

National Occupational Employment and Wage Estimates
	Occupation Title
	Occupation Code
	Mean Hourly Wage ($/hr)
	Fringe Benefits and Other Indirect Costs
($/hr)
	Adjusted Hourly Wage
($/hr)

	Business Operations Specialist
	13-1000
	43.76
	43.76
	87.52

	Computer Programmer
	15-1250
	65.34
	65.34
	130.68

	General Operations Manager
	11-1021
	64.00
	64.00
	128.00

	Office and
Administrative Support Worker
	43-9000
	22.09
	22.09
	44.18



As indicated, we are adjusting our employee hourly wage estimates by a factor of 100  percent. This is necessarily a rough adjustment, both because fringe benefits and other indirect costs vary significantly from employer to employer, and because methods of   estimating these costs vary widely from study to study. Nonetheless, we believe that doubling the hourly wage to estimate total cost is a reasonably accurate estimation method.

12.2 Information Collection Requirements and Associated Burden Estimates

The following information collection requirements and burden estimates update those that were approved by OMB on October 23, 2024. See section 15 of this Supporting Statement for a more in depth discussion of this 2026 iteration’s changes.

External Quality Review (§438.350)

There is no burden associated with this section, which describes the required EQR activities for states contracting with MCOs, PIHPs, and PAHPs.

External Quality Review Protocols (§438.352)

[bookmark: _Hlk132885237]There is no burden associated with this section, which describes the components of the    EQR protocols, which are the instructions for the EQR-related activities described in §438.358. States, their contractors that are not MCOs, PIHPs, or PAHPs, or EQROs must conduct the EQR-related activities either using the EQR protocols or using methods consistent with these protocols. The burden associated with reading and following the EQR protocols to conduct the EQR-related activities is captured in the burden for §438.358.

Activities Related to External Quality Review (§438.358)

This section describes the mandatory and optional EQR-related activities, which may be performed by the state, its agent that is not an MCO, PIHP, PAHP, or PCCM entity. It also describes when EQROs may, at state’s    discretion, provide technical assistance to MCOs, PIHPs, and PAHPs to assist in the performance of mandatory and optional EQR-related activities.

Per §438.358(a)(1), the EQR-related activities described in paragraphs (b) and (c) may be conducted by the state, its agent that is not an MCO, PIHP, PAHP, PCCM entity, or an EQRO; we describe the burden assuming that the state conducts these activities, though we believe the burdens will be similar regardless of  who conducts each activity.

Mandatory Activities

Section 438.358(b)(1) describes the four mandatory EQR-related activities that must be conducted for each MCO, PIHP, and PAHP. The burden is the time and effort for a state  to conduct and document the findings of the four mandatory activities: (1) the annual validation of PIPs conducted by the MCO, PIHP, or PAHP; (2) the annual validation of performance measures calculated by the MCO, PIHP, or PAHP; (3) a review of MCO, PIHP, or PAHP compliance with structural and operational standards, performed once every 3 years; and (4) validation of MCO, PIHP, or PAHP network adequacy . 

While all four activities are mandatory, we expect that a subset of MCOs will not conduct mandatory activities (1) – (3) due to the non-duplication clause outlined in § 438.360(a). The clause grants States the option to use the information obtained from a     Medicare or private accreditation review of an MCO, PIHP, or PAHP in place of information otherwise generated from the three mandatory activities specified in §438.358(b)(1)(i) through (iii). Further, amendments to § 438.360(a)(1) would remove the requirement that plan accreditation must be from a private accrediting organization recognized by CMS as applying standards at least as stringent as Medicare under the procedures in § 422.158.  Eliminating this requirement would simplify the plan accreditation process. We assume that States would apply the non-duplication provision to 10 percent of MCOs, PIHPs, and PAHPs, we anticipate that this provision would offset the burden associated with § 438.358(b)(1)(i) through (iv) for 71 MCOs, PIHPs, and PAHPs (since these activities will no longer be necessary for these 71 plans). As a result, we assume 635 MCPs s (90 percent of the 706 required MCOs, PIHPs, and PAHPs), will conduct mandatory activities (1) – (4). Additionally, revisions in the final rule remove the requirement that PCCM entities undergo EQR. We have no way to estimate which states will elect to continue to include PCCM entities in EQR-related activities, if any. Therefore, they are not included in our burden estimates.

For the first mandatory EQR-related activity, validation of PIPs, the types of services provided by MCOs, PIHPs, and PAHPs, and the number of PIPs conducted will vary. Based on recent experience, we estimate that each MCO, PIHP, or PAHP will conduct 2 PIPs. We estimate an aggregate annual state burden of 82,550 hr (635 MCOs, PIHPs, and PAHPs x [65 hr x 2 PIP validations]) and $7,224,776 (82,550 hr x $87.52/hr) (Estimate 12.2 (S)).

