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Fee-for-Service (FFS) Selective Contracting Program

Facesheet

The State of __Montana__ requests a waiver/amendment under the authority of section 1915(b) of the Act.  The Medicaid agency will directly operate the waiver.  

The name of the waiver program is Montana Health and Economic Livelihood Partnership (HELP) Program.  
(List each program name if the waiver authorizes more than one program.).

Type of request.  This is:
_X_ an initial request for new waiver.  All sections are filled.
___ a request to amend an existing waiver, which modifies Section/Part ____ 
___ a renewal request
		Section A is: 
___ replaced in full	
___ carried over with no changes
___ changes noted in BOLD.
	Section B is: 	
___ replaced in full	
___ changes noted in BOLD.

Effective Dates: This waiver/renewal/amendment is requested for a period of _52_ years beginning _January 1, 2016___ and ending December 31, 20202017.  

[bookmark: _GoBack]The State seeks Waiver approval through December 31, 20202017 and beyond, pending reauthorization of the HELP Program beyond June 30, 2019 by the State Legislature. If the HELP Program is not reauthorized, Montana will terminate the Waiver.

State Contact: The State contact person for this waiver is __Jo Thompson_________ and can be reached by telephone at (406) _444-4146___, or fax at (406) _444-1861______, or e-mail at __jothompson@mt.gov ___.  

Section A – Waiver Program Description

Part I: Program Overview

Tribal Consultation:
Describe the efforts the State has made to ensure that Federally-recognized tribes in the State are aware of and have had the opportunity to comment on this waiver proposal.

The State provided written notification to all federally-recognized Tribal Governments by standard mail and email on July 23, 2015. The notification provided a summary of the Waiver request, a copy of the draft Waiver, and an opportunity to comment on the proposal. In addition, an in-person consultation with Tribal Government, Indian Health Service, and Urban Indian Center representatives was held on August 19, 2015. Please see Appendix A for a copy of the public notice and Appendix B for a summary of public comments.

Program Description:
Provide a brief description of the proposed selective contracting program or, if this is a request to amend an existing selective contracting waiver, the history of and changes requested to the existing program.  Please include the estimated number of enrollees served throughout the waiver.

On April 29, 2015, Governor Steve Bullock signed into law Senate Bill 405, an Act establishing the Montana Health and Economic Livelihood Partnership (HELP) Program (hereinafter referred to as the HELP Program) to expand access to health coverage for over 70,000 new adults with incomes up to 138 percent of the Federal Poverty Level (FPL). DPHHS is responsible for overseeing the implementation and operation of the HELP Program. 
Montana is submitting this 1915(b)(4) FFS Selective Contracting Program Waiver to allow the State to selectively contract with a Third Party Administrator (TPA) as required by the Help Act.

The TPA will administer the delivery of and payment for healthcare services for most new adults, with the exception of individuals who are exempt from TPA enrollment, such as medically frail and American Indian/Alaskan Native residents and those otherwise exempt by federal law.[footnoteRef:1]  [1:  The following individuals are exempt from enrollment through the TPA: individuals who have exceptional health care needs, including but not limited to medical, mental health or developmental conditions; individuals who live in a region, including an Indian reservation, where the TPA was unable to contract with sufficient providers; individuals who require continuity of coverage that is not available or could not be effectively delivered through the TPA; and, those otherwise exempt under federal law. ] 

Montana is a primarily rural state, with a small population dispersed over a large geographic area. Indeed, it is one of three states along with Alaska and Wyoming that have been designated a Frontier State, which is defined by the Affordable Care Act as a State in which at least 50 percent of the counties have a population density of less than six people per square mile. Additionally, the State’s existing network of fee-for-service Medicaid providers is sparse, particularly in more remote rural regions. For these reasons, the State faces unique provider network development and administration challenges in implementing the major coverage expansion contemplated by the HELP Program. 
Montana’s goal in using the TPA model is to leverage an existing commercial insurer with established, statewide provider networks, turnkey administrative infrastructure and expertise to administer efficient and cost-effective coverage for new Medicaid adults. This approach will allow rapid implementation of and adequate provider network capacity for the HELP Program by start of coverage on January 1, 2016, assuming timely federal approval of the 1915(b)(4) Selective Contracting Waiver. As in the standard Medicaid program, services will be provided on a fee-for-service basis; the TPA will be paid an administrative fee for its services.
An additional benefit of the TPA approach is that it supports continuity and integration of Montana’s Medicaid program and the commercial insurer market in the State. Nearly one-third of low-income families experience frequent income fluctuations that cause “churning” or changes in insurance affordability program eligibility that shift these families from the Medicaid program to eligibility for subsidies to purchase private coverage (and vice versa). Churning leads to coverage gaps and discontinuities in the insurance plans and provider networks available to consumers. These gaps are detrimental to improving efficiency and quality of health care for low and modest income Montanans. By using a TPA anchored in the commercial insurer market, Montana will provide Medicaid coverage through a provider network that is more likely to be available to lower-income residents even as they gain economic independence and transition to private market coverage.

On July 1, 2015, DPHHS released a Request for Proposal (RFP) to solicit proposals for the TPA to support the Medicaid expansion population. DPHHS awarded the TPA contract to Blue Cross Blue Shield of Montana to administer the program statewide. The TPA will be fully operational and begin offering services to the expansion population on a target implementation date of January 1, 2016, assuming timely federal approval of the Waiver.  The contract period for TPA services ends December 31, 2017. The Department and TPA may mutually agree to the renewal of the contract.  

DPHHS has also applied for a Section 1115(a) Research and Demonstration Waiver to implement components of the HELP Act which will run concurrently with the 1915(b)(4) Waiver. The Demonstration will further the objectives of Title XIX by expanding Medicaid coverage – increasing the number of Medicaid enrolled adults in the State by more than half – and ensuring quality, affordable access to coverage for low-income Montana residents. The Demonstration will also promote continuity of coverage and access to providers by leveraging the efficiencies and expertise of the private market. The HELP Act requires premiums and copayments for new adults receiving services through the TPA.  

Waiver Services:
Please list all existing State Plan services the State will provide through this selective contracting waiver.

All individuals enrolled in the Demonstration will receive all federally required benefits as set forth in the State’s HELP Program TPA Alternative Benefit Plan (ABP) State Plan Amendment (SPA).

A. Statutory Authority

1. Waiver Authority.  The State is seeking authority under the following subsection of 1915(b):
 	_X_	1915(b) (4) - FFS Selective Contracting program 

2. Sections Waived. The State requests a waiver of these sections of 1902 of the Social Security Act: 
a._X_	Section 1902(a) (1) - Statewideness
b. ___	Section 1902(a) (10) (B) - Comparability of Services
c. _X_	Section 1902(a) (23) - Freedom of Choice
d. __	Other Sections of 1902 – (please specify) 

The State is submitting an 1115 Waiver that addresses all additional waivers necessary to implement the HELP Program.

B.  Delivery Systems

1. Reimbursement.  Payment for the selective contracting program is:
___ the same as stipulated in the State Plan
_X_ is different than stipulated in the State Plan (please describe)  

DPHHS  competitively procured TPA services to ensure the best value for the Medicaid program. In their proposals TPA bidders acknowledge the State’s goal, articulated in the TPA Request for Proposal (RFP), of ensuring cost effectiveness, efficiency and value for the HELP Program. Each of the four bidders that responded to the RFP propose to utilize provider reimbursement rates that are comparable to State Medicaid rates, as demonstrated by sample fee schedules that are consistent with Medicaid rates. DPHHS selected Blue Cross Blue Shield of Montana as the TPA, and will finalize rates during the contract negotiation process. 

Costs associated with TPA fees would have otherwise been incurred directly by the State to develop infrastructure and hire staff to administer the HELP Program, including systems and staff to administer premium collection and cost-sharing tracking.

2. Procurement.  The State will select the contractor in the following manner:  
_X_   Competitive procurement 
___   Open cooperative procurement 
___   Sole source procurement
___   Other (please describe)

C.  Restriction of Freedom of Choice 

1. Provider Limitations.  
___	Beneficiaries will be limited to a single provider in their service area. 
_X_	Beneficiaries will be given a choice of providers in their service area.  

(NOTE: Please indicate the area(s) of the State where the waiver program will be implemented)

The program will be implemented statewide. 

2. State Standards. 
Detail any difference between the state standards that will be applied under this waiver and those detailed in the State Plan coverage or reimbursement documents. 

There will be no difference between the State standards that will be applied under this Waiver and those detailed in the State Plan coverage and reimbursement documents.

D.  Populations Affected by Waiver
	(May be modified as needed to fit the State’s specific circumstances)

1. Included Populations.  The following populations are included in the waiver:
___	Section 1931 Children and Related Populations 
___	Section 1931 Adults and Related Populations 
___	Blind/Disabled Adults and Related Populations 
___	Blind/Disabled Children and Related Populations 
___Aged and Related Populations 
___	Foster Care Children 
_X_Medicaid Expansion (Group VIII) 
___	Title XXI CHIP Children

2. Excluded Populations.  Indicate if any of the following populations are excluded from participating in the waiver:
___	Dual Eligibles
___	Poverty Level Pregnant Women
___	Individuals with other insurance
___	Individuals residing in a nursing facility or ICF/MR
___	Individuals enrolled in a managed care program
___	Individuals participating in a HCBS Waiver program
__	American Indians/Alaskan Natives
___	Special Needs Children (State Defined).  Please provide this definition.
___	Individuals receiving retroactive eligibility 
_X_	Other (Please define):

The following populations are excluded from the TPA waiver:
· Medically Frail

The State may also exempt the following individuals from the TPA waiver:
· Individuals who live in a geographical area, including an Indian reservation, for which the TPA is unable to make arrangements with sufficient health care providers to offer services to the individuals,
· Individuals who need continuity of care that would not be available or cost-effective through the arrangement with the TPA, and
· Individuals who are otherwise exempt under federal law


Part II: Access, Provider Capacity and Utilization Standards

A. Timely Access Standards

Describe the standard that the State will adopt (or if this is a renewal or amendment of an existing selective contracting waiver, provide evidence that the State has adopted) defining timely Medicaid beneficiary access to the contracted services, i.e., what constitutes timely access to the service?

1. How does the State measure (or propose to measure) the timeliness of Medicaid beneficiary access to the services covered under the selective contracting program? 

Please refer to Sections 8 and 10 of the attached STCs. 

2. Describe the remedies the State has or will put in place in the event that Medicaid beneficiaries are unable to access the contracted service in a timely fashion. 


The State will monitor timely access standards to determine compliance through monthly management reports submitted by the TPA. The State will also ensure compliance by analyzing claims data, calculating and reporting HEDIS measures related to access and availability of care, reviewing annual TPA provider and beneficiary surveys, and systematically evaluating the reasons for complaints to the TPA and DPHHS’s customer service lines.

