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Dear Mr, Randol:

Under section 1115 of the Social Security Act (the Act), the Secretary of Health and Human
Services (HHS) may approve any experimental, pilot, or demonstration project that, in the
judgment of the Secretary, is likely to assist in promoting the objectives of certain programs
under the Act, including Medicaid. Congress enacted section 1115 of the Act to ensure that
federal requirements did not “stand in the way of experimental projects designed to test out new
ideas and ways of dealing with the problems of public welfare recipients.” S. Rep. No. 87-1589,
at 19 (1962), as reprinted in 1962 U.S.C.C.A.N. 1943, 1961. As relevant here, section
1115(a)(1) of the Act allows the Secretary to waive compliance with the Medicaid program
requirements of section 1902 of the Act, to the extent and for the period he finds necessary to
carry out the demonstration project. In addition, section 1115(a)(2) of the Act allows the
Secretary to provide federal financial participation for demonstration costs that would not
otherwise be considered as federally matchable expenditures under section 1903 of the Act, to
the extent and for the period prescribed by the Secretary.

For the reasons discussed below, the Centers for Medicare & Medicaid Services (CMS) is
approving lowa’s (the state’s) section 1115(f) extension request for its section 1115
demonstration project, entitled, “lowa Wellness Plan” (Project No. 11-W- 00289/5)
(demonstration), in accordance with section 1115 of the Act.

This approval is effective from January 1, 2020, through December 31, 2024. CMS approval is
subject to the limitations specified in the attached waivers and special terms and conditions
(STC). The state may deviate from Medicaid state plan requirements only to the extent those
requirements have been specifically listed as waived or listed as not applicable to expenditures or
individuals covered by expenditure authority.

Objectives of the Medicaid Program

As noted above, the Secretary may approve a demonstration project under section 1115 of the
Act if, in his judgment, the project is likely to assist in promoting the objectives of title XIX.
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The purposes of Medicaid include an authorization of appropriation of funds to “enabi[e] each
State, as far as practicable under the conditions in such State, to furnish (1) medical assistance on
behalf of families with dependent children and of aged, blind, or disabled individuals, whose
income and resources are insufficient to meet the costs of necessary medical services, and (2)
rehabilitation and other services to help such families and individuals attain or retain capability
for independence or self-care.” Act § 1901. This provision makes clear that an important
objective of the Medicaid program is to furnish medical assistance and other services to
vulnerable populations. But there is litfle intrinsic value in paying for services if those services
are not advancing the health and wellness of the individual receiving them, or otherwise helping
the individual attain independence. Therefore, we believe an objective of the Medicaid program,
in addition to furnishing services, is to advance the health and wellness needs of its beneficiaries,
and that it is appropriate for the state to structure its demonstration project in a manner that
prioritizes meeting those needs.

Section 1115 demonstration projects present an opportunity for states to experiment with reforms
that po beyond just routine medical care and focus on interventions that drive better health
outcomes and quality of life improvements, and that may increase beneficiaries’ financial
independence. Such policies may include those designed to address certain health determinants
and those that encourage beneficiaries to engage in health-promoting behaviors and to strengthen
engagement by beneficiaries in their personal health care plans. These tests will necessarily
mean a change to the statos quo. They may have associated administrative costs, particularly at
the mitial stage, and section 1115 acknowledges that demonstrations may “result in an impact on
eligibility, enrollment, benefits, cost-sharing, or financing.” Act § 1115(d)(1). But in the long
term they may create incentives and opportunities that help enable many beneficiaries to enjoy
the numerous personal benefits that come with improved health and financial independence.

Section 1115 demonstration projects also provide an opportunity for states to test policies that
ensure the fiscal sustainability of the Medicaid program, better “enabling each [s]tate, as far as
practicable under the conditions in such [s]tate” to furnish medical assistance, Act § 1901, while
making it more practicablie for states to furnish medical assistance to a broader range of
beneficiaries in need. For instance, measures designed to improve health and wellness may
reduce the volume of services consumed, as healthier, more engaged beneficiaries tend to
consume fewer medical services and are generally less costly to cover, Further, measures that
have the effect of helping individuals secure employer-sponsored or other commercial coverage
or otherwise transition from Medicaid eligibility may decrease the npumber of individuals who
need financial assistance, including medical assistance, from the state. Such measures may
enable states to stretch their resources further and enhance their ability to provide medical
assistance to a broader range of beneficiaries in need, including by expanding the services and
populations they cover.! By the same token, such measures may also preserve states’ ability to
continue to provide the optional services and coverage they already have in place.