For the second  mandatory activity we estimate that each MCO, PIHP or PAHP will validate  15 performance measures each year. We estimate an aggregate annual state burden of 504,825 hr (635 MCOs, PIHPs, and PAHPs x [53 hr x 15 performance measure validations]) and $44,182,284 (504,825 hr x $87.52/hr) (Estimate 12.3 (S)).

For the third mandatory activity, MCOs, PIHPs, and PAHPs must undergo the compliance review within the three-year period preceding each annual EQR. States have flexibility regarding the cadence of these reviews. Therefore, we estimate that approximately 212 MCOs, PIHPs, and PAHPs (one third of required MCPs or 635 x 33%) will undergo compliance review each year. We estimate an annual state burden of 16,960 hr (212 MCOs, PIHPs, and PAHPs x 80 hr) and ($1,484,339 (16,960 hr x $87.52/hr) (Estimate 12.4 (S)). 

The fourth mandatory EQR-related activity described in §438.358(b)(1)(iv) requires the validation of MCO, PIHP, and PAHP network adequacy . States will conduct this activity for each MCO, PIHP, and PAHP. We estimate an annual state burden of 60 hr at $87.52/hr for a business operations specialist to support the validation of network adequacy activity. In aggregate, we estimate a state burden of 38,100 hr (635 MCOs, PIHPs, and PAHPs x 60 hr) and $3,334,512 (38,100  hr x $87.52/hr) for the validation of network adequacy activity (Estimate 12.5 (S)).

The burden associated with §438.358(b)(1) also includes the time for an MCO, PIHP, or PAHP to prepare the information necessary for the state to conduct the mandatory EQR- related activities. We estimate that it will take each MCO, PIHP, or PAHP an average of 200 hr to prepare the documentation for these four activities, half (100 hr) at $87.52/hr by  a business operations specialist and half (100 hr) at $44.18/hr by an office and administrative support worker. In aggregate, we estimate annual private sector burden of     127,000 hr [(635 MCOs, PIHPs, and PAHPs x 200 hr) and $8,362,950 [(63,500 hr x $87.52/hr) + (63,500 hr x $44.18/hr)] (Estimate 12.21 (PS)).

Optional Activities

Section 438.358(c) describes the seven optional EQR-related activities: (1) validation of encounter level data ; (2) administration or validation of quality of care surveys; (3) calculation of additional performance measures; (4) implementation of additional PIPs; (5) conduct focused studies;  (6) assist with the quality rating of MCOs, PIHPs, and PAHPs consistent with §438 subpart G; and (7) assist in evaluations for quality strategies, state directed payments, and in lieu of services and settings.  As with the mandatory activities described  in §438.358(b), these activities may be conducted by the state, its agent that is not an MCO, PIHP, or PAHP (or PCCM entity if applicable), or an EQRO, but for the purposes of this burden estimate we assume that the state conducts the activities.

We have no data to estimate the hours associated with how long it will take to conduct the optional EQR activities. Without that information, our best guess is that it will take 350 hr to validate encounter data and 50 hr to validate quality surveys. We estimate it will take three times as long to calculate performance measures (159 hr) as  it takes on average to validate and three times as long to conduct PIPs and focused studies (195 hr) as it takes on average to validate PIPs. We also estimate that it will take three  times as long to administer a consumer or provider survey than it takes to validate a survey (150 hr).

Based on our review of recent EQR technical report submissions we estimate and assume    that each year 10 percent of MCOs, PIHPs and PAHPs (70) will be subject to each of the optional EQR-related activities, though we note that the exact states and number vary from year to year. Regarding the administration or validation of quality surveys, we assume that half will administer surveys while half (35) will validate surveys. We also estimate that a mix of professionals will work on each optional  EQR-related activity: 20 percent by a general and operations manager ($128.00/hr); 25 percent by a computer programmer ($130.68/hr); and 55 percent by a business operations specialist ($87.52/hr). For the purpose of this estimate, we assume that the 10 percent of affected MCPs operate within 10 percent of states that contract with MCPs (4 states). We   understand that this estimate may not reflect the number of states that require these optional EQR-related activities, and that there is variation in the number of plans that operate within a given state.

The first set of burden estimates is for optional EQR-related activities conducted by MCOs:

· To validate encounter data, we estimate 24,500 hr (70 MCOs x 350 hr) and $2,606,947 [(24,500 hr x 20 percent x $128/hr) + (24,500 hr x 25 percent x $130.68/hr) + (24,500 hr x 55 percent x $87.52/hr)].

· To administer quality surveys, we estimate 5,250 hr (35 MCOs x 150 hr) and $558,632 [(5,250 hr x 20 percent x $128/hr) + (5,250 hr x 25 percent x $130.68/hr) + (5,250 hr x 55 percent x $87.52/hr)].