The State will require a corrective action plan for the TPA if it fails to meet timely access standards. In the event the TPA fails to meet timely access standards, the State will take action based on procurement rules. 

B. Provider Capacity Standards

Describe how the State will ensure (or if this is a renewal or amendment of an existing selective contracting waiver, provide evidence that the State has ensured) that its selective contracting program provides a sufficient supply of contracted providers to meet Medicaid beneficiaries’ needs. 

1. Provide a detailed capacity analysis of the number of providers (e.g., by type, or number of beds for facility-based programs), or vehicles (by type, per contractor for non-emergency transportation programs), needed per location or region to assure sufficient capacity under the selective contracting program. 

Please refer to the attached STCs. 

2. Describe how the State will evaluate and ensure on an ongoing basis that providers are appropriately distributed throughout the geographic regions covered by the selective contracting program so that Medicaid beneficiaries have sufficient and timely access throughout the regions affected by the program. 

Please refer to the attached STCs.

C.  Utilization Standards

Describe the State’s utilization standards specific to the selective contracting program.  
1. How will the State (or if this is a renewal or amendment of an existing selective contracting waiver, provide evidence that the State) regularly monitor(s) the selective contracting program to determine appropriate Medicaid beneficiary utilization, as defined by the utilization standard described above?

The State will be expanding coverage to the newly eligible population and does not have prior utilization experience nor utilization standards for this population. Over time and with experience in managing this new population, the State will develop utilization standards. While these standards are under development, the State will compare the utilization experience of the newly eligible population to the current fee-for-service parents/caretaker relatives through review of claims data to ensure that utilization for the new adults is at least comparable to utilization of current parent/caretaker relative enrollees. 

The TPA will administer benefits as approved by DPHHS and memorialized in the HELP Program TPA ABP SPA, to ensure services provided to new adults are medically necessary. The State has structured the TPA arrangement to ensure that the TPA has no incentive to limit services. The TPA is not assuming insurance risk nor is its administrative fee based on performance related to total medical expenses for the new adult population.

The State will regularly monitor the selective contracting program to determine appropriate Medicaid beneficiary utilization consistent with federal and State requirements and its utilization standard by reviewing and analyzing claims data. The TPA will monitor and report on measures to DPHHS on a quarterly basis. The State will also evaluate claims data against HEDIS utilization and relative resource use measures as an additional monitoring mechanism.

2. Describe the remedies the State has or will put in place in the event that Medicaid beneficiary utilization falls below the utilization standards described above. 

The State has structured the TPA arrangement to ensure that the TPA has no incentive to limit services.

Part III: Quality

A. Quality Standards and Contract Monitoring

1. Describe the State’s quality measurement standards specific to the selective contracting program. 

a. Describe how the State will (or if this is a renewal or amendment of an existing selective contracting waiver, provide evidence that the State): 

i. Regularly monitor(s) the contracted providers to determine compliance with the State’s quality standards for the selective contracting program.

DPHHS will work with the TPA to define specific quality standards and reporting processes that will be memorialized in the TPA contract. These measures will likely include HEDIS measures related to quality and access. DPHHS will regularly monitor the TPA to determine compliance with the State’s quality standards. The TPA will prepare and submit to the State for its review: 
· Quarterly Program Management Reports detailing utilization, expenditures, service category, quality of participant health, wellness program, and program overview;
· An annual Self Audit Report to DPHHS rating its services performed under the TPA contract;
· Quarterly utilization and access reports;
· Quarterly wellness program reports; and
· Results from its annual survey of HELP Program participants and providers on participant access to primary and specialty care, quality of care, and evaluation of the TPA’s customer service center. 

 	ii. Take(s) corrective action if there is a failure to comply. 

The State will require a corrective action plan for the TPA if it fails to comply with quality standards. In the event the TPA fails to meet contract standards, the State will take action based on procurement rules. 

2. Describe the State’s contract monitoring process specific to the selective contracting program.

a. Describe how the State will (or if this is a renewal or amendment of an existing selective contracting waiver, provide evidence that the State): 

i. Regularly monitor(s) the contracted providers to determine compliance with the contractual requirements of the selective contracting program. 

The State will regularly monitor the TPA to determine compliance with contractual requirements based on its on-going oversight of the selective contracting program and a review of the quarterly reports outlined above. DPHHS will review quarterly and annual reports, as described above, and will dedicate a full-time contract manager to oversee and monitor the TPA’s compliance with the contract. 

ii. Take(s) corrective action if there is a failure to comply.

The State will require a corrective action plan for the TPA if it fails to comply with quality standards. In the event the TPA fails to meet contract standards, the State will take action based on procurement rules. 

B. Coordination and Continuity of Care Standards 

Describe how the State assures that coordination and continuity of care is not negatively impacted by the selective contracting program.

The State will assure that beneficiary coordination and continuity of care is not negatively impacted by the selective contracting program through monitoring and oversight of TPA case management activities and review of quarterly utilization review reports. 

The TPA will coordinate treatment plans with all providers involved in high risk and complex individual cases. Should the TPA identify beneficiaries who are medically frail, they will be referred to DPHHS. DPHHS will review regular reports prepared by the TPA on beneficiary outreach and results to ensure continuity of care is not negatively impacted by the selective contracting program.

The TPA case management lead will oversee all activities related to case management and coordination and continuity of care, ensuring that all beneficiaries have sources of care appropriate to their needs. DPHHS will review the results of the TPA’s annual survey of beneficiaries and providers to determine beneficiaries’ self-assessment of access to primary and specialty care and subsequently work with the TPA to address any deficiencies. 

In its processes to coordinate beneficiary care, the TPA must ensure that each beneficiary’s privacy is protected in accordance with HIPAA privacy regulations found at 45 C.F.R. Parts 160 and 164, including future revisions and additions to these regulations. The TPA must establish, maintain, and use appropriate safeguards to prevent use or disclosure of beneficiary and provider personal information. 

Part IV: Program Operations

A. Beneficiary Information
  
Describe how beneficiaries will get information about the selective contracting program.

Upon Medicaid eligibility determination, HELP Program participants will receive a notice from DPHHS advising them of the following:

· Medicaid eligibility determination. The notice will include the basis of the eligibility determination, effective date of eligibility, information on copayments and premiums, and website access to a participant handbook, review of covered services, participant newsletters, and information regarding procedures for reporting a change in circumstances.
· Appeals.  The notice will also include information regarding the Medicaid appeals process as required under federal law. 
· TPA.  The notice will include information regarding TPA services and provider networks. As noted above, individuals receiving care through the TPA network will receive all services delineated in the HELP Program TPA ABP SPA and the services will be provided on a fee-for-service basis. A limited number of services, such as nonemergency medical transportation and dental services, will be provided outside the TPA contract and network; beneficiaries will be notified about these services and how to access them.

B.  Individuals with Special Needs.
__X__	The State has special processes in place for persons with special needs 
(Please provide detail).


Individuals who have exceptional health care needs, including but not limited to medical, mental health or developmental conditions are excluded from participating in the TPA. 

Individuals with special needs will be identified upon application and will be enrolled in coverage under the Medicaid State Plan.



Section B – Waiver Cost-Effectiveness & Efficiency

Efficient and economic provision of covered care and services:
 
1. Provide a description of the State’s efficient and economic provision of covered care and services.

Montana’s goal in using the TPA model is to leverage a commercial insurer infrastructure including statewide provider networks, administrative capacity and expertise to administer efficient and cost-effective coverage for new Medicaid adults. The TPA model will promote the goals of Section 1902(a)(30)(A) with regard to efficiency, economy and quality of care. The TPA and its providers will be held to Medicaid standards and requirements, including but not limited to timely access standards, provider capacity standards, and quality standards. The TPA will make provider payments at rates that are comparable to the State’s current Medicaid fee-for-service rates and sufficient to ensure a robust provider network for HELP Program beneficiaries. The State will regularly monitor and evaluate all areas of TPA responsibility to ensure compliance with State and federal law and waiver terms and conditions.

DPHHS competitively procured TPA services to ensure the best value for the Medicaid program. In their proposals TPA bidders acknowledge the State’s goal, articulated in the TPA Request for Proposals (RFP), of ensuring cost effectiveness, efficiency and value for the HELP Program. Each of the four bidders that responded to the RFP propose to utilize provider reimbursement rates that are comparable to State Medicaid rates, as demonstrated by sample fee schedules that are consistent with Medicaid rates. DPHHS selected Blue Cross Blue Shield of Montana as the TPA, and will finalize rates during the contract negotiation process. Costs associated with TPA fees would have otherwise been incurred directly by the State to develop infrastructure and hire staff to administer the HELP Program, including systems and staff to administer premium collection and cost-sharing tracking.

2. Project the waiver expenditures for the upcoming waiver period. 

Year 1	from: 01/01/2016 to 12/31/2016

	Trend rate from current expenditures (or historical figures): 	5.68%
Projected pre-waiver cost 	$532.79 PM/PM
Projected Waiver cost		$532.79 PM/PM
		Difference: 	$0	



Year 2 	from: 01/01/2017 to 12/31/2017
	
	Trend rate from current expenditures (or historical figures): 	5.68%
Projected pre-waiver cost 	$554.37 PM/PM
Projected Waiver cost		$554.37 PM/PM
		Difference: 	$0	

Year 3 (if applicable) 	from:  01/01/2018 to 12/31/2018
(For renewals, use trend rate from previous year and claims data from the CMS-64)	
Projected pre-waiver cost 	$577.37 PM/PM	
Projected Waiver cost		$577.37 PM/PM
		Difference: 	$0	


Year 4 (if applicable) 	from: 01/01/2019 to 12/31/2019
(For renewals, use trend rate from previous year and claims data from the CMS-64)
Projected pre-waiver cost 	$601.05 PM/PM	
Projected Waiver cost		$601.05 PM/PM
		Difference: 	$0	

	Year 5 (if applicable) 	from: 01/01/2020 to 12/31/2020
(For renewals, use trend rate from previous year and claims data from the CMS-64)
Projected pre-waiver cost 	$625.69 PM/PM	
Projected Waiver cost		$625.69 PM/PM	
		Difference: 	$0	