! States have considerable flexibility in the design of their Medicaid programs, within federal guidelines, Certain

benefits are mandatory under federal law, but many benefits may be provided at state option, such as prescription

drug benefits, vision benefits, and dental benefits. Similarly, states have considerable latitude to determine whom
their Medicaid programs will cover, Certain eligibility groups must be covered under a state’s program, but many
states opt to cover additional eligibility groups that are optional under the Medicaid statute. The optional groups
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Qur demonstration authority under section 1115 of the Act allows us to offer states more
flexibility to experiment with different ways of improving health outcomes and strengthening
the financial independence of beneficiaries, Demonstration projects that seek to improve
beneficiary health and financial independence improve the well-being of Medicaid beneficiaries
and, at the same time, allow sfates to maintain the long-term fiscal sustainability of their
Medicaid programs and to provide more medical services to more Medicaid beneficiaries.
Accordingly, such demonstration projects advance the objectives of the Medicaid program.

Background on Medicaid Coverage in lowa

JIowa’s Medicaid program provides for health coverage to mandatory populations and to non-
mandatory populations such as the breast and cervical cancer group, The state also covers
several categories of non-mandatory services, including prescription drugs, dental services, and
home-and -community-based services, in addition to mandatory services. In addition, effective
January 1, 2014, lowa expanded its Medicaid program fo include coverage through the state
plan of the new adult group (also known as the ACA expansion population) described at section
1902¢a)(10)(A)(I)(VIII) of the Act.

Extent and Scope of the Demonstration

The Iowa Wellness Plan (IWP) demonstration was first implemented on January 1, 2014, at the
same time that Towa’s expansion of Medicaid to the new adult group took effect. The Iowa
Wellness Plan (TWP) demonstration initially sought to promote responsible health care decisions
among the ACA expansion population by coupling a monthly required financial contribution
with an incentive to earn an exemption from the monthly contribution requirement by actively
seeking preventive health services.

As initially approved, the demonstration also provided authority for a waiver of non-emergency
medical transportation (NEMT) for the ACA expansion population. The waiver of NEMT was
scheduled to sunset on December 31, 2014, with the possibility of extending based on an
evaluation of its impact on access to care. After reviewing initial data on the impact of the
waiver on access, CMS approved an éxtension of the NEMT waiver through July 31, 201 5.
Thereafter, CMS and the state established criteria necessary for the state to continue the NEMT
waiver beyond July 31, 2015. Specifically, the state agreed to compare survey responses of the
beneficiaries affected by the waiver to survey responses of beneficiaries receiving “traditional”
Medicaid benefits through the state plan. Iowa conducted the analysis and found that the survey
responses of the two populations did not have statistically. significant differences. Inlight of

include a new, non-elderly adult population (ACA expansion population) that was added to the Act at section
1902(a){ LO}AY(E)(VIIT) by the Patient Protection and Affordable Care Act (ACA). Coverage of the ACA expansion
population became optional as a result of the Supreme Court’s decision in NFIB v. Sebelius, 567 U.S. 519 (2012).
Accordingly, several months after the NFIB decision was issued, CMS informed the states that they “have flexibility
to start or stop the expansion.” CMS, Frequently Asked Questions on Exchanges, Market Reforms, and Medicaid at
11 (Dec. 10, 2012). In addition to expanding Medicaid coverage by covering optional eligibility groups and benefits
beyond what the Medicaid statute requires, many states also choose to cover benefits beyond what is authorized by
statute by using expenditure authority under section 1115(a)(2) of the Act. For example, recently, many states have
been relying on this authority to expand the scope of services they offer to address substance use disorders beyond
what ihe statute explicitly authorizes.
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those results, CMS approved a second extension of the waiver through June 30, 2016. Based on
the state’s ongoing analysis and evaluation of the impact of the NEMT waiver on access to -
covered services, the waiver of NEMT was extended again, and is still part of the demonstration.
According to the most current analysis, the Jowa Health and Wellness Plan Evaluation Interim
Summative Report, April 2019, beneficiaries reported unmet need for transportation was not
statistically different for Medicaid beneficiaries (12 percent) and IWP beneficiaries (11 percent).
There was no statistical difference between Medicaid and IWP beneficiaries in reported wOrTy
about the cost of transportation with around 8 percent of each group reporting that they worried
“a great deal” about their ability to pay for the cost of transportation to or from a health care
visit.

On May 1, 2014, CMS approved the state’s request to amend the IWP demonstration to include
a Dental Wellness Plan (DWP) component, which at that time provided tiered dental benefits,

‘based on beneficiary completion of periodic exams, to the ACA expansion population. All
dental benefits covered under the DWP were optional Medicaid services, not mandatory.