· To validate quality surveys, we estimate 1,750 hr (35 MCOs x 50 hr) and $186,211 [(1,750 hr x 20 percent x $128/hr) + (1,750 hr x 25 percent x $130.68/hr) + (1,750 hr x 55 percent x $87.52/hr)].

· To calculate performance measures, we estimate 11,130 hr (70 MCOs x 159 hr) and  $1,184,299 [(11,130 hr x 20 percent x $128/hr) + (11,130 hr x 25 percent x $130.68/hr) + (11,130 hr x 55 percent x $87.52/hr)].

· To conduct PIPs, we estimate 13,650 hr (70 MCOs x 195 hr) and $1,452,442  [(13,650 hr x 20 percent x $128/hr) + (13,650 hr x 25 percent x $130.68/hr) + (13,650 hr x 55 percent x $87.52/hr)].

· To conduct focus studies, we estimate 13,650 hr (70 MCOs x 195 hr) and $1,452,422 [(13,650 hr x 20 percent x $128/hr) + (13,650 hr x 25 percent x $130.68/hr) + (13,650 hr x 55 percent x $87.52/hr)].

· To assist in evaluations for quality strategies, state directed payments, and in lieu of services and settings, we estimate 8,750 hr (70 MCOs x 125 hr) and $931,053 [8,750 hr x 20 percent x $128/hr) + (8,750 hr x 25 percent x $130.68/hr) + (8,750 hr x 55 percent x $87.52/hr)].

· To assist with the quality rating of MCOs for the Medicaid and CHIP Quality Rating System (MAC QRS), we estimate an annual State burden of 175 hours per MCO. We estimate the annual State burden to assist with quality ratings is 12,250 hours (70 MCOs x 175 hr) and $1,303,474 [(12,250 hr x 20 percent x $128/hr) + (12,250 hr x 25 percent x $130.68/hr) + (12,250 hr x 55 percent x $87.52/hr)].

In aggregate, the annual state burden for optional EQR-related activities for MCOs is 90,930 hr (24,500 hr + 5,250 hr + 1,750 hr + 11,130 hr + 13,650 hr + 13,650 hr + 8,750 + 12,250 hr) and $9,675,498 ($2,606,947  + $558,632 + $186,211 + $1,184,299 + $1,452,442 + $1,452,442 + $931,053 + $1,303,474) (Estimate 12.7 (S)).

The second set of burden estimates is for optional EQR-related activities conducted by  PIHPs and PAHPs; we apply the same time, wage, and participation estimates developed for MCOs:

· To validate encounter data, we estimate 6,650 hr (19 PIHPs and PAHPs x 350 hr) and $707,600 [(6,650 hr x 20 percent x $128/hr) + (6,650 hr x    25 percent x $130.68/hr) + (6,650 hr x 55 percent x $87.52/hr)].

· To administer quality surveys, we estimate 1,350 hr (9 PIHPs, and PAHPs x 150 hr) and $143,648 [(1,350 hr x 20 percent x $128/hr) + (1,350 hr x 25 percent x $130.68/hr) + (1,350 hr x 55 percent x $87.52/hr)].

· To validate quality surveys, we estimate 450 hr (9 PIHPs and PAHPs x 50 hr) and  $47,883 [(450 hr x 20 percent x $128/hr) + (450 hr       x 25 percent x $130.68/hr) + (450 hr x 55 percent x $87.52/hr)].

· To calculate performance measures, we estimate 3,021 hr (19 PIHPs and PAHPs x 159 hr) and $321,453 [(3,021 hr x 20 percent x $128/hr) + (3,021 hr x 25 percent x $130.68/hr) + (3,021 hr x 55 percent x $87.52/hr)].

· To conduct PIPs, we estimate 3,705 hr (19 PIHPs and PAHPs x 195  hr) and $394,234 [(3,705 hr x 20 percent x $128/hr) + (3,705 hr x 25 percent x $130.68/hr) + (3,705 hr x 55 percent x $87.52/hr)].

· To conduct focused studies, we estimate 3,705 hr (19 PIHPs and PAHPs x 195 hr) and  $394,234 [(3,705 hr x 20 percent x $128/hr) + (3,705 hr x 25 percent x $130.68/hr) + (3,705 hr x 55 percent x $87.52/hr)].

· To assist in evaluations for quality strategies, state directed payments, and in lieu of settings and services, we estimate 2,375 hr (19 PIHPs and PAHPs x 125 hr) and $252,714 [2,375 hr x 20 percent x $128/hr) + (2,375 hr x 25 percent x $130.68/hr) + (2,375 hr x 55 percent x $87.52/hr)].