MONTANA 1115 and 1915(b)(4) WAIVER APPLICATIONS

Appendix A

Public Notice

Public Notice.  This public notice appeared in three daily newspapers on July 5, 2015, including the Billings Gazette, Missoulian and Great Falls Tribune.
The Montana Department of Public Health and Human Services (DPHHS) is providing public notice of its intent to: (1) submit to the Centers of Medicare and Medicaid Services (CMS), on or before September 15, 2015, written applications for an 1115 Waiver and 1915(b)(4) Fee-for-Service (FFS) Selective Contracting Program Waiver to implement the Health and Economic Livelihood Partnership Program (HELP Program); and, (2) hold public hearings to receive comments on these waiver applications.
On April 29, 2015, Governor Steve Bullock signed into law Senate Bill 405, an Act establishing the Montana HELP Program to expand health coverage in Montana to an estimated 70,000 new adults with incomes up to 138 percent of the Federal Poverty Level (FPL).  The proposed 1115 Demonstration and 1915(b) Selective Contracting Waivers support implementation of the HELP Act by enabling Montana to implement two central features of its HELP Program: (1) use of a TPA/ASO arrangement to provide efficient and cost-effective coverage; and (2) consumer cost-sharing to encourage personal responsibility and cost-conscious behaviors.
Montana will contract with a Third Party Administrator/Administrative Services Organization (TPA/ASO) to administer the delivery of and payment for healthcare services for most new adults, with the exception of individuals who are exempt from TPA/ASO enrollment, such as medically frail and American Indian/Alaskan Native residents.
Montana will also require premiums and cost sharing for new adults with incomes below 138 percent of the FPL who are enrolled through the TPA/ASO.  These individuals will be required to pay premiums equal to 2 percent of monthly income and maximum co-payment amounts allowed under federal law.  In accordance with federal law, premiums and copayments combined may not exceed 5 percent of family income.  Any individual who fails to pay required premiums will incur a debt to the state.  Additionally, individuals with incomes above 100% FPL who fail to pay premiums will be dis-enrolled from coverage until they pay overdue premiums or until the Department of Revenue assess the premium debt against their income taxes.  Individuals who engage in approved healthy behaviors will be exempt from such disenrollment.
The State will request the following waivers in the 1115 Demonstration Waiver:
· § 1902(a)(17):  To waive Medicaid comparability requirements allowing different treatment of newly eligible adults, such as the application of co-payments and premiums on newly eligible adults enrolled in Medicaid through the TPA/ASO;
· § 1902(a)(14):  To impose monthly premiums that are equal to 2 percent of income on newly eligible adults enrolled through the TPA;
· § 1902(a)(23):  To waive Medicaid freedom of choice requirements relative to the TPA; and
· § 1902(a)(8):  To waive the reasonable promptness requirement and permit disenrollment of people incomes above 100% of the federal poverty level who fail to pay required premiums.
Montana intends to submit a 1915(b)(4) FFS Selective Contracting Program Waiver to allow the State to selectively contract the TPA/ASO provider network to serve HELP Program participants.
The Demonstration will further the objectives of Title XIX by expanding Medicaid coverage —increasing the number of Medicaid enrolled individuals in the State by more than half—and ensuring quality, affordable access to coverage for low-income Montana residents.  The Demonstration will also promote continuity of and access to providers by leveraging the efficiencies and expertise of the private market.
The Demonstration will be statewide and will operate during calendar years 2016, 2017, 2018, and 2019.  The State anticipates that approximately 45,000-70,000 individuals will be eligible for the Demonstration.
The Demonstration will test hypotheses related to provider access, use of high value health care, and consumer engagement in healthy behavior.
Two public meetings will be held regarding the waiver:
1) Webinar hosted on August 18, 2015, 3:30 p.m. to 5:30 p.m., in the Billings Public Library, 510 North 28th Street, Billings, MT 59101; and
2) Webinar hosted on August 20, 2015, 1:00 p.m. to 3:00 p.m., in the Sanders Building Auditorium, 111 North Sanders Street, Helena, MT 59601.
To join one or both of the presentations, complete the required registration application at http://www.dphhs.mt.gov/medicaidexpansion.  If special accommodations are needed, contact 406-444-4455.
Public comments may be submitted until midnight on September 7, 2015.  Comments may be submitted by e-mail to jothompson@mt.gov or by regular mail to: The Department of Public Health and Human Services, Attn: Jo Thompson, PO Box 202951, Helena, MT 59620-2951.
The complete version of the current draft of the Demonstration application will be available for public review beginning on July 7, 2015 at http://dphhs.mt.gov/medicaidexpansion.



MONTANA 1115 and 1915(b)(4) WAIVER APPLICATIONS

Appendix B

Public Comments and Responses

	Overview



The State of Montana posted for public comment its 1115 and 1915(b)(4) Waiver applications to expand its Medicaid program on July 7, 2015.   During the 60 day public comment period ending September 7, 2015, the State received 189 written comments.  The overwhelming majority of comments – 184 in total – were in support of the State’s plan to expand Medicaid to an estimated 70,000 Montana residents through implementation of the Health and Economic Livelihood Partnership (HELP) Program. The State also received comments during in-person public meetings on August 18th in Billings and August 20th in Helena. These meetings were accessible to the public via WebEx, teleconference, and in-person, and were well attended by 224 individuals.  Consistent with the commentary received in writing, the vast majority of comments provided by attendees of these sessions were in support of the State’s Waiver applications. Among the organizations and individuals providing these comments were advocacy organizations, health care providers, trade associations, and Montana residents.

Commenters expressed their near unilateral support of the State’s approach to Medicaid expansion as a mechanism for providing affordable and quality health care coverage, improving access to preventive care, and eliminating the coverage gap for low-income Montana residents who currently earn too much to be eligible for Medicaid and too little to be eligible for tax subsidies through the Marketplace.  Commenters cited the potential economic benefits of Medicaid expansion including a reduction in uncompensated care costs, State budget savings related to programs for the uninusured, financial stability for struggling providers, reduction in Corrections costs, lower number of personal bankruptcy filings due to debt related to catastrophic health events, and the opportunity to create a healthier and therefore more productive workforce. Finally, commenters called on DPHHS and CMS leadership to quickly negotiate and approve the waivers to ensure coverage would be available to Montanans by January 1, 2016.

	Premiums and Co-payments



Comment:  Several commenters expressed support for premiums and co-payments.  These commenters believe that requiring Medicaid beneficiaries to pay premiums and co-payments promotes personal responsibility and is consistent with other subsidized programs such as the Section 8 Housing Voucher program. 

Response:  We thank the commenters for supporting the State’s plan. The State’s goal in implementing premium and co-payments is to help Medicaid beneficiaries better understand the value of health coverage, develop cost-conscious behaviors, and become responsible consumers of health care services.

Comment:  Several commenters expressed concerns that imposing co-payments will discourage individuals from receiving appropriate care.  These commenters noted that even low levels of co-payments can act as a barrier to care for low-income beneficiaries.  One commenter sought confirmation that the State will not apply co-payments to family planning services.  One commenter requested that monthly co-payments do not exceed 3 percent of income.  One commenter expressed concern that individuals with income below 100 percent of the federal poverty level will be turned away from care for failure to pay their co-payment.

Response:  The State will ensure that premiums and co-payments combined are no higher than 5 percent of a household’s quarterly income, as required by federal law.  Finally, the State will not apply co-payments for preventive health care services, family planning services, immunizations, medically necessary health screenings, or any other services for which federal law bars co-payments.  Consistent with federal requirements, individuals with incomes below 100 percent of the FPL may not be denied services for failure to pay co-payments. 

Comment:  Several commenters requested the State eliminate from the 1115 Waiver the plan to require monthly premiums of 2 percent of household income.  These commenters specifically expressed concerns with the proposal to dis-enroll certain individuals from Medicaid for failure to pay premiums.  One commenter requested the State add a process through which eligible individuals may obtain a hardship exemption from the premium payment requirement.  One commenter requested that monthly premiums be calculated based on the beneficiary’s previous month’s income instead of the projected annual household income.  One commenter requested the State not apply the “lock-out period” for individuals who fail to pay premiums.  

Response:  The State has made all efforts to ensure individuals’ access to coverage will not be significantly impacted for failure to pay monthly premiums.  In accordance with federal law, premiums and co-payments combined may not exceed 5 percent of family’s household income.  Participants with incomes below 100 percent of the FPL who fail to pay premiums will remain enrolled in coverage.  Individuals with income above 100 percent of the FPL who fail to pay premiums for a period of three months will be dis-enrolled from coverage and will be able to re-enroll in coverage upon payment of premiums or upon an assessment by the Department of Revenue of the premium debt against their income taxes.  The State is developing operational protocols for calculating and tracking monthly premiums. The State does not intend to authorize a hardship exemption.

	Benefits



Comment:  One commenter requested that Medicaid expansion cover substance use treatment and recovery based services.

Response:  Newly eligible adults under Medicaid expansion will receive benefits through the Alternative Benefit Plan (ABP).  Federal law requires the ABP to cover the ten essential health benefits (EHBs) which include substance abuse services.  Additionally, the substance use and mental health benefits covered under the ABP must meet mental health and substance use parity requirements under the Mental Health Parity and Addiction Equity Act.[footnoteRef:2]  Services and benefits covered under the ABP will be memorialized in Montana’s ABP Plan State Plan Amendment.  The State will issue a public notice to provide an opportunity for public comment on the State Plan Amendment, consistent with federal requirements. [2:  The Paul Wellstone and Pete Domenici Mental Health Parity and Addiction Equity Act, PL 110–343 (2008). ] 


Comment:  One commenter sought confirmation that family planning services are included in the benefit package offered to the newly eligible adults under Medicaid expansion.  

Response:  Federal law requires the ABP to cover the ten essential EHBs, which include family planning services.

	Third Party Administrator



Comment:  Several commenters expressed support for the proposal to administer delivery of and payment for health care services to newly eligible adults through a Third Party Administrator (TPA).  Several commenters described the TPA model as one that has already proven successful in the Healthy Montana Kids Program and described the TPA as necessary to ensure access to services in a sparsely populated state with large distances between health care providers.  One commenter requested both CMS and the State provide regulatory oversight over the TPA to ensure it complies with the law and serves Medicaid beneficiaries.  To ensure access to women’s health care providers, one commenter requested the TPA reimburse providers at a rate that equals their highest contracted provider reimbursement rate or a rate that matches the actual costs of care, whichever is greater.  The State did not receive any comments in opposition to the State’s proposal to administer delivery of and payment for health care services through a TPA. 

Response:  We thank the commenters for their support of the use of a TPA.  Montana’s goal in using the TPA model is to leverage an existing commercial insurance company to administer efficient and cost-effective coverage for new Medicaid adults, allowing rapid implementation of and adequate provider network capacity for the HELP Program.  The State will provide oversight of the TPA and monitor its compliance with federal and state law and the 1115 and 1915(b)(4) Waivers’ Special Terms and Conditions.  The State will enter into a contract with the selected TPA that will outline its roles, responsibilities and legal obligations; the State’s contract with the TPA will be subject to CMS’s review.  The State will ensure the TPA’s rates are both comparable to current Medicaid rates and enable a robust provider network that is sufficient for HELP Program beneficiaries to access care in a timely manner.  The State will regularly monitor and evaluate the TPA to ensure compliance with this requirement.  