Currently, the demonstration still includes an incentive program intended to improve the use of
preventive services and encourage health among the ACA expansion population. Under this
program, beginning in year two of a beneficiary’s enrollment, the state requires monthly
premiurms for beneficiaries in the ACA expansion population with household incomes above 50
percent up to and including 133 percent of the federal poverty level (FPL), However,
beneficiaries with a premium requirement who complete a wellness exam and health risk
assessment (HRA) will have their premivm waived for the following benefit year. The premium
amounts may not exceed $5 per month for non-exempt beneficiaries with household.incomes
above 50 percent up to and including 100 percent of the FPL,-and $10 per month for non-exempt
beneficiaries with household incomes above 100 percent up to and including 133 percent of the
FPL. Exempt beneficiaries include those who completed the wellness exam and HRA, '
beneficiaries who are medically frail, beneficiaries of the Health Insurance Premium Payment
(HIPP) population, and beneficiaries who self-attest to a financial hardship. TWP premiums are
permitted in lieu of other cost sharing except for an $8 copay for non-emergency use of the
emergency department. Beneficiaries subject to premiums are allowed a 90-day grace period to
make payment. The nonpayment of these premiums will result in a collectible debt, Individuals
with household income over 100 percent of the FPL will be disenrolled for nonpayment.
Beneficiaries with household income at or below 100 percent of the FPL cannot be disenrolled
for nonpayment of a premium, nor can an individual be denied an opportunity to re-enroll due to
nonpayment of a premium. Beneficiaries who are disenrolled for nonpayment can reapply at any -
time; however, their outstanding premium payments will remain subject to recovery. Monthly
premiums are subject to a quarterly aggregate cap of 5 percent of household income.

On February 23, 2016, CMS approved the state’s request to implement a managed care delivery
system for the medical and dental services affected by the IWP demonstration, concurrent with
the §1915(b) High Quality Healthcare Initiative Waiver, effective April 1, 2016.

On November 23, 2016, CMS extended the demonstration for three years under section 1115(e)
of the Act, through December 31, 2019. This initial extension was approved with no program
modifications. Subsequently, the state submitted two amendment requests during the renewal
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period, The first amendment, approved by CMS on July 27, 2017, modified the DWP
component of the demonstration based on analysis of independent evaluvation findings and
stakcholder feedback. Through this amendment, the state implemented an integrated dental
program for all Medicaid beneficiaries aged 19 and over, including the ACA expansion
population, parent and other caretaker relatives, and mandatory aged, blind, and disabled
individuals. - The tiered benefit structure was removed, and instead, the state established an
incentive structure o encourage uptake of preventive dental services. Beneficiaries with
household income over 50 percent of the FPL are required to contribute financiaily toward their
dental health care costs through $3 monthly premiums in order to maintain comprehensive
dental benefits. Dental premiums are waived in the first year of the beneficiaries® enrollment.
Dental premiums will continue to be waived in subsequent years if beneficiaries complete an
oral HRA and obtain a preventive dental service in the prior year. Failure to make monthly
dental premium payments results in the beneficiary being eligible for only a basic dental
services package for the remainder of the benefif year, but beneficiaries will not be disenrolled
for failure to pay premiums or the past due amounts. The following eligibility groups are
exempt from DWP premiums, and will not have their benefits reduced in their second year of
enrollment, notwithstanding any failure to complete state-designated healthy behaviors: (i)
pregnant women; (ii) beneficiaries whose medical assistance for services furnished in an
institution is reduced by amounts reflecting available income other than requited for personal
needs; (iif) 1915(c) waiver beneficiaries; (iv) beneficiaries receiving hospice care; (v) Indians
who are eligible to receive or have received an item or service furnished by an Indian health
care provider or through referral under contract health services; (vi) breast and cervical cancer
treatment program beneficiaries; and (vii) beneficiaries who are medically frail (teferred to as
medically exempt in Jowa). Additionally, beneficiaries who self-attest to financial hardship or
who are exempt as described in 42 CFR 447.56 will have no dental premium obligation. The
program thus creates incentives for beneficiaries to appropriately utilize preventive dental '
services, maintain oral health, and prevent oral disease. This program is also intended to create
incentives for beneficiaries to establish a denfal home, because it encourages the receipt of
preventive dental services. ' As was the case before this amendment, all dental benefits covered
under the DWP are optional, not mandatory.

On August 2, 2017, Iowa, as directed by its legislature, submitted a request to amend the
demonstration to waive retroactive eligibility for all Medicaid beneficiaries. On October 26,
2017, CMS approved the state’s amendment request for a waiver of retroactive eligibility for all
Medicaid beneficiaries except for pregnant women (and during the 60-day period beginning on
the last day of the pregnancy), and infants under one year of age. Under the currently approved
demonstration, unless an exemption applies, an applicant’s coverage would begin on the first
day of the month in which the application is submitted, or as otherwise allowed under the state

plan.