· To assist with the quality rating of PIHPs and PAHPs for the MAC QRS, we estimate an annual State burden of 175 hours per PIHP and PAHP. We estimate the annual State burden to assist with quality ratings is 3,325 hours (19 PIHPs and PAHPs x 175 hr) and $353,800 [(3,325 hr x 20 percent x $128/hr) + (3,325 hr x 25 percent x $130.68/hr) + (3,325 hr x 55 percent x $87.52/hr)].

In aggregate, the total annual state burden for optional EQR-related activities for PIHPs and PAHPs (described in §438.310(c)(2)) is 24,581 hr (6,650 hr + 1,350  hr + 450 hr + 3,021 hr + 3,705 hr + 3,705 hr + 2,375 hr +  3,325 hr) and $2,615,566 ($707,600 + $143,648 + $47,883 + $321,453 + $394,234 + $394,234 +  $252,714 + $353,800) (Estimate 12.8 (S)).

Nonduplication of Mandatory Activities (§438.360)

This section describes the circumstances under which the state may use information about   an MCO, PIHP, or PAHP obtained from a Medicare or private accreditation review in place of information otherwise generated about the plan through the EQR-related activities described in § 438.358.

Section 438.360(a) grants states the option to use the information obtained from a   Medicare or private accreditation review of an MCO, PIHP, or PAHP in place of information otherwise generated from the three mandatory activities specified in §438.358(b)(1)(i) through (iii). Specifically, this section allows states to apply the non- duplication option to all MCOs, PIHPs, and PAHPs and it allows states to apply the non- duplication option to the validation of performance measures, the validation of PIPs, and to the compliance review. Section 438.360(c) requires states to address the use of non- duplication as an element of the quality strategy.

External Quality Review Report

Section 438.360(b) describes when a state may elect to use information from a Medicaid,  CHIP, or private accreditation review in place of information that would otherwise be generated by the mandatory EQR-related activities in §438.358(b)(1)(i) through (iii).

The burden associated with non-duplication is the time and effort for an MCO, PIHP, or      PAHP to disclose the reports, findings, and other results of the Medicare or private accreditation review to the state agency.

While states could elect to allow all 706 MCOs, PIHPs, and PAHPs to substitute information from a Medicare or private accreditation review for the three mandatory EQR-related activities specified at §438.358(b)(1)(i) through (iii), in practice we find that states utilize this option infrequently. Therefore, we estimate that states will apply the non-duplication option to 10 percent (70) of MCOs (52), PIHPs (13), and PAHPs (5).

We estimate an annual private sector burden of 2 hr at $87.52/hr for a business operations specialist and 6 hr at $44.18/hr for an office and administrative support worker to disclose the necessary documentation to the state each year for a single MCO, PIHP, or PAHP.

In aggregate, we estimate a private sector burden of 520 hr (65 MCOs and PIHPs x 8 hr)          and $28,608 [(65 MCOs and PIHPs x (2 hr x $87.52/hr) + (6 hr x $44.18/hr)] (Estimate 12.9 (PS)).

Under this rule, states may apply the nonduplication provisions to PAHPs. In aggregate, we estimate 40 hr (5 PAHPs x 8 hr) and $2,201 [5 PAHPs x (2 hr x $87.52/hr) + (6 hr  x $44.18/hr)] (Estimate 12.10 (PS)).

The process in §438.360(b) includes the provision of all of the reports, findings, and other results of the Medicare or private accreditation review to the appropriate EQRO by  the state agency. We estimate it will take, on average, 2 hr at $44.18/hr for an office and  administrative support worker to disclose the necessary documentation to the appropriate   EQRO.

In aggregate, we estimate an annual state burden of 140 hr (70 MCOs, PIHPs, and PAHPs x 2 hr) and $6,185 (140 hr x $44.18/hr) to forward non-duplication-related  documentation to the EQROs (Estimate 12.11 (S)).

Exemption from External Quality Review (§438.362)

This section describes the circumstances under which a state may exempt an MCO from EQR.

Under §438.362, exempted MCOs have to provide (annually) to the state agency the most   recent Medicare review findings reported to the MCO by CMS or its agent. Of the approximately 516 MCOs, we estimate that approximately half (258) might provide Medicare services in addition to Medicaid services. Of these 258 MCOs that might potentially provide Medicare services in addition to Medicaid services, we further estimate that state agencies will allow approximately 10 percent (25) of the MCOs to be exempt from the EQR process.

We estimate an annual private sector burden of 8 hr (2 hr at $87.52/hr for a business operations specialist and 6 hr at $44.18/hr for an office and administrative support worker) for an MCO to prepare and submit the necessary documentation to the state agency. In aggregate, we estimate 200 hr (25 MCOs x 8 hr) and $11,003 (25 MCOs x [(2 hr x $87.52/hr) + (6 hr x $44.18/hr)]) (Estimate 12.14 (PS)).