Comment:  One commenter requested clarification on the State’s process for determining whether individuals will be exempt from enrollment through the TPA if they meet the definition of having “exceptional health care needs.”  

Response:  Individuals who meet the federal definition of “medically frail” will be deemed as having exceptional health care needs and be exempt from enrollment through the TPA.  The State intends to rely on applicants’ responses to key questions that indicate medical frailty on the application for health insurance.  If the answers to those questions indicate the individual is medically frail, the State will enroll them in an ABP outside of the TPA.  Beneficiaries may also request an exemption from enrollment through the TPA if they believe they have become medically frail at any point during the coverage year.  

Comment:  One commenter requested the State maintain freedom of choice of family planning providers.  

Response:  The State is not seeking to waive the provision of freedom of choice of family planning providers.  

	Pregnant Women



Comment:  One commenter sought clarification on coverage for pregnant women.  The commenter requested confirmation that pregnant women will not be subject to co-payments or premiums.  The commenter also sought confirmation that the State will follow federal guidance that allows a woman who becomes pregnant during her coverage year to either remain in the ABP or transition to Standard Medicaid.

Response:  Pursuant to federal law, pregnant women will not be subject to co-payments and premiums.  If a woman becomes pregnant during her coverage year and notifies either the TPA or the Department of her pregnancy she will be given the choice to maintain her coverage in the ABP or enroll in Standard Medicaid. 

	12 Months Continuous Eligibility



Comment: The State received several comments in support of the 1115 Waiver request to provide 12 months continuous eligibility for all Medicaid eligible adults .  A few commenters expressed concern that the State may not request approval for 12 month continuous eligibility without express statutory authorization.

Response:  We thank the commenters for underscoring the importance of 12 month continuous eligibility.  Guaranteeing coverage for a full coverage year ensures that all MAGI determined adults can receive appropriate preventive and primary care and on-going treatment for any health issues.  In addition, the elimination of the churn cycle of moving on and off coverage helps to mitigate administrative waste. The State has broad waiver authority under Tile 53, Chapter 2 of Montana Code Annotated to structure Medicaid funded programs for more “effective and efficient delivery.” 53-2-215 (4), MCA.

	Statutory Provisions Not Included In the Waivers



Comments: A few commenters expressed both support and opposition for statutory provisions that were authorized by the State Statute but not included in the Waivers such as establishing workforce development opportunities for Montana residents and assessing a taxpayer fee for HELP Program participants with assets that exceed statutory limits.  One commenter expressed concern that these statutory provisions were not included in the Waivers.  Finally, one commenter thanked the State for not seeking to waive non-emergency transportation or three months retroactive eligibility.   