Extent and Scope of the Demonstration Extension

On June 20, 2019, fowa submitted a renewal application under section 1115(f) for a five-year
extension, and requested one change to the existing STCs. In accordance with Iowa Senate File
2418 (2018), the state requested to exempt applicants from the waiver of retroactive eligibility
who are eligible for both Medicaid and nursing facility services based on level of care, and who
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had been a resident of a nursing facility in any of the three months prior to an application. For
beneficiaries who are exempted from the waiver of retroactive eligibility due to eligibility for
nursing facility services, retroactive eligibility is, and would continue fo be, provided for those
particular months in which the applicant was a nursing facility resident. The state already
applies this exemption, and has done, for applications filed on or after July 1, 2018,

CMS is approving the extension, including the change requested by Iowa to the retroactive
eligibility waiver, In extending the approval period, CMS is alsc updating the waiver of
retroactive eligibility to exempt children under 19 years of age. The earliest that a retroactive
eligibility period for children under age 19 will begin will be January 1, 2020, for applications
filed on or after Januvary 1, 2020. In an abundance of caution, CMS also updated the waiver of
retroactive eligibility to include a waiver of section 1902(a)(10) of the Act, to the extent that
section 1902¢a)(10) imposes a requirement of retroactive eligibility.

CMS has also updated the monitoring and evaluation sections of the STCs to align those sections
with CMS’ current approach to monitoring and evaluation for section 1115 demonstrations, and
to specify that CMS has the authority to require the state to submit a corrective action plan if
monitoring or evaluation data indicate that demonstration features are not likely to assist in
promoting the objectives of Medicaid. The STCs further specify that any such state corrective
action plan could include a temporary suspension of implementation of demonstration programs,
in circumstances where data indicate substantial, sustained directional change, inconsistent with
state targets (such as substantial, sustained trends indicating increases in disenrollment, difficulty
accessing services, provider uncompensated care costs or unpaid medical bills). CMS would
further have the ability to suspend 1mpiementat1on of the demonstration should corrective actions
not effectlvely resolve these concerns in a timely manner. These updates will better aid the state
in measuring and tracking the demonstration’s impact on Iowans affected by it, and give CMS
additional tools-to protect beneficiaries if necessary.

Consistent with sections 1115(£)(6) and 1915(h) of the Act, CMS is approving a five year
extension approval period because the demonstration (specifically, the DWP component)
provides medical assistance to beneficiaries dually eligible for Medicare and Medicaid.

Determination that the. demonstratlon prgj ject is likely to assist in promoting Medicaid’s
ob]ectlve

For reasons discussed below, CMS has determined that the dembnstration as a whole, as
extended, promotes the objectives of the Medicaid program, and the waiver authorities sought
are necessary and appropriate to carry out the demonstration,

The demonstration tests reforms designed to promote better health outcomes,

Under the extended demonstration, Iowa and CMS will continue to evaluate the effectiveness of
various policies that are designed to improve the health of Medicaid beneficiaries, and encourage
them to make responsible decisions about their health and accessing health care. Promoting
beneficiary health and responsible health care decisions advances the objectives of the Medicaid
program. Indeed, in 2012, HHS specifically encouraged states to develop demonstration projects
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“aimed at promoting healthy behaviors” and “individual ownership in health care decisions” as
well as “accountability tied to improvement in health outcomes.”

The demonstration’s premiums and cost-sharing requirements are designed to improve enroliee
health and wellness by encouraging the use of preventive services. With this extension, Towa
will be expected to strengthen the evaluation of whether the opportunity for beneficiaries to pay
no premium by completing a wellness exam, HRA, and/or oral HRA and preventive dental
services, increases beneficiary engagement in their personal health care plan and provides an
incentive structure to support responsible consumer decision-making about accessing care and
services. A recent interim evaluation of the demonstration has shown some promise that these
strategies can have a positive impact on beneficiary behavior, According to the lowa Health and
Wellness Plan Evaluation Interim Summative Report from April 2019, “The vast majority of
IWP beneficiaries, regardless of Managed Care Organization (MCO) enrollment (94 -96
percent), reported either having already obtained a medical or dental check-up or intent to get
one.” Extending this policy is expected to continue to improve beneficiaries’ engagement in
their health care choices by increasing their awareness of behaviors that might be detrimental to
their health, while also encouraging them to make healthier choices. With this extension, CMS
has also incorporated specific requirements for evaluating the incentives and premiums,
including beneficiary understanding of and expetience with premiums as an incentive, the
interface between incentives to seek out preventive care and premiums, and consequences of
these demonstration policies, including non-compliance with premiums and incentives, on
coverage. '

The demonstration also promotes responsible decision-making and improved health by
encouraging appropriate use of health care services and behavior that is mindful of health care
value. Extending this demonstration will allow the state, consistent with 42 CFR 447.54(b), to
continue its policy of charging beneficiaries in the ACA expansion populatlon an §8 copaynient
for utilization of the Emergency Department (ED) for non-emergency services. Iowa believes
this policy will help beneficiaries learn about the tmportance of choosing appropriate care in the
appropriate settmgwwhlch is generally not the ED—by educating beneficiaries about the direct
cost of health care services and the importance of seeking: preventwe services and similar care in
the most appropriate setting. Receiving preventive and sitilar care in non-emergency settings
can improve the health of beneficiaries, because they can build and maintain relationships with
their regular treating providers. Over time, this may lead to the prevention and/or controlied
maintenance of chronic disease, as prevention and health promotion are difficult to achieve and
sustain through episodic ED visits. Additionally, this policy will improve the ability of
beneficiaries who truly need emeigency care to access it, by preserving ED and state fiscal
resources for those who are truly in need of timely emergency care. A recent evaluation of this
demonstration has shown some promise that this incentive strategy can have a positive impact on "
beneficiary behavior. According to the Iowa Health and Wellness Plan Evaluation Interim
Summative Report from April 2019, significantly fewer IWP beneficiaries (38 percent)

compared to other Medicaid beneficiaries (59 percent) reported that the care at their last visit to
the ED could have been provided in a doctor’s office.