External Quality Review Results (§438.364)

This section describes the minimum information that must be included in a state’s annual   EQR technical report which summarizes findings on access and quality of care. It also describes how and when the state must make this information available to the public, which includes a requirement that this action may not disclose the identity of any patient.

Information That Must be Produced

Section 438.364(a) describes the information that will be included in the annual detailed technical report that is the product of the EQR. Section 438.364(a)(1)(iii) specifies that the EQR technical report includes baseline and outcomes data regarding PIPs and performance measures. Many states already provide much of this information in their final EQR technical report. The burden of compiling this data for MCOs, PIHPs and PAHPs  is captured in §438.358.

Provision § 438.364(a)(2)(iii), would (1) require that the EQR technical reports include “any outcomes data and results from quantitative assessments” for the applicable EQR activities in addition to whether or not the data has been validated, and (2) add the mandatory network adequacy validation activity to the types of EQR activities to which the requirement to include data in the EQR technical report applies. For Medicaid § 438.364, we assume 46 States and 635 MCOs, PIHPs and PAHPs will be subject to the EQR provisions.  

We estimate it would take 1 hour at $87.52/hr for a business operations specialist to describe the data and results from quantitative assessments and 30 minutes at $44.18/hr for an office clerk to collect and organize data. In aggregate we estimate an annual State burden of 953 hours (635 MCOs, PIHPs, and PAHPs yearly reports × 1.5 hr) at a cost of $69,602 (635 reports x [(1 hr × $87.52/hr) + (0.5 hr x $44.18/hr)]). (Estimate 12.25 (S)) 

Availability of Information

Under §438.364(c)(ii), each state agency will provide copies of technical reports, upon request, to interested parties such as participating health care providers, enrollees and potential enrollees of the MCO, PIHP, or PAHP, beneficiary advocacy groups, and members of the general public. States will also make the most recent EQR technical report publicly available on the state’s website, the burden for which is included in §438.10.

We believe that by making these reports available online, states will be able to significantly decrease the burden associated with responding to requests from the public for this information, as it will already be easily accessible. The burden associated with this section is the time and effort for a state agency to furnish copies of a given technical    report to interested parties. In light of recent technological advances, we estimate an annual state burden of 5 minutes (on average) at $44.18/hr for an office and administrative support worker to disclose the reports (per request), and that a state will receive five requests per MCO, PIHP or PAHP. In aggregate, we estimate 265 hr [(635  MCOs, PIHPs and PAHPs x 5   requests x 5 min) / 60 min] and $11,689 (265 hr x $44.18/hr). (Estimate 12.17 (S)).

Reporting 

Under § 438.364(c)(2)(i), States must notify CMS within 14 calendar days of posting their EQR technical reports on their quality website and provide CMS with a link to the report. We estimate it would take 30 minutes at $87.52/hr for a business operations specialist to notify CMS of the posted reports.  

In aggregate for Medicaid we estimate an annual State burden of 23 hours (46 States × 0.5 hr) at a cost of $2,013 (23 hr × $87.52/hr). (Estimate 12.27 (S))

Federal Financial Participation (FFP) (§438.370)

This section describes the availability of FFP for EQR and EQR-related activities.

Section 438.370(c) requires states to submit EQRO contracts to CMS for review and approval prior to claiming FFP at the 75 percent rate. Since all states with MCOs, PIHPs, and PAHPs will need to update their EQRO contracts for the new mandatory activity, Validation of Network Adequacy, we estimate that  states will need to amend their policies and procedures to comply with this process. We estimate a one-time state burden of 0.5 hr at $77.28/hr for a business operations specialist to amend their state’s policies and procedures. 

[bookmark: _Hlk111205967]In aggregate, we estimate 22 hr (44 states x 0.5 hr) and $1,749 (22 hr x $77.28/hr), annualized to 7.33 hr and $583 (Estimate 12.23 (S)). We are annualizing the one-time development since we do not anticipate any additional burden after the 3-year approval period expires.