Response:  The State did not include certain provisions authorized in the State Statute, such as workforce development opportunities and the taxpayer integrity fee, in its 1115 and 1915(b)(4) Waivers because implementation of these provisions of the State law do not require Waiver approval from CMS.  
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1. [bookmark: _Toc427335897]Definitions
1.1. Prevalent.  Prevalent means a non-English language determined to be spoken by a significant number or percentage of enrollees that are limited English proficient.
1.2. Readily Accessible.  Readily accessible means electronic information and services which comply with modern accessibility standards such as Section 508 guidelines or guidelines that provide greater accessibility to individuals with disabilities.
1.3. Subcontractor. Subcontractor means any individual or entity with a contract or written arrangement with the TPA that relates directly or indirectly to the performance of the TPA’s obligations under the contract with the State.
1.4. TPA-Medicaid-FFS Enrollees – For the purposes of these STCs only, TPA-Medicaid-FFS enrollees means Medicaid beneficiaries receiving benefits under the HELP Program TPA Alternative Benefit Plan for services delivered through the TPA.  
2. [bookmark: _Toc427335898]State Responsibilities
2.1. Conflict of Interest Safeguards.  The State must have in place conflict of interest safeguards against conflict of interest on the part of State and local officers and employees and agents of the State who have responsibilities relating to the TPA contract.  These safeguards must be at least as effective as the safeguards specified in section 27 of the Office of Federal Procurement Policy Act (41 U.S.C. 423) and must ensure compliance with the requirement described in section 1902(a)(4)(C) of the Social Security Act applicable to contracting officers, employees, or independent contractors.
2.2. Making the TPA Contract Available. The State must post the contract with the TPA on the State’s website.
2.3. Location of Contractors. The State must ensure that the TPA with which the State contracts is not located outside of the United States and that no claims paid by the TPA to a network provider, out-of-network provider, subcontractor or financial institution is located outside of the U.S. 
2.4. Network Adequacy. The State must develop and enforce network adequacy standards for the TPA consistent with this STC.
2.4.1. At a minimum, the State must develop network adequacy standards for the following provider types, if covered under the TPA contract:
2.4.1.1. Primary care.
2.4.1.2. OB/GYN.
2.4.1.3. Behavioral health.
2.4.1.4. Specialists
2.4.1.5. Hospital.
2.4.2. Network standards established under this section must include all geographic areas covered by the TPA.  In developing  network adequacy standards under this section the State must consider, at a minimum, the following elements:
2.4.2.1. The anticipated Medicaid enrollment.
2.4.2.2. The expected utilization of services.
2.4.2.3. Comparability to traditional Medicaid program. 
2.4.2.4. Geography and other factors relevant to Montana when establishing such standards.  
2.4.3. The TPA’s network must include:
2.4.3.1. No less than 90% of the hospitals in the state;
2.4.3.2. No less than 80% of the non-hospital licensed health care providers in the state; 
2.4.3.3. No less than 80% of the OB/GYNs serving the Non-TPA-Medicaid-FFS-Enrollees;
2.4.3.4. No less than 80% of the behavioral health providers serving the Non-TPA-Medicaid-FFS-Enrollees;
2.4.4. If the State grants an exception to the network standards required under this section, it must monitor enrollee access to that provider type on an ongoing basis and include the findings to CMS in the managed care program assessment report STC 3.6.
2.4.5. The State must publish the network adequacy standards developed under this section on its website. Upon request, network adequacy standards must also be made available at no cost to enrollees with disabilities in alternate formats or through the provision of auxiliary aids and services.
2.5. Readiness Reviews. The State must assess the readiness of the TPA prior to the State implementing the TPA program.
2.5.1. The State must conduct a readiness review of the TPA as follows:
2.5.1.1. Prior to the effective date of beneficiary enrollment.
2.5.1.2. Completed in sufficient time to ensure adequate time to address barriers to a smooth implementation of contractual requirements.
2.5.1.3. Readiness reviews must include both a desk review of documents and on-site reviews of the TPA. On-site reviews must include interviews with the TPA staff and leadership that manage key operational areas.
2.5.2. The State’s readiness review of the TPA must assess the ability and capacity of the TPA to perform satisfactorily for the following areas:
2.5.2.1. Operations/Administration, including:
2.5.2.1.1. Administrative staffing and resources.
2.5.2.1.2. Delegation and oversight of the TPA responsibilities.
2.5.2.1.3. Enrollee and provider communications.
2.5.2.1.4. Customer service and notification of grievance and appeals rights  
2.5.2.1.5. Member services and outreach.
2.5.2.1.6. Provider Network Management.
2.5.2.1.7. Program Integrity/Compliance.
2.5.2.2. Service delivery, including:
2.5.2.2.1. Care coordination;
2.5.2.2.2. Service planning;
2.5.2.2.3. Quality improvement, and 
2.5.2.2.4. Utilization review.
2.5.2.3. Financial management, including:
2.5.2.3.1. Reporting and monitoring.
2.5.2.4. Systems management, including:
2.5.2.4.1. Claims management; and
2.5.2.4.2. Post-adjudicated claims data and enrollment information management.
2.6. TPA Monitoring System. The State must have in effect a monitoring system for the TPA. 
2.6.1. The State’s system must address all aspects of the TPA, including at least the following areas:
2.6.1.1. Administration and management.
2.6.1.2. Customer service systems, notification of appeals rights, and appeal requirements under STC 9.5.  
2.6.1.3. Claims management.
2.6.1.4. Enrollee materials and customer services.
2.6.1.5. Information systems, including post-adjudicated claims data reporting.
2.6.1.6. Medical management, including utilization management.
2.6.1.7. Program integrity, including a system to verify and document that any responsibilities delegated to the TPA related to STC 3.8 are conducted in compliance with the State’s written instructions.
2.6.1.8. Provider network management.
2.6.1.9. Availability and accessibility of services.
2.6.1.10. Quality improvement efforts.
2.6.1.11. All other provisions of the contract, as appropriate.
2.6.2. The State must use data collected from its monitoring activities to improve the performance of the TPA.  The State must collect the following monitoring information  at a minimum:
2.6.2.1. Member grievance and appeal logs.
2.6.2.2. Provider complaint and appeal logs.
2.6.2.3. Results from any enrollee satisfaction survey conducted by the State or TPA.
2.6.2.4. Performance on any required quality measures.
2.6.2.5. An annual performance report card for the TPA.
2.6.2.6. Audited financial and post-adjudicated claims data submitted by the TPA.
2.6.2.7. Customer service performance data submitted by the TPA.
2.7. Monitoring Report to CMS. The State must submit to CMS no later than 150 days after each contract year, a report on the demonstration and TPA operations that support the demonstration.  
2.7.1. The annual report authorized under this demonstration will be deemed to satisfy the requirement of this STC provided that the report provides information on, and an assessment of, the TPA’s operations to support the demonstration and include, at a minimum, the following:
2.7.1.1. Performance of the TPA financial and accounting system, including the ability to reconcile the accounting system to all post-adjudicated claims.  
2.7.1.2. Post-adjudicated claims data reporting by the TPA.
2.7.1.3. Enrollment of the TPA.
2.7.1.4. Modifications to, and implementation of, TPA benefits covered under the contract with the State.
2.7.1.5. Customer service, grievance and appeals rights.  
2.7.1.6. Availability and accessibility of covered services within the TPA contracts.
2.7.1.7. Evaluation of the TPA performance on quality measures, including as applicable, consumer report card, surveys, or other reasonable measures of performance.
2.7.1.8. Results of any sanctions or corrective action plans imposed by the State or other formal or informal intervention with the TPA to improve performance.
2.7.2. The program report required in this section must be:
2.7.2.1. Posted on the State’s website.
2.8. Screening and Enrolling Providers.  The State must ensure that all TPA network providers are screened and enrolled, and periodically revalidated, in accordance with the requirements of 42 CFR 455, subparts B and E.  This STC does not require the TPA’s network provider to render services to Medicaid beneficiaries other than TPA-Medicaid-FFS enrollees. 
2.8.1. The State must review the ownership and control disclosures submitted by the TPA and any subcontractors in accordance with 42 CFR 455 subpart B.
2.8.2. Consistent with the requirements at 42 CFR 455.436, the State must confirm the identity and determine the exclusion status of the TPA, any subcontractor, as well as any person with an ownership or control interest, or who is an agent or managing employee of the TPA through routine checks of Federal databases. The Federal databases include the Social Security Administration’s Death Master File, the List of Excluded Individuals/Entities (LEIE), the System for Award Management (SAM), and any other databases as the State or Secretary may prescribe. 
2.8.2.1. These databases must be consulted upon contracting and no less frequently than monthly thereafter. If the State determines a match, it must promptly notify the TPA and CMS.
2.8.3. If the State elects to delegate any of its responsibilities under STC 3.8 to the TPA, such delegation in shall be in writing and shall clearly detail the responsibilities of the TPA.  The delegation shall require the TPA to routinely demonstrate that it is performing the delegated duties consistent with the requirements of 42 CFR 455 and related guidance.
2.9. TPA Audit Requirements. The State must ensure that the TPA periodically, but no less frequently than once every 3 years, contracts for the conduct of, an independent audit of the accuracy, truthfulness, and completeness of the post-adjudicated claims, financial and program data submitted by, or on behalf of the TPA. The audit must be specific to the TPA’s Medicaid service line. 
2.10. Whistleblower Requirements. The State must receive and investigate information from whistleblowers relating to the integrity of the TPA, subcontractors, or network providers receiving Federal funds through the TPA. 
2.11. State Assurance of TPA Capacity to CMS. After the State reviews the documentation submitted by the TPA, the State must submit an assurance of compliance to CMS that the TPA meets the State's requirements for availability of services, as set forth in STC 8.2. The submission to CMS must include documentation of an analysis that supports the assurance of the adequacy of the network for the TPA related to its provider network. 
2.11.1. The State must make available to CMS, upon request, all documentation collected by the State from the TPA to demonstrate compliance with this section. 
2.12. In Lieu Of Services.  The State shall prohibit the TPA from providing “in lieu of services” as a substitute for State Plan Services.  
2.13. Upper Payment Limit.  The State will ensure that any applicable services provided through the TPA are subject to UPL requirements under 42 CFR 447.272 and 42 CFR 447.321.  In addition, any applicable services provided through the TPA shall be subject to the upper limit requirements at 42 CFR 447.362. 
3. [bookmark: _Toc427335899]General TPA Contract Requirements 
3.1. Applicability of Federal and State Laws. The contract between the State and the TPA must comply with all applicable Federal and State laws and regulations including, but not limited to:
3.1.1. Title VI of the Civil Rights Act of 1964 as implemented by regulations at 45 CFR part 80; 
3.1.2. Title IX of the Education Amendments of 1972 (regarding education programs and activities); 
3.1.3. The Age Discrimination Act of 1975 as implemented by regulations at 45 CFR part 91; 
3.1.4. The Rehabilitation Act of 1973; 
3.1.5. The Americans with Disabilities Act of 1990 as amended; and
3.1.6. Section 1557 of the Patient Protection and Affordable Care Act.
3.2. Privacy Requirements. The State must ensure, through its contract with the TPA, that (consistent 42 C. F.R. 431, subpart F), for medical records and any other health and enrollment information that identifies a particular enrollee, the TPA uses and discloses such individually identifiable health information in accordance with the privacy requirements in 45 CFR parts 160 and 164, subparts A and E, to the extent that these requirements are applicable.
3.3. Inspection and Audit. All contracts associated with this waiver, including with the TPA, must provide that the State, CMS, and the Office of the Inspector General may, at any time, inspect and audit any records or documents of the TPA or its subcontractors, and may, at any time, inspect the premises, physical facilities, and equipment where Medicaid-related activities or work is conducted.
4. [bookmark: _Toc427335900]Subcontractual Relationships and Delegation Requirements
4.1. General Requirements for Subcontractual Relationships. The requirements of this section apply to the contract or written arrangement that the TPA has with any individual or entity that relates directly or indirectly to the performance of the TPA’s obligations under its contract with the State.  The State must ensure, through its contracts with the TPA, that:
4.1.1. Notwithstanding any relationship(s) that the TPA may have with any other individual or entity, the TPA maintains ultimate responsibility for adhering to and otherwise fully complying with all terms and conditions of its contract with the State; and
4.1.2. All contracts or written arrangements between the TPA and any individual or entity that relates directly or indirectly to the performance of the TPA’s activities or obligations under its contract with the State must meet the requirements of this section of the STCs.
4.2. Specific Requirements for Subcontractual Relationships. Each contract or written arrangement described in paragraph (b) of this section must specify that: 
4.2.1. If any of the TPA’s activities or obligations under its contract with the State are delegated to another individual or entity :
4.2.1.1. The delegated activities or obligations, and related reporting responsibilities, are specified in the contract or written agreement.
4.2.1.2. The individual or entity agrees to perform the delegated activities and reporting responsibilities specified in compliance with the TPA’s contract obligations.
4.2.1.3. The contract or written arrangement must either provide for revocation of the delegation of activities or obligations, or specify other remedies in instances where the State or the TPA determines that the individual or entity has not performed satisfactorily.
4.2.1.4. The individual or entity agrees to comply with all applicable Medicaid laws, regulations, subregulatory guidance, and contract provisions.
4.2.2. The subcontracting individual or entity agrees that:
4.2.2.1. The State, CMS, the HHS Inspector General, the Comptroller General, or their designees have the right to audit, evaluate, and inspect any books, contracts, computer or other electronic systems of the individual or entity, or of the individual’s or entity’s contractor or subcontractor, that pertain to any aspect of services and activities performed, or determination of amounts payable under the contract with the State, if the reasonable possibility of fraud is determined to exist by any of these entities.
4.2.2.2. The individual or entity will make available, for purposes of an audit, evaluation, or inspection described this section, its premises, physical facilities, equipment, and records relating to its Medicaid enrollees.
4.2.2.3. The right to audit under this section will exist through 10 years from the final date of the contract period or from the date of completion of any audit, whichever is later.
4.2.2.4. If the State, CMS, or the HHS Inspector General determines that there is a reasonable possibility of fraud or similar risk, the State, CMS, or the HHS Inspector General may inspect, evaluate, and audit the individual or entity at any time.
5. [bookmark: _Toc427335901]Provider-Related TPA Contract Requirements 
5.1. Excluded Providers. The TPA may not employ or contract with providers excluded from participation in Federal health care programs under either section 1128 or section 1128A of the Act.
5.2. Provider Selection. The State must ensure, through its contracts with the TPA, that the state reviews and approves the TPA’s written credentialing and recredentialing policies and procedures for selection and retention of providers.  The state must determine that the policies and procedures:
5.2.1. Assure access to quality, efficient and economic provisions of covered services; and
5.2.2. Do not discriminate among classes of providers on grounds unrelated to their demonstrated effectiveness and efficiency in providing those services.
5.3. Provider Preventable Conditions. The contract between the State and the TPA must comply with the requirements mandating provider identification of provider preventable conditions as a condition of payment, as well as the prohibition against payment for provider-preventable conditions as set forth in 42 CFR 447.26.  The TPA must report to the State all identified provider-preventable conditions in a form and frequency as specified by the State no less frequently than quarterly.
5.4. Physician Incentive Plan Requirements. The State must require the TPA, to the extent applicable, to comply with the physician incentive plan requirements set forth in 42 CFR 422.208 and 422.210. In applying the provisions of 42 C.F.R. 422.208 and 422.210, references to “MA organization,” “CMS,” and “Medicare beneficiaries” must be read as references to “TPA,” “State,” and “Medicaid beneficiaries,” respectively.
5.5. No Provider Discrimination. The State through its contract with the TPA shall ensure that the TPA does not discriminate in the participation, reimbursement, or indemnification of any provider who is acting within the scope of his or her license or certification under applicable State law, solely on the basis of that license or certification.  If the TPA declines to include individual or groups of providers in its provider network, it must give the affected providers written notice of the reason for its decision.  Nothing in this paragraph shall be construed to: 
5.5.1. Require the TPA to contract with providers beyond the number that the state has determined to be necessary to meet the needs of its enrollees, 
5.5.2. Preclude the TPA from establishing measures that the state authorizes it to implement to maintain quality of services and control costs, that are consistent with enrollee access to quality health care services.
6. [bookmark: _Toc427335902]Enrollee Rights and Beneficiary Protections Requirements
6.1. Enrollee Rights: General Principle.  An enrollee of the TPA has the right to be furnished health care services in accordance with STCs 8.2, 8.7, 8.9, and 9.1.
6.2. Enrollee Freedom to Exercise their Rights. The State must ensure that each enrollee is free to exercise his or her rights, and that the exercise of those rights does not adversely affect the way the TPA and its network providers or the State agency treat the enrollee.  
6.2.1. The contract between the State and the TPA must allow each enrollee to choose his or her health professional to the extent possible and appropriate.
6.3. Requirement for Written Policies and Procedures. The State must ensure that that the TPA has written policies regarding the enrollee rights specified in this section, and that the TPA complies with any applicable Federal and State laws that pertain to enrollee rights, and ensures that its employees and contracted providers observe and protect those rights.
6.4. Guaranteed Enrollee Rights. The State must ensure that each TPA enrollee is guaranteed the following rights: 
6.4.1. Receive information in accordance with these STCs.
6.4.2. Be treated with respect and with due consideration for his or her dignity and privacy.
6.4.3. Receive information on available treatment options and alternatives, presented in a manner appropriate to the enrollee's condition and ability to understand. 
6.4.4. Participate in decisions regarding his or her health care, including the right to refuse treatment.
6.4.5. Be free from any form of restraint or seclusion used as a means of coercion, discipline, convenience or retaliation, as specified in other Federal regulations on the use of restraints and seclusion.
6.4.6. If the privacy rule, as set forth in 45 CFR parts 160 and 164 subparts A and E, applies, request and receive a copy of his or her medical records, and request that they be amended or corrected, as specified in 45 CFR 164.524 and 164.526.
6.5. Prohibition on Restricting Health Care Professionals.  The TPA may not prohibit, or otherwise restrict, a health care professional acting within the lawful scope of practice, from advising or advocating on behalf of an enrollee who is his or her patient, for the following:
6.5.1. The enrollee's health status, medical care, or treatment options, including any alternative treatment that may be self-administered.
6.5.2. Any information the enrollee needs to decide among all relevant treatment options.
6.5.3. The risks, benefits, and consequences of treatment or nontreatment.
6.5.4. The enrollee's right to participate in decisions regarding his or her health care, including the right to refuse treatment, and to express preferences about future treatment decisions.
6.6. Sanctions for Violating Enrollee Rights. The State shall ensure through its contract with the TPA, that the TPA shall be subject to sanctions if it violates the prohibition in STC 7.5
7. [bookmark: _Toc427335903]Access to Services and Coordination of Care Requirements
7.1. Access to Services: General Requirements. The State must ensure that all services covered under the HELP Program TPA Alternative Benefit Plan that are offered through the TPA are available and accessible to enrollees of the TPA in a timely manner. The State must also ensure that TPA provider network for services covered under the contract meet the standards developed by the State in accordance with STC 3.4
7.2. The State must ensure, through its contract with the TPA, that the  TPA, consistent with the scope of its contracted services, meets the following requirements:
7.2.1. The TPA shall maintain and monitor a network of appropriate providers that is supported by written agreements and is sufficient to provide adequate access to all services covered under the contract for all enrollees, including those with limited English proficiency or physical or mental disabilities.
7.2.2. The TPA shall provide female enrollees with direct access to a women's health specialist within the provider network for covered care necessary to provide women's routine and preventive health care services. This is in addition to the enrollee's designated source of primary care if that source is not a women's health specialist.
7.2.3. If the provider network is unable to provide necessary services, covered under the contract, to a particular enrollee, the TPA must adequately and timely cover these services out of network for the enrollee, for as long as the TPA’s provider network is unable to provide them.
7.2.3.1. The State may require that the out-of-network provider is enrolled in Montana Medicaid or for a provider that is not enrolled in Montana Medicaid, that the TPA negotiate a rate that is no greater than the rate the provider would receive if enrolled in Montana Medicaid.  These requirements cannot be used as basis for the TPA or State not providing an enrollee services included in the HELP Program TPA Alternative Benefit Plan.
7.2.4. The TPA shall require out-of-network providers to coordinate with the TPA for payment and ensure the cost to the enrollee is no greater than it would be if the services were furnished within the network.
7.3. Enrollee Access to Choice of Providers. Montana Medicaid beneficiaries receiving services through the TPA will have a choice of primary care providers and specialty providers. To the extent beneficiary access to such providers is limited in the future, the State through its contract with the TPA must permit the beneficiary:
7.3.1. To choose from at least two primary care providers.
7.3.2. To obtain services from any other provider under any of the following circumstances:
7.3.2.1. The service or type of provider (in terms of training, experience, and specialization) is not available within the TPA network.
7.3.2.2. The provider is not part of the TPA network, but is the main source of a service to the beneficiary, provided that:
7.3.2.3. The provider is given the opportunity to become a participating provider under the same requirements for participation in the TPA network as other network providers of that type.
7.3.2.4. If the provider chooses not to join the network, or does not meet the necessary qualification requirements to join, the enrollee will be transitioned to a participating provider within 60 calendar days (after being given an opportunity to select a provider who participates).
7.3.2.5. The only plan or provider available to the beneficiary does not, because of moral or religious objections, provide the service the enrollee seeks.
7.3.2.6. The beneficiary's primary care provider or other provider determines that the beneficiary needs related services that would subject the beneficiary to unnecessary risk if received separately (for example, a cesarean section and a tubal ligation) and not all of the related services are available within the network.
7.3.2.7. The State determines that other circumstances warrant out-of-network treatment, including:
7.3.2.7.1. If a beneficiary has exceptional health care needs including medical, behavioral health or developmental conditions; 
7.3.2.7.2. If a beneficiary lives in a region where the TPA is unable to contract with sufficient providers; 
7.3.2.7.3. Required continuity of care for a beneficiary is not available or is not cost effective to be effectively delivered through the TPA; or 
7.3.2.7.4. The beneficiary is otherwise exempt under Federal law.
7.4. Enrollee Changing Primary Care Providers. Montana Medicaid beneficiaries receiving services through the TPA will not have any limitations with respect to changing primary care providers.  To the extent an enrollee of the TPA has limited access to primary care providers in the future, any limitation the State or the TPA imposes on his or her freedom to change between primary care providers must still allow the beneficiary to change primary care providers for the following:
7.4.1. For cause, at any time;
7.4.2. Without cause, at the following times:
7.4.2.1. During the 90 days following the date of the beneficiary's initial enrollment into the TPA, or the date the State sends the beneficiary notice of the enrollment, whichever is later.
7.4.2.2. At least once every 12 months thereafter.
7.4.2.3. Upon automatic reenrollment, if the temporary loss of Medicaid eligibility has caused the beneficiary to miss the annual disenrollment opportunity.
7.5. Requirements for TPA Oversight of Network Providers. The State must ensure that the contract with the TPA requires the TPA to do the following:
7.5.1. Meet, and require its network providers to meet, the State’s standards for timely access to care and services, taking into account the urgency of the need for services.
7.5.2. Ensure that the network providers offer hours of operation that are no less than the hours of operation offered to commercial enrollees or comparable to Medicaid beneficiaries that that are not TPA-Medicaid-FFS enrollees.
7.5.3. Establish mechanisms to ensure compliance by network providers.
7.5.4. Monitor network providers regularly to determine compliance.
7.5.5. Take corrective action if there is a failure to comply by a network provider.
7.6. TPA Participation in Culturally Competent Care Efforts. The State must ensure that the contract with the TPA requires the TPA to participate in the State's efforts to promote the delivery of services in a culturally competent manner to all enrollees, including those with limited English proficiency and diverse cultural and ethnic backgrounds, disabilities, and regardless of gender, sexual orientation or gender identity.
7.7. Requirements for Accessibility. The State must ensure that the contract with the TPA requires that the TPA must ensure that its network providers provide physical access, accommodations, and accessible equipment for Medicaid enrollees with physical or mental disabilities.
7.8. TPA Assurances of Capacity to the State. The State must ensure, through its contract with the TPA, that the TPA gives assurances to the State and provides supporting documentation that demonstrates that it has the capacity to serve the expected enrollment in its service area in accordance with the State's standards for access to care under STC 8.8.
7.8.1. The State must ensure, through its contract with the TPA,  that the TPA must submit documentation to the State, in a format specified by the State to demonstrate that it complies with the following requirements:
7.8.1.1. Offers an appropriate range of preventive, primary care, and specialty services that are adequate for the anticipated number of enrollees for the service area.
7.8.1.2. Maintains a network of providers that is sufficient in number, mix, and geographic distribution to meet the needs of the anticipated number of enrollees in the service area.
7.8.2. The State must ensure, through its contract with the TPA,  that the TPA must submit the documentation described in paragraph (g)  of this section as specified by the State, but no less frequently than the following:
7.8.2.1. At the time it enters into a contract with the State.
7.8.2.2. On an annual basis.
7.8.2.3. At any time there has been a significant change (as defined by the State) in the TPA’s operations that would affect the adequacy of capacity and services, including, but not limited to changes in the TPA’s services, benefits, geographic service area, composition of or payments to its provider network.
7.9. Care Coordination Requirements. The State must ensure, through its contract with the TPA, that the TPA must implement procedures to deliver care to and coordinate services for all TPA enrollees. These procedures must meet State requirements and must do the following:
7.9.1. Ensure that each enrollee has an ongoing source of care appropriate to his or her needs and a person or entity formally designated as primarily responsible for coordinating the services accessed by the enrollee.