2 CMS, Frequently Asked Questions on Exchanges, Market Reforms, and Medicaid at 15 (Dec. 10, 2012).
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The waiver of retroactive eligibility is also expected to help promote Medicaid’s objectives by
improving uptake of preventive services, thus improving beneficiary health. Iowa is testing
whether waiving retroactive eligibility for certain groups of Medicaid beneficiaries will
encourage them to obtain and maintain health coverage, even when healthy, or to obtain health
coverage as soon as possible afier becoming eligible (e.g., if eligibility depends on a certain
diagnosis, or on a finding of disability). In circumstances where Medicaid eligibility depends
upon a certain diagnosis or a finding of disability, the state will evaluate, in this extension period,
whether the policy encourages beneficiaries to apply for Medicaid {including through an
application for Supplemental Security Income (SSI) in the case that an SSI determination also
provides a Medicaid eligibility determination) as soon as possible after the relevant finding or
diagnosis. If beneficiaries apply for Medicaid as soon as they believe they meet the criteria for
eligibility, this could help to ensure primary or secondary coverage through Medicaid to receive
services if the need arises and facilitate the receipt of preventive care. The state will evaluate
whether the policy increases continuity of coverage by discouraging gaps in coverage that can
occur when beneficiaries churn on and off Medicaid or sign up for Medicaid only when sick. -

While some features of these programs have been in effect since Januvary 2014, CMS believes it
is appropriate to extend the demonstration and continue testing them, because some key
underlying program features and demonstration components have changed. To better assess the
impact of these program changes, CMS believes that more time is needed to evaluate the.
demonstration’s success, including its impact on beneficiary health. The Dental Wellness Plan
was amended only recently, in 2017, and in 2016 the delivery system for all services affected by
the demonstration changed to a managed care dehvery system. The retroactive eligibility waiver
has been in effect for only two years, and CMS is improving the STCs governing evaluation. of
the entire demonstration, including. thc retroactive eligibility waiver, for this coming.
demonstration period. The state was not required to cvaluate the retroactive eligibility waiver for
the period of October 2017 to December 2019. Now, however, CMS is requiring the state to
evaluate the waiver of retroactive eligibility, mcludmg the two new exemptions added with this
extension, and is also requiring the state’s evaluation design to include specific hypotheses for
the waiver that relate to (but are not limited to) the following outcomes: likelihood of enrollment
and enrollment continuity; likelihood that bcneﬁmanes will apply for Medicaid when they

* believe they meet the criteria for Medicaid; enrollment when people are healthy, or as soon as
possible after meeting ellg1b111ty criteria; and health status (as a result of greater enrollment
continuity). The evaluation criteria for the rest of the demonstration have also been updated and
made more. SpGCIﬁC : :

It is possible that some of the policies Jowa will continue to test under this extension could result
in harmful effects on coverage for some beneficiaries, but CMS has determined that these
policies are designed to minimize potential harmful effects, While the premiums and incentives
for the ACA. expansion population in the demonstration could lead to some beneficiaries with
incomes over 100 percent of the FPL losing coverage for failure to pay premiums, the program is
designed to make compliance with the requirements achievable. Data considered by CMS as
part of its review of the state’s extension application indicate that while disenrollments for
nonpayment of premiums have fluctuated from November 2015 through June 2019, they bave
generally remained at or below 7 percent per month of the group of beneficiaries with income
over 100 percent of the FPL who are non-exempt and past the initial 13-month grace period, -
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before accounting for any beneficiaries who reenrolled after losing coverage. Beneficiaries who
are disenrolied for nonpayment of premiums can reapply at any time, including immediately
after losing coverage. It appears from the state’s data that many beneficiaries who lose coverage
are reenrolling. And, CMS has authority under the extension STCs to require the state to submit
a corrective action plan, which could include temporary suspension of implementation of the
demonstration, if monitoring or evaluation findings indicate substantial, sustained directional
change, inconsistent with state targets (such as substantial, sustained trends indicating increases
in disenrollment, difficulty accessing services, or unpaid medical claims). CMS would further
have the ability to suspend implementation of the demonstration should corrective actions not
effectively resolve these concerns in a timely manner,