12.3 Summary of Burden Estimates
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Summary of Annual Burden Estimates: States (S)
Response Type: R=reporting; TPD=third-party disclosure
	Estimate # (S)
	CFR Section
	#
	Total #
	Time per
	Total Time (hr)
	Labor Rate ($/hr)
	Total cost
	Frequency
	Response Type

	
	
	Respondents
	Responses
	response (hr)
	
	
	($)
	
	

	
	
	
	
	
	
	
	
	
	

	12.2
	438.358(b)(1)(i)
	46
	1,270 (635 x 2)
	65
	82,550
	87.52
	7,224,776
	annual
	R

	12.3
	438.358(b)(1)(ii)
	46
	9,525 (635 x 15)
	53
	504,825
	87.52
	44,182,284
	annual
	R

	12.4
	438.358(b)(1)(iii)
	6
	212
	80
	16,960
	87.52
	1,484,339
	annual
	R

	12.5
	438.358(b)(1)(iv)
	46
	635
	60
	38,100
	87.52
	3,334,512 
	annual
	R

	12.7
	438.358(c)(1)
	46
	350
	175
	90,930
	varies
	9,675,498
	annual
	R

	12.8
	438.358(c)(1)
	46
	113
	175
	24,581
	varies
	2,615,566 
	annual
	R

	12.25
	438.364(a)(2)(iii)
	46
	635
	1.5
	953
	varies
	69,602
	annual
	R

	12.27
	438.364(c)(2)(iii) 
	46
	46
	0.5
	23
	87.52
	2,013
	annual
	R

	Subtotal: Reporting
	46
	12,786
	Varies
	758,922
	Varies
	68,588,590
	varies
	R

	12.11
	438.360(b)
	46
	70
	2
	140
	44.18
	6,185
	annual
	TPD

	12.17
	438.364(c)(2)
	46
	3175
	0.0833
	265
	44.18
	11,689
	annual
	TPD

	Subtotal: Third-Party Disclosure
	46
	3,245
	Varies
	405
	44.18
	17,874
	annual
	TPD

	Total
	46
	16,031
	Varies
	759,327
	varies
	68,606,464
	varies
	varies


*Please see text under this section for detailed wage figures.


[bookmark: _Hlk132887948]Summary of Annual Burden Estimates: Private Sector (PS)
Response Type: R=reporting; TPD=third-party disclosure
	Estimate # (PS)
	CFR Section
	#
	Total #
	Time per
	Total Time (hr)
	Labor Rate ($/hr)
	Total cost
	Frequency
	Response Type

	
	
	Respondents
	Responses
	response (hr)
	
	
	($)
	
	

	12.21
	438.358(b)(1)
	635
	635
	200
	127,000
	varies
	8,362,950
	annual
	R

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	12.9
	438.360(a)
	65
	65
	8
	520
	varies
	28,608
	annual
	R

	
	
	
	
	
	
	
	
	
	

	12.10
	438.360(a)
	5
	5
	8
	40
	varies
	2,201
	annual
	R

	
	
	
	
	
	
	
	
	
	

	Subtotal: Reporting
	635
	705
	Varies
	127,560
	varies
	8,383,759
	annual
	R

	12.14
	438.362
	25
	25
	8
	200
	varies
	11,003 
	annual
	TPD

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Subtotal: Third-Party Disclosure
	25
	25
	8
	200
	varies
	11,003
	annual
	TPD

	.Total
	635
	730
	Varies
	127,760
	varies
	8,404,762
	annual
	Varies


*Please see text under this section for detailed wage figures.

Summary of Annual Burden Estimates: State Government and Private Sector
	Estimate # 
	#
	Total #
	Time per
	Total Time (hr)
	Labor Rate ($/hr)
	Total cost
	Frequency
	Response Type

	
	Respondents
	Responses
	response (hr)
	
	
	($)
	
	

	State Government
	46
	16,031
	Varies
	759,327
	varies
	68,606,464
	varies
	Varies

	
	
	
	
	
	
	
	
	

	Private Sector
	635
	730
	Varies
	127,760
	varies
	8,404,762
	annual
	Varies

	
	
	
	
	
	
	
	
	

	TOTAL
	681
	16,761
	Varies
	887,087
	varies
	77,011,226
	varies
	Varies


*Please see text under this section for detailed wage figures.


12.4  Collection of Information Instruments and Instruction/Guidance Documents

· CMS External Quality Review (EQR) Protocols (Revised)

This 2026 information collection request revises the active EQR protocols (which were last updated in 2023). The revisions include: (1) align existing protocols, appendices and worksheets with the May 13, 2024 managed care final rule (CMS-2439-F; RIN 0938-AU99), (2) add a new protocol related to assisting states with quality ratings for the MAC QRS, and (3) update burden estimates to reflect the most accurate, current, and applicable EQR activities.

13. Capital Costs

There are no capital or maintenance costs.

14. Cost to Federal Government

[bookmark: _Hlk180501134][bookmark: _Hlk162337198]This collection involves both private sector (MCOs, PIHPs and PAHPs)  and public sector (state government).

Total annualized private sector costs are $8,404,761.  Consistent with the assumptions    used for the private sector match rate in 42 CFR part 438, we assume that the private sector will pass along costs to states through their capitation rates and, applying the estimated weighted (for enrollment) Federal match rate of 68.27 percent. Therefore, the Federal share for annualized private sector costs is $5,737,930.