7.9.2. Coordinate the services the TPA furnishes to the enrollee:
7.9.2.1. Between settings of care including appropriate discharge planning for short term and long-term hospital and institutional stays;
7.9.2.2. With the services the enrollee receives from any other delivery system; and
7.9.2.3. With the services the enrollee receives in FFS Medicaid.
7.9.3. The State must ensure, through its contract with the TPA, that the TPA, within 90 days of the effective date of enrollment for all new enrollees, makes a best effort to conduct an initial assessment of each enrollee's needs, including subsequent attempts if the initial attempt to contact the enrollee is unsuccessful.  The TPA shall be required to share with the State the results of any identification and assessment of that enrollee's needs to prevent duplication of those activities.
7.9.4. The State must ensure, through its contract with the TPA, that the TPA shall ensure that in the process of coordinating care, each enrollee's privacy is protected in accordance with the privacy requirements in 45 CFR parts 160 and 164 subparts A and E, to the extent that they are applicable.
7.10. Enrollee Health Record Requirements. The State must ensure, through its contract with the TPA, that the TPA shall ensure that each provider furnishing services to enrollees maintains and shares, as appropriate, an enrollee health record in accordance with professional standards.
8. [bookmark: _Toc427335904]Coverage and Authorization of Services Requirements
8.1. The contract between the State and the TPA must do the following:
8.1.1. Identify, define, and specify the amount, duration, and scope of each service that the TPA is required to offer. Amount, duration, and scope cannot be less than what is in the approved HELP Program TPA Alternative Benefit Plan. 
8.1.2. Require that the TPA must ensure that the services are sufficient in amount, duration, or scope to reasonably achieve the purpose for which the services are furnished.
8.1.3. Require that the TPA may not arbitrarily deny or reduce the amount, duration, or scope of a required service solely because of diagnosis, type of illness, or condition of the beneficiary.
8.1.4. Permit the TPA to place appropriate limits on a service only on the basis of criteria applied under the State plan, such as medical necessity.
8.1.5. Require that Family planning services are provided in a manner that protects and enables the enrollee’s freedom to choose the method of family planning to be used consistent with 42 C.F.R §441.20.
8.2. Medically Necessary Services. The contract between the State and the TPA must  specify what constitutes “medically necessary services” in a manner that:
8.2.1. Is no more restrictive than that used in the State Medicaid program as indicated in State statutes and regulations, the State Plan, and other State policy and procedures; and
8.2.2. Meets the requirements for providing early and periodic screening and diagnosis of beneficiaries under age 21 to ascertain physical and mental defects, and treatment to correct or ameliorate defects and chronic conditions found (EPSDT).
8.3. Processing Authorization of Services. For the processing of requests for initial and continuing authorizations of services, the  contract with the TPA must require:
8.3.1. That the TPA and its subcontractors have in place, and follow, written policies and procedures.  the  contract with the TPA must require that the TPA:
8.3.1.1. Have in effect mechanisms to ensure consistent application of review criteria for authorization decisions.
8.3.1.2. Consult with the requesting provider for medical services when appropriate.
8.3.2. That any decision to deny a service authorization request or to authorize a service in an amount, duration, or scope that is less than requested, be made by a health care professional who has appropriate expertise in addressing the enrollee's medical or behavioral health needs.
8.3.3. That the TPA is to notify the requesting provider, and give the enrollee written notice of any decision by the TPA to deny a service authorization request, or to authorize a service in an amount, duration, or scope that is less than requested.  The notice must meet the requirements of §438.404 of 80 FR 31097.
8.4. Decisions and Notification of Authorization of Services. The contract with the TPA must provide for the following decisions and notices:
8.4.1. For standard authorization decisions, provide notice as expeditiously as the enrollee's condition requires and within State-established timeframes that may not exceed 14 calendar days following receipt of the request for service, with a possible extension of up to 14 additional calendar days, if:
8.4.1.1. The enrollee, or the provider, requests extension; or
8.4.1.2. The TPA justifies (to the State agency upon request) a need for additional information and how the extension is in the enrollee's interest.
8.4.2. For cases in which a provider indicates, or the TPA determines, that following the standard timeframe could seriously jeopardize the enrollee's life or health or ability to attain, maintain, or regain maximum function, the TPA must make an expedited authorization decision and provide notice as expeditiously as the enrollee's health condition requires and no later than 72 hours after receipt of the request for service.
8.4.3. The TPA may extend the 72 hour time period by up to 14 calendar days if the enrollee requests an extension, or if the TPA justifies (to the State agency upon request) a need for additional information and how the extension is in the enrollee's interest.
8.5. State Review of TPA Decisions to Deny, Limit, or Delay Services. The State and the TPA shall develop, in writing, a mechanism to exchange: 1) Enrollees’ requests for appeals on decisions to deny, limit, or delay services; and 2) Outcomes and/or decisions from enrollees’ appeals.  
8.5.1. The exchange of information shall be as expeditiously as the enrollee’s health condition requires, but no later than 72 hours from the date of a request, outcome, or decision.
8.5.2. If a State fair hearing officer, or other State official, reverses a decision to deny, limit, or delay services that were not furnished while the appeal was pending, the TPA must authorize or provide the disputed services promptly, and as expeditiously as the enrollee’s health condition requires but no later than 72 hours from the date it receives notice reversing the determination.
8.6. Compensation for Individuals and Entities that Conduct Utilization Management. The contract between a State and the TPA must provide that, consistent with STC 6.4 and 42 C. F.R. §422.208, compensation to individuals or entities that conduct utilization management activities is not structured so as to provide incentives for the individual or entity to deny, limit, or discontinue medically necessary services to any enrollee.
9. [bookmark: _Toc427335905]Emergency and Poststabilization Services Requirements
9.1. Definitions as used in this section:
9.1.1. Emergency medical condition.  Emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in the following:
9.1.1.1. Placing the health of the individual (or, for a pregnant woman, the health of the woman or her unborn child) in serious jeopardy.
9.1.1.2. Serious impairment to bodily functions.
9.1.1.3. Serious dysfunction of any bodily organ or part.
9.1.2. Emergency services.  Emergency services means covered inpatient and outpatient services that are as follows:
9.1.2.1. Furnished by a provider that is qualified to furnish these services under this title.
9.1.2.2. Needed to evaluate or stabilize an emergency medical condition.
9.1.3. Poststabilization care services. Poststabilization care services means covered services, related to an emergency medical condition that are provided after an enrollee is stabilized to maintain the stabilized condition, or, under the circumstances described in STC 10.2, to improve or resolve the enrollee's condition.
9.2. Coverage and Payment of Emergency Services and Poststabilization Care Services. The TPA is responsible for coverage and payment of emergency services and poststabilization care services. The TPA or the State:
9.2.1. Must cover and pay for emergency services 
9.2.1.1. The State may require that the Emergency services provider is enrolled in Montana Medicaid or alternatively for a provider that is not enrolled in Montana Medicaid, that the TPA negotiates a rate with a non-enrolled provider that is no greater than the rate the provider would receive if enrolled in Montana Medicaid.  These requirements cannot be used as basis for the TPA or State not providing an enrollee emergency services .
9.2.2. May not deny payment for treatment obtained under either of the following circumstances:
9.2.2.1. An enrollee had an emergency medical condition, including cases in which the absence of immediate medical attention would not have had the outcomes specified in the definition of emergency medical condition in this section.
9.2.2.2. A representative of the TPA instructs the enrollee to seek emergency services.
9.2.3. The TPA or the State may not:
9.2.3.1. Limit what constitutes an emergency medical condition on the basis of lists of diagnoses or symptoms.
9.2.3.2. Refuse to cover emergency services based on the emergency room provider, hospital, or fiscal agent not notifying the enrollee's primary care provider, the TPA, or applicable State entity of the enrollee's screening and treatment within 365 calendar days of presentation for emergency services.
9.2.3.3. Hold an enrollee who has an emergency medical condition liable for payment of subsequent screening and treatment needed to diagnose the specific condition or stabilize the patient.
9.2.4. The attending emergency physician, or the provider actually treating the enrollee, is responsible for determining when the enrollee is sufficiently stabilized for transfer or discharge, and that determination is binding on the TPA and the State as responsible for coverage and payment.
9.2.5. Poststabilization care services are covered and paid for in accordance with provisions set forth at 42 CFR 422.113(c). In applying those provisions, reference to “MA organization” and “financially responsible” must be read as reference to the entities responsible for Medicaid payment, as specified in paragraph (b) of this section, and payment rules governed by Title XIX of the Act and the States.
10. [bookmark: _Toc427335906]Information and Communication Requirements 
10.1. Enrollee Assistance: General Requirements. The State through its contract with the TPA must:
10.1.1. Have in place a mechanism to help enrollees and potential enrollees understand the requirements of the TPA for accessing services, benefits, and appeal rights.
10.1.2. Provide all required information in these STCs to enrollees and potential enrollees in a manner and format that may be easily understood and readily accessible by enrollees.
10.2. Requirements to Provide Information Electronically. Enrollee information required in this STC may not be provided electronically by either the State or the TPA, unless all of the following are met:
10.2.1. The format is readily accessible.
10.2.2. The information is placed in a location on the State or TPA website that is prominent and readily accessible.
10.2.3. The information is provided in an electronic form which can be electronically retained and printed.
10.2.4. The information is consistent with the content and language requirements of this STC.
10.2.5. The State or the TPA informs the enrollee that the information is available in paper form without charge upon request and provides it upon request within 5 calendar days.
10.3. Enrollee Handbook. The State through its contract with the TPA must provide each enrollee an enrollee handbook, either in paper or electronic form, at the time the enrollee first required to enroll in the TPA.  The content of the member handbook must include information that enables the enrollee to understand how to effectively use the TPA.  This information must include at a minimum:
10.3.1. Benefits provided by the TPA.
10.3.2. How and where to access any benefits provided by the State, including any cost sharing, and how transportation is provided.
10.3.2.1. In the case of a counseling or referral service that the TPA does not cover because of moral or religious objections, the TPA must inform enrollees that the service is not covered.
10.3.2.2. The TPA must inform enrollees how they can to obtain information from the State about how to access those services.
10.3.3. The amount, duration, and scope of benefits available under the contract in sufficient detail to ensure that enrollees understand the benefits to which they are entitled.
10.3.4. Procedures for obtaining benefits, including any requirements, if any, for service authorizations or referrals.
10.3.5. The extent to which, and how, after-hours and emergency coverage are provided, including:
10.3.5.1. What constitutes an emergency medical condition and emergency services.
10.3.5.2. The fact that prior authorization is not required for emergency services.
10.3.5.3. The fact that, subject to the provisions of this section, the enrollee has a right to use any hospital or other setting for emergency care.
10.3.6. Any restrictions on the enrollee's freedom of choice among network providers.
10.3.7. The extent to which, and how, enrollees may obtain benefits, including family planning services and supplies, from out-of-network providers.
10.3.8. Cost sharing, if any is imposed under this waiver.
10.3.9. Enrollee rights and responsibilities, including the elements specified in STC 7.2 and 7.3.
10.3.10. The process of selecting and changing the enrollee’s primary care provider.
10.3.11. Grievance, appeal, and fair hearing procedures and timeframes, consistent with subpart F of 42 CFR 438, in a State-developed or State-approved description. Such information must include:
10.3.11.1. The right to file grievances and appeals.
10.3.11.2. The requirements and timeframes for filing a grievance or appeal.
10.3.11.3. The availability of assistance in the filing process.
10.3.11.4. The right to request a State fair hearing after the TPA has made a determination on an enrollee’s appeal which is adverse to the enrollee.
10.3.11.5. The fact that, when requested by the enrollee benefits that the TPA seeks to reduce or terminate will continue if the enrollee files an appeal or a request for State fair hearing within the timeframes specified for filing, the enrollee may, consistent with state policy, be required to pay the cost of services furnished while the appeal or State Fair Hearing is pending if the final decision is adverse to the enrollee.
10.3.12. How to access auxiliary aids and services, including additional information in in alternative formats or languages.
10.3.13. The toll-free telephone number for member services medical management and any other unit providing services directly to enrollees.
10.3.14. Information on how to report suspected fraud or abuse.
10.3.15. Any other content required by the State.
10.3.16. Information required by this paragraph to be provided by the TPA will be considered to be provided if the TPA:
10.3.16.1. Mails a printed copy of the information to the enrollee’s mailing address;
10.3.16.2. Provides the information by email after obtaining the enrollee’s agreement to receive the information by email;
10.3.16.3. Posts the information on the website of the TPA and advises the enrollee in paper or electronic form that the information is available on the Internet and includes the applicable Internet address provided that enrollees with disabilities who cannot access this information online are provided auxiliary aids and services upon request at no cost; or