While the retroactive eligibility waiver could also have potential negative effects on beneficiaries
and providers, lowa has taken steps to minimize that risk. To increase awareness of the waiver
of retroactive eligibility and promote the objectives of the Medicaid program (e.g., conitinuity of
coverage and care), lowa will continue to provide outreach and education about how to apply for
and receive Medicaid coverage to the public and to Medicaid providers, particularly providers
who serve vulnerable populations who may be affected by this policy. This will help to ensure
that eligible individuals apply for and receive Medicaid coverage in a timely manner, as well as
help to ensure that providers understand how to assist individuals in gaining coverage. The state
will continue to employ an outreach strategy in which materials will be made available through
various methods such as mailings and on the state’s Medicaid website. The state will also
continue to provide presumptive eligibility for some eligibility groups, which provides Medicaid
coverage for a limited time while a formal Medicaid application is submitted and an eligibility
determination is made by the state Medicaid agency, Additionally, with this extension, the new
exemptions from the retroactive eligibility waiver will further help to mitigate any harmful
effects of the demonstration on vulnerable beneficiaries and on nursing facilities. The extension
STCs include specific references to the retroactive eligibility waiver in the requirements for
monitoring and evaluating the demonstration, and give CMS authority to require the state to
submit a corrective action plan, which could include temporary suspension of implementation of
the waiver, if monitoring or evaluation findings indicate substantial, sustained directional
change, inconsistent with state targets (such as substantial, sustained trends indicating i increases
in provider uncompensated care costs, reported medical debt or unpaid medical bills). CMS
would further have the ability to suspend 1mplementat10n of the demonstration should corrective
actions not effectively resolve these concerns in a timely manner.

The demonstration will furnish medical assistance in a manner that improves the
sustainability of the safety net.

The demonstration’s incentives fo enroll as soon as possible and to obtain preventive services
and assess health risk have the potential to reduce the cost of providing Medicaid to the
beneficiaries subject to these policies, by reducing the incidence of chronic or preventable
conditions, and by helping to ensure chronic conditions are well managed. The Dental Wellness
Plan is a unique, state-specific approach to providing optional Medicaid benefits while also
incentivizing beneficiaries to take measures that are intended to keep the costs of those benefits
within reasonable limits. CMS and the state also expect that the demonstration’s policy with
respect to ED copayments will continue to decrease the use of inefficient and costly care in less
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appropriate settings, thereby making beneficiaries less costly to care for and Iowa’s Medicatd
program more sustainable, -

The waiver of NEMT is also likely to help promote Medicaid’s objectives by enabling the state
to better contain Medicaid costs and more efficiently focus resources on providing accessible and
high-quality health coverage, thus improving the fiscal sustainability of the Medicaid program.
Improved fiscal sustainability will help Iowa to continue to cover non-mandatory benefits and
eligibility groups (such as the ACA expansion population and dental benefits).

The state has been required to evaluate the impacts of the NEMT waiver on access to covered
services since the NEMT waiver was first approved, and it will continue to do so under this
extension. The results of these evaluations are mixed, but they show some promise that the
waiver enables the state to conserve resources that it could potentially use to provide Medicaid
services that might be more likely to have a positive effect on beneficiary health and well-being.
While cerfain data suggest that the waiver might have negative effects on access to care, other
data suggest the opposite. A 2016 study noted “a significant interaction effect between™ being in
the group subject to the NEMT waiver “and having an unmet NEMT need on well care visits”
like those that beneficiaries must access to avoid premiums. However, the same study noted that
the group of beneficiaries who do have the NEMT benefit “experience more unmet NEMT need
than those who do not” have the NEMT benefit, and that beneficiaries without the NEMT benefit
reported more frequently using assistance from others to travel for health care visits. As a result,
the 2016 study noted that it could be premature to reach a conclusion that the'waiver is impeding
access to care without considering in more detail the experiences surrounding why beneficiaries
have an unmet NEMT need. The interim evaluation report submitted with Iowa’s extension
application suggests that there was no significant difference between the reported unmet need for
transportation or in reported worry about the cost of transportation between the group affected by
the waiver and a comparison population with access to NEMT. And, the interim evaluation
indicated that demonstration beneficiaries reported equal or better access to transportation for
health care than the comparison population who received NEMT. In sum, CMS has determined
that it is worthwhile to permit the state to continue testing the NEMT waiver, as there are
positive indications that the waiver might help lowa to improve the fiscal sustainablhty of its
Medicaid program, without significant negative effects on beneficiary access to services, By not
funding NEMT for a limited number of Medicaid beneficiaries, the state may be able to conserve
resources that it could instead use to cover a wider range of benefits and eligibility groups,
including non-mandatory groups like the ACA expansion population.