There are two Federal match rates for EQR: 75 percent for EQR and EQR-related activities conducted by EQROs on MCOs, and 50 percent for EQR and EQR-related activities conducted on PIHPs and PAHPs by any entity, or on MCOs by non-EQROs.

Of the total annualized public sector costs ($68,606,464), we estimate that 71 percent or $48,710,590 will be eligible for the 75 percent Federal match rate (516 MCOs out of 635 total plans) totaling $36,532,942 and 29 percent or $19,895,875 will be eligible for the 50 percent Federal match rate totaling $9,947,937 (190 PIHPs and PAHPs,). Therefore, the Federal share for annualized public sector costs is $46,480,880.

Lastly, there are costs to the federal government related to CMS monitoring and analyzing the EQR data. For EQR reporting, states submit reports via email so there are minimal collection costs. However, a contractor supports CMS in monitoring and analyzing the EQR report data. We estimate the cost of hiring a contractor to support the monitoring and analyzing the EQR report data to be approximately $250,000. 

Total annualized Federal share (private and public sector) is $52,468,810  ($5,737,930 + $46,480,880  + $250,000).

15. Program or Burden Changes

This 2026 information collection request revises the active EQR protocols (which were last updated in 2023). The revisions include: (1) align existing protocols, appendices and worksheets with the May 13, 2024 managed care final rule (CMS-2439-F; RIN 0938-AU99), (2) add a new protocol related to assisting states with quality ratings for the MAC QRS, and (3) update burden estimates to reflect the most accurate, current, and applicable EQR activities. 

The rule will revise the EQR activities to remove the requirement for PCCM entities to conduct EQR, and to add  two new optional activities: assisting states with the quality rating of MCOs, PIHPs, and PAHPs for the MAC QRS and to support states in conducting quality-related evaluations, as well as a few other technical changes to the way EQR results are reported, and the timing of EQR. The  rule will also require states to maintain a 5-year archive of EQR reports on their websites and to require states notify CMS via email or other electronic correspondence when they have posted their EQR reports to their websites, and to share a link.


State Burden Estimate Adjustments
	 
	# Respondents
	# Responses
	Total Annualized Hours
	Total Annualized Cost ($)

	Estimate # (S)
	CFR Section 
	Previous
	Revised
	Difference
	Previous
	Revised
	Difference
	Previous
	Revised
	Difference
	Previous
	Revised
	Difference

	12.2
	438.358(b)(1)(i) 
	44
	46
	2
	589
	635
	46
	76,570
	82,550
	5,980
	6,087,315
	7,224,776
	1,137,461

	12.3
	438.358(b)(1)(ii
	44
	46
	2
	589
	635
	46
	93,651
	504,825
	411,174
	7,445,255
	44,182,284
	36,737,030

	12.4 
	438.358(b)(1)(iii) 
	44
	46
	2
	589
	212 (635 x 33%)
	-377
	70,876
	16,960
	-53,916
	5,634,669
	1,484,339
	-4,150,330

	12.5
	438.358(b)(1)(iv)
	44
	46
	2
	589*
	635
	46
	35,340
	38,100
	2,760
	2,809,530
	3,334,512
	524,982

	12.7
	438.358(c)(1)
	44
	46
	2
	230
	350
	120
	45,954
	103,180
	44,970
	5,834,411
	9,675,498
	3,841,086

	12.8
	438.358(c)(1)
	44
	46
	2
	152
	113
	-39
	23,521
	24,581
	1,060
	2,290,663
	2,615,566 
	324,903 

	12.11
	438.358(c)(1)
	44
	70
	-26
	65
	70
	5
	130
	140
	10
	5,143
	6,185
	1,042

	12.17
	438.364(c)(2)
	44
	46
	2
	3270
	3,175
	-95
	273
	265
	-8
	10,780
	11,689
	909

	12.22
	438.364(a)
	44
	0
	-44
	44
	0
	-44
	7
	0
	-7
	642
	0
	-642

	12.23
	438.370(c)
	44
	46
	-44
	44
	0
	-44
	7
	0
	-7
	642
	0
	-642

	12.25
	438.364(a)(2)(iii)
	44
	46
	2
	589*
	635
	46
	884
	953
	69
	58,476
	69,602
	11,126

	12.27
	438.364(c)(2)(iii)
	44
	46
	2
	44
	46
	2
	22
	23
	1
	1,749
	2,013
	264

	12.28
	438.364(c)(2)(iii)
	44
	0
	-44
	2,453
	0
	-2,453
	204
	0
	-204
	5,961
	0
	-5,961

	TOTAL
	44
	46
	+2
	9,247
	6,506
	-2,741
	347,439
	759,327
	+424,138
	30,185,236
	68,606,464
	+38,421,228


* The burden estimates for Estimates 12.5 and 12.25 were misstated in the previous iteration of this information collection request. The previous iteration reported 654 responses instead of the correct total of 589 responses. The number of previous responses along with the corresponding annualized hours and cost, have been updated to more accurately reflect the experience of conducting these EQR activities.