10.3.16.4. Provides the information by any other method that can reasonably be expected to result in the enrollee receiving that information.
10.4. Changes to the Enrollee Handbook. The TPA must give each enrollee notice of any change to the enrollee handbook that the State defines as significant at least 30 days before the intended effective date of the change.
10.5. Enrollee Materials: General Requirements. Provide, and require the TPA to provide, all written materials for and enrollees consistent with the following:
10.5.1. Use easily understood language and format; 
10.5.2. Use a font size no smaller than 12 point; 
10.5.3. Be available in alternative formats and through the provision of auxiliary aids and services in an appropriate manner that takes into consideration the special needs of enrollees or potential enrollees with disabilities or limited English proficiency.
10.5.4. Include a large print tagline and information on how to request auxiliary aids and services, including the provision of the materials in alternative formats. Large print means printed in a font size no smaller than 18 pt.
10.6. Notifying Enrollees Communication Assistance. The State shall notify enrollees, and require the TPA to notify its enrollees:
10.6.1. That oral interpretation is available for any language and written information is available in prevalent languages;
10.6.2. That auxiliary aids and services are available upon request and at no cost for enrollees with disabilities; and
10.6.3. How to access those services.
10.7. Assistance for Non-English Language Needs. The State through its contract with the TPA must: 
10.7.1. Establish a methodology for identifying the prevalent non-English languages spoken by enrollees and potential enrollees throughout the State, and in the TPA’s service area.
10.7.2. Make available oral and written information in each prevalent non-English language. All written materials for enrollees must include taglines in each prevalent non-English language as well as large print explaining the availability of written translations or oral interpretation to understand the information provided and the toll-free telephone number of the entity providing choice counseling services. Large print means printed in a font size no smaller than 18 pt.
10.7.3. Make its written materials, including, at a minimum, provider directories, member handbooks, appeal and grievance notices and other notices that are critical to obtaining services, available in the prevalent non-English languages in its particular service area. Written materials must also be made available in alternative formats and auxiliary aids and services should be made available upon request of the potential enrollee or enrollee at no cost. Written materials must also , include taglines in each prevalent non-English language as well as large print explaining the availability of written translations or oral interpretation to understand the information provided and the toll-free and TTY/TDY telephone number of the TPA’s member/customer service unit.
10.8. Notifying Enrollees of Provider Terminations. The State through its contract with the TPA must make a good faith effort to give written notice of termination of a contracted provider, within 15 calendar days after receipt or issuance of the termination notice, to each enrollee who received his or her primary care from, or was seen on a regular basis by, the terminated provider. 
11. [bookmark: _Toc427335907]Provider Directory Information Requirements
11.1. Provider Directory Information. The State through its contract with the TPA must make available, to enrollees, in electronic or paper form, the following information about its network providers:
11.1.1. The provider’s name as well as any group affiliation.
11.1.2. Street address(es).
11.1.3. Telephone number(s).
11.1.4. Website URL as appropriate.
11.1.5. Specialty, if appropriate.
11.1.6. Whether the provider will accept new enrollees.
11.2. Provider Directory: Provider Types. The provider directory must include the information for each of the following provider types covered under the contract:
11.2.1. Physicians including specialists.
11.2.2. Hospitals.
11.2.3. Behavioral health providers.
11.3. Future Requirements for Provider Directory Information. The State must ensure through its contract with the TPA that the TPA complies with any provider directory information in 42 CFR 438 that are more comprehensive than these STCs. 
12. [bookmark: _Toc427335908]Health Information Systems and Post-Adjudicated Claims Data Requirements
12.1. Health Information Systems: General Requirements. The State must ensure, through its contracts that the TPA maintains a health information system that collects, analyzes, integrates, and reports data and can achieve the objectives of this waiver. The systems must provide information on areas including, but not limited to, utilization, claims, and grievances and appeals.
12.2. Health Information Systems: Specific Requirements. The State must require, at a minimum, that the TPA, and any subcontractors, comply with the following:
12.2.1. Section 6504(a) of the Affordable Care Act, which requires that State claims processing and retrieval systems are able to collect data elements necessary to enable the mechanized claims processing and information retrieval systems in operation by the State to meet the requirements of section 1903(r)(1)(F) of the Act.
12.2.2. Collect data on enrollee and provider characteristics as specified by the State, and on all services furnished to enrollees through a post-adjudicated claims data system or other methods as may be specified by the State.
12.2.3.  Ensure that data received from providers is accurate and complete by:
12.2.3.1. Verifying the accuracy and timeliness of reported data, including data from network providers the TPA is compensating on the basis of capitation payments.
12.2.3.2. Screening the data for completeness, logic, and consistency.
12.2.3.3. Collecting data from providers in standardized formats to the extent feasible and appropriate, including secure information exchanges and technologies utilized for State Medicaid quality improvement and care coordination efforts.
12.2.4. Make all collected data available to the State, and upon request to CMS.
12.3. Post-Adjudicated Claims Data: General Requirement. The State must require the TPA to submit to the State post-adjudicated claims data that complies with the form, format and manner for data as required in in 42 CFR 438.242. Contracts between a State and the TPA must provide for:
12.3.1. Collection and maintenance of sufficient post-adjudicated claims data to identify the provider who delivers any item(s) or service(s) to enrollees.
12.3.2. Submission of post-adjudicated claims data to the State at a frequency and level of detail to allow the submission of all post-adjudicated claims data that the State is required to report to CMS.
12.4. Post-Adjudicated Claims Data and Availability of FFP. FFP is available for expenditures associated with the TPA contract and covered services provided under the TPA contract only if the State meets the following conditions for providing sufficient and timely post-adjudicated claims data to CMS:
12.4.1. The State shall submit post-adjudicated claims data to CMS consistent with the data reporting requirements of the Medicaid Statistical Information System or any successor system.
12.4.2. The State shall ensure that post-adjudicated claims data is validated for accuracy and completeness before each data submission.
12.4.3. The State must require that the data, documentation and information that the TPA submits to the State related to post-adjudicated claims data be certified by either the TPA’s Chief Executive Officer or Chief Financial Officer and that such data documentation and information is accurate, complete and truthful.
12.4.4. The State shall require the TPA to submit the certification concurrently with the submission of the data, documentation, or information. 
12.5. CMS Review of Post-Adjudicated Claims Data. CMS will assess the State’s submission to determine if it complies with current criteria for accuracy and completeness.  
12.5.1. If, after being notified of compliance issues the State is unable to make  a data  submission compliant, CMS will take appropriate steps to defer and/or disallow FFP on all or part of the TPA contract and covered services provided under the TPA contract in a manner based on the enrollee and specific service type  of the noncompliant data.
13. [bookmark: _Toc427335909]Program Integrity Requirements
13.1. Procedures to Detect Fraud Waste and Abuse. The State, through its contract with the TPA, must require that the TPA, or subcontractor to the extent that the subcontractor is delegated responsibility by the TPA for coverage of services and payment of claims under the contract between the State and the TPA, implement and maintain arrangements or procedures that are designed to detect and prevent fraud, waste, and abuse. The arrangements or procedures must include the following:
13.1.1. A compliance program that includes, at a minimum, all of the following elements:
13.1.1.1. Written policies, procedures, and standards of conduct that articulate the TPA’s commitment to comply with all applicable requirements and standards under the contract, and all applicable Federal and State requirements.
13.1.1.2. The designation of a Compliance Officer who is responsible for developing and implementing policies, procedures, and practices designed to ensure compliance with the requirements of the contract and who reports directly to the Chief Executive Officer and the board of directors.
13.1.1.3. The establishment of a Regulatory Compliance Committee at the senior management level charged with overseeing the organization’s compliance program and its compliance with the requirements under the contract.
13.1.1.4. A system for training and education for the Compliance Officer, the organization’s senior management, and the organization’s employees for the Federal and State standards and requirements under the contract.
13.1.1.5. Effective lines of communication between the compliance officer and the organization’s employees. 
13.1.1.6. Enforcement of standards through well-publicized disciplinary guidelines. 
13.1.2. Establishment and implementation of procedures and a system with dedicated staff for routine internal monitoring and  auditing of compliance risks,  prompt response to compliance issues as they  are raised, investigation of potential compliance problems as identified in the course of self-evaluation and  audits, correction of such problems promptly and  thoroughly (or coordination of suspected criminal acts with law enforcement agencies) to reduce the potential for recurrence, and ongoing compliance with the requirements under the contract.
13.1.3. Provision for prompt reporting of all improper payments identified or recovered, specifying the improper payments due to potential fraud, to the State or law enforcement.
13.1.4. Provision for prompt notification to the State when it receives information about changes in an enrollee’s circumstances that  may affect the enrollee’s eligibility including all of the following:
13.1.4.1. Changes in the enrollee’s residence; or 
13.1.4.2. The death of an enrollee.
13.1.5. Provision for notification to the State when it receives information about a change in a provider’s circumstances that may affect the provider’s eligibility to participate in the Medicaid program, including the termination of the provider agreement with the TPA.
13.1.6. Provision for a method to verify, by sampling or other methods, whether services that have been represented to have been delivered by network providers were received by enrollees and the application of such verification processes on a regular basis.
13.1.7. Written policies for all employees of the entity, and of any contractor or agent, providing detailed information about the False  Claims Act and  other Federal and  State  laws  described in section 1902(a)(68) of the Act, including information about rights of employees to be protected as whistleblowers are in place.
13.1.8. Provision for the prompt referral of any potential fraud, waste, or abuse that the TPA identifies to the State Medicaid program integrity unit or any potential fraud directly to the State Medicaid Fraud Control Unit.
13.1.9. Provision for the TPA’s suspension of payments to a network provider for which the State determines there is a credible allegation of fraud in accordance with 42 CFR 455.23.
13.2. Prohibited Relationships. The TPA, or a subcontractor of the TPA, may not knowingly have a relationship with 1) an individual or entity that is debarred, suspended, or otherwise excluded from participating in procurement activities under the Federal Acquisition Regulation or from participating in nonprocurement activities under regulations issued under Executive Order No. 12549 or under guidelines implementing Executive Order No. 12549; or 2) an individual or entity who is an affiliate, as defined in the Federal Acquisition Regulation, of a person described in this paragraph for any of the following: 
13.2.1. A director, officer, or partner of the TPA.
13.2.2. A subcontractor of the TPA, as governed by § 438.230.
13.2.3. A person with beneficial ownership of 5 percent or more of the TPA’s equity.
13.2.4. A network provider or persons with an employment, consulting or other arrangement with the TPA for the provision of items and services that are significant and material to the TPA’s obligations under its contract with the State.
13.2.5. An individual or entity that is debarred, suspended, or otherwise excluded from participating in procurement activities under the Federal Acquisition Regulation or from participating in non-procurement activities under regulations issued under Executive Order No. 12549 or under guidelines implementing Executive Order No. 12549.
13.2.6. An individual or entity who is an affiliate, as defined in the Federal Acquisition Regulation, of a person described in paragraph (a)(1) of this section.
13.3. Prohibition Relationship with Excluded Individuals and Entities. The TPA may not have a relationship with an individual or entity that is excluded from participation in any Federal health care program under section 1128 or 1128A of the Act.
13.4. Non-Compliance with Prohibited Relationship. If a State finds that the TPA is not in compliance with the Prohibited Relationship STCs, the State:
13.4.1. Must notify CMS of the noncompliance.
13.4.2. May continue an existing agreement with the TPA entity unless CMS directs otherwise.
13.4.3. May not renew or otherwise extend the duration of an existing agreement with the TPA. 
13.5. Other Program Integrity Requirements. The State must ensure, through its contracts, that the TPA, and any subcontractors:
13.5.1. Provides written disclosure of any prohibited relationships described in the STCs. 
13.5.2. Provides written disclosures of information on ownership and control required under 42 CFR 455.104.
13.5.3. Reports to the State within 60 calendar days when it has identified any payments in excess of amounts specified in the contract.
13.6. Other Remedies Available. Nothing in these STCs must be construed to limit or otherwise affect any remedies available to the U.S. under sections 1128, 1128A or 1128B of the Social Security Act.
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