With this extension, CMS will require the state to enhance how it monitors and evaluates the
NEMT waiver’s impact on beneficiary access to services. The extension STCs require the state
to provide monitoting metrics for the NEMT waiver about beneficiary understanding of and
experience with transportation in accessing covered services, particularly services that
beneficiaries must obtain to avoid premiums. The state must also include evaluation hypotheses
about the effects of the NEMT waiver on access to covered services, including access to the
services that beneficiaries must obtain to avoid premiums. CMS reserves the right to require the
state to submit a corrective action plan, which could include suspending implementation of the
NEMT waiver, if monitoring or evaluation data indicate substantial, sustained directional
change, inconsistent with state targets (such as substantial, sustained trends indicating increased
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difficulty accessing services). CMS would further have the ability to suspend implementation of
the demonstration should corrective actions not effectively resolve these concerns in a timely
manner. Additionally, beneficiaries who are medically frail and those eligible for Early and
Periodic Screening, Diagnostic and Treatment (EPSDT) services are exempt from the waiver of
NEMT.

In keeping with the state’s long-term goals for the demonstration as a whole, which (as noted in
the state’s historical summary of the demonstration in its extension application) include lowering
costs, the state will evaluate the financial impacts of the entire demonstration. The extension
STCs require the state to investigate cost outcomes for the demonstration as a whole, with
evaluation hypotheses that include but are not limited to: the administrative costs of
demonstration implementation and operation, Medicaid health service expenditures, and provider
_ uncompensated costs. In addition, the state must use results of hypothesis tests and cost analyses
to assess the demonstration’s effects on Medicaid program sustainability.

Consideration of Pablic Comments

To increase the transparency. of demonstration projects, section 1115(d)(1) and (2) of the Act
direct the Secretary to issue regulations providing for two periods of public comment on a state’s
application for a section 1115 project that would result in an impact on eligibility, enrollment,
benefits, cost-sharing, or financing. The first comment period occurs at the state level before
submission of the section. 1115 application and the second occurs at the federal level after the
application is received by the Secretary. -

Sections 1115(d}2)(A) and (C) of the Act further specify that comment periods should be
“sufficient to ensure a meaningful level of public input,” but the statute imposes no additional
requirement on the states or the Secretary to address those comments, as might otherwise be
required under a general rulemaking. Accordingly, the implementing regulations issued in 2012
provide that CMS will review and consider all comments received by the deadline, but will not
provide written responses to public comments.

The federal comment period was open from July 5, 2019 through August 4, 2019, A total of
seventeen comments were received during the federal comment period for the lowa Wellness
Plan. - Three of the comments were from individuals and fourteen were from organizatioris. All
of the individual comments opposed the NEMT waiver. Seven organizations were in favor of
the Jowa Medicaid expansion and none was opposed. Thirteen of the fourteen comments from
organizations also opposed the NEMT waiver and none was in favor. Eight organizations were
opposed to the waiver of retroactive eligibility and none was in favor. Six organizations opposed
premiums and cost sharing; none was in favor. Five organization commenters opposed the
wellness exam and HRA; none was in favor. Although CMS is not legally required to provide -
written responses to comments, CMS is addressing some of the central issues raised by the -
comments and summarizing CMS’ analysis of those issues for the benefit of stakeholders. After

342 CFR 431.416(d)(2); see also Medicaid Program; Review and Approval Process for Section 1115
Demonstrations; Application, Review, and Reporting Process for Waivers for State Innovation; Final Rules, 77 Fed.
Reg. 11678, 11685 (Feb, 27, 2012) (final rule).
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carefu!.iy reviewing the public comments submitted, CMS has concluded that extending the IWP,
including the changes discussed above, is likely to promote the objectives of Medicaid.

Waiver of Retroactive Eligibility

Commenters expressed concern that the waiver of retroactive eligibility will cause financial
strain for hospitals and providers because of higher uncompensated costs and also increase the
probability that they are no longer able to provide quality care to low-income individuals.
Commenters also expressed concern that the waiver has negative impacts on beneficiaries who
have low incomes, who have been diagnosed with serious conditions, seniors, and people with
disabilities who need long-term services and supports to remain in their homes and communities.
According to these commenters, the waiver may cause high medical debt, gaps in coverage, and
prevent treatment for those who have been diagnosed with serious conditions. Some
commenters expressed concern that the waiver will reduce coverage and impact providers.

CMS has taken these comments into consideration as part of its approval and, with this
extension, will require the state to carefully evaluate how the waiver of retroactive eligibility is
affecting likelihood of enroilment and enrollment continuity; likelihood that beneficiaries will
apply for Medicaid when they believe they meet the criteria for Medicaid; enroliment when
people are healthy, or as soon as possible after meeting eligibility criteria; and health status (as a
result of greater enrollment continuity). To further mitigate the potential for negative impact on
vulnerable populations, under the extension, CMS will not permit the state to waive retroactive
eligibility for pregnant women, for women who are 60 days or less postpartum, for infants under
age 1, or for children under age 19. Also, under the extension, the state will not waive
retroactiveeligibility for applicants who are both eligible for Medicaid and nursing facility
services based on level of care, and who had been a resident of a nursing facility in any of the
three months prior to an application. For beneficiaries who are exempt from the waiver due to
eligibility for nursing facility services, retroactive eligibility would be allowed for those
particular months in which the applicant was:a nursing facility resident: Additionally, the
extension STCs give CMS the authority to require the state to submit a cotrective action plan,
which could include suspending implementation of the demonstration, if monitoring or
evaluation findings indicate substantial, sustained directional change, inconsistent with state
targets (such as substantial, sustained trends indicating increases in reported medical debt, unpaid
medical bills'or provider uncompensated care costs). CMS would further have the ability to
suspend implementation of the demonstration should corrective actions not effectwely resolve -
these concerns in a tlmely mannet. :