Private Sector Burden Estimate Adjustments
	
	# Respondents
	# Responses
	Total Annualized Hours
	Total Annualized cost ($)

	Estimate # (PS)
	CFR Section
	Previous
	Revised
	Difference
	Previous
	Revised
	Difference
	Previous
	Revised
	Difference
	Previous
	Revised
	Difference

	12.21
	438.358(b)(1)
	589*
	635
	46
	589*
	635
	46
	117,800
	127,000
	9,200
	7,021,634
	8,362,950
	1,350,316

	12.9
	438.360(a)
	59
	65
	6
	59
	65
	6
	472
	520
	48
	23,385
	28,608
	5,223

	12.10
	438.360(a)
	6
	5
	-1
	6
	5
	-1
	48
	40
	-8
	2,378
	2,201
	-177

	12.14
	438.362
	23
	25
	2
	23
	25
	2
	184
	200
	16
	9,116
	11,003
	1,887

	TOTAL
	589
	635
	+46
	677
	730
	+53
	118,504
	127,760
	+9,256
	7,056,513
	8,404,762
	+1,357,249


* The burden estimates for Estimates 12.21 were misstated in the previous iteration of this information collection request. The previous iteration reported 654 responses instead of the correct total of 589 responses. The number of previous responses along with the corresponding annualized hours and cost, have been updated to more accurately reflect the experience of conducting these EQR activities.

Removal of State Burden Estimates
	Estimate # (S)
	CFR section
	# Respondents
	# Responses
	Time per response (hours)
	Total Annual Hours
	Labor Rate ($/hr)
	Total cost ($)
	Frequency
	Response Type
	Annualized hours
	Annualized Costs ($)

	12.22
	438.364(a)
	44
	(44)
	0.5
	(22)
	87.52
	(1,925)
	once
	R
	(7)
	(642)

	12.23
	438.370(c)
	44
	(44)
	0.5
	(22)
	87.52
	(1,925)
	once
	R
	(7)
	(642)

	12.28
	438.364(c)(2)(iii)
	44
	(2,453)
	0.0833
	204
	87.52
	(17,883)
	once
	R
	(68)
	(5,961)


	TOTAL
	44
	(2,541)
	1.0833
	(248)
	87.52 
	(3,339)
	once
	R
	(14)
	(1,113)



Summary of Changes

	
	# Respondents
	# Responses
	Annualized hours
	Annualized Costs ($)

	State Burden

	Adjustments
	+2
	(2,741)
	+411,882
	+38,421,228

	Removal
	n/a
	(2,497)
	(248)
	(3,339)

	Subtotal: States
	+2
	(5,238)
	+411,639
	+38,425,408

	Private Sector Burden

	Adjustments
	+46
	+53
	+9,256
	+1,357,249

	TOTAL
	+48
	(5,185)
	+420,895
	+39,782,656





16. Publication and Tabulation Dates

The EQR must, at a minimum, result in a detailed annual technical report that  summarizes the findings on access and quality of care. This must include:

1) A description of the manner in which the data from the EQR-related activities were aggregated and analyzed, and the conclusions drawn by the EQRO regarding  the quality, timeliness, and access to care provided by the MCO, PIHP or PAHP;

2) Details for each EQR-related activity, including the objectives, technical methods of data collection and analysis, description of the data obtained (including validated performance measurement data for each activity conducted),  and conclusions drawn from the data;

3) An assessment of the strength and weaknesses of each MCO, PIHP, or PAHP, with respect to timeliness, access, and quality of the health care services furnished to Medicaid and CHIP beneficiaries;

4) Recommendations for improving the quality of the services furnished by each MCO, PIHP or PAHP, including how the state can target goals and objectives in its quality strategy (required under §438.340) to support improvement in the quality, timeliness, and access to services;

5) Methodologically appropriate, comparative information about all MCOs, PIHPs, or PAHPs consistent with guidance included in the EQR  protocols issued in accordance with §438.352; and

6) An assessment of the degree to which each MCO, PIHP, or PAHP has addressed effectively the recommendations for quality improvement made by the EQRO during the previous year's EQR.

The annual EQR technical report will be submitted by the contracting EQRO to the state, which will then submit it to CMS, post it on the state’s website, and provide this information upon request.

CMS will abstract data from the state-provided EQR technical reports to satisfy annual reporting requirements in sections 1139A and 1139B of the Social Security Act.

17. Expiration Date

We will display OMB’s expiration date.

18. Certification Statement

There are no exceptions to the certification statement.