The state and CMS agree that it is essential to ensure that potential recipients undefstand the
importance of timely applying for Medicaid and to ensure that providers and stakeholders who-
help individuals enroll in Medicaid have an opportunity to update their business practices and
information to help ensure individuals apply at the earliest opportunity. To increase awareness
of this waiver authority and help ensure that it promotes the objectives of the Medicaid program
as intended, Iowa will continue to provide outreach and education to the public and to providers
about how to apply for and receive Medicaid coverage. The state also has a hospital presumptive
eligibility strategy under which qualified hospitals provide immediate, temporary enrollment into
Medicaid until a Medicaid application is submitted, which may help mitigate concerns about
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impact on beneficiaries and providers. Additionally, if there was a delay in processing an
individual’s application, the individual would still receive coverage beginning on the first day of
the month in which the application was filed. Providing coverage back to the beginning of the
month in which the application was filed will ensure that beneficiaries are not unintentionally
penalized if application processing is delayed by no fault of the beneficiary.

Premiums, Cost Sharing, and Coverage Loss

Commenters asserted that the premiums would prevent individuals from maintaining coverage
and could result in significantly increased health care costs for the state in the long term. One
commenter asserted that in November 2015, 54 percent of the Iowa Medicaid beneficiaries who
were required to pay premiums as a condition of eligibility lost coverage for failure to pay. The
same commenter noted that Iowa’s own survey of disenrolled beneficiaries found that 49 percent
of respondents had no health insurance three months after disenrollment.

Through the premium policies in the demonstration, CMS and the state are testing the
effectiveness of an incentive structure that attaches penalties to failure to take certain measures,
and beneficiaries with household incomes over 100 percent of the FPL (one subset of the larger
group required to pay premiums) could be disenrolled for failing to pay required premiums under
the demonstration. In reviewing the state’s extension application, CMS reviewed data on
disenrollments for nonpayment of premiums from November 2015 through June 2019, including
data from the state’s quarterly and annual moniforing reports, and data obtained by CMS as part
of its review of the staté’s 2016 extension application and the current application, consistent with
42 CF.R. § 431.412(c)(3). While disenrollments for nonpayment of premiums have fluctuated
during this time frame, they have generally remained at or below 7 percent per month of the
group of beneficiaries with income over 100 percent of the FPL who are non-exempt and past the
initial 13-month grace period, before accounting for any beneficiaries who reenrolled after losing -
coverage, November 2015 was an outlier month within these data, and this may (at Ieast in part)’
be because the state appears to have reported several months® worth of disenrollments in that

month.

The program’s design likely helps to explain why disenrollments have remained relatively low.
First, only a subset of the ACA expansion population could be disenrolled for a failure to pay
premiums. ‘Beneficiaries with household income at or below 100 percent of the FPL. canuot be
disenrolled for nonpayment of a premium. Beneficiaries can also avoid the premium
requirements entirely by completing an annual wellness exam and HRA, Several groups are
exenipted from the requirement, including beneficiaries who are medtcally frail, beneficiaries
exempt under CMS regulations at 42 CFR 447,56, and beneficiaries who self-attest to a financial
hardship. Iowa has also taken steps to notify beneficiaries of the requirements and how to meet
them, and with this extension, CMS is strengthening the STCs to more specifically require this
notice. If beneficiaries are disenrollied for nonpayment, they can reapply at any time, and no
individual can be denied an opportunity to re-enroll due to nonpayment of a premium.,

It appears from the state’s data that many beneficiaries who lose coverage are reenrolling, but
CMS is requiring the state to conduct additional oufreach to help ensure that disenrolled
individuals are aware that they can re-enroll. Disenrolled beneficiaries also have the right to
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appeal the state’s decision (just as is the case for other types of coverage terminations), -
consistent with all existing appeal and fair hearing requirements. As described in the extension
STCs, CMS reserves the right to withdraw waivers or expenditure authorities at any time it
determines that continuing the waivers or expenditure authorities would no longer be in the
public interest or promote the objectives of Medicaid. The STCs also give CMS authority to
require the state to take corrective action as an interim step to withdrawing authority, and an
approved corrective action plan could include temporary suspension of implementation of the
demonstration, in circumstances where evaluation findings indicate substantial, sustained
directional change, inconsistent with state targets (such as substantial, sustained trends indicating
increases in disenrollment, difficulty accessing services, sustained trends indicating increases in
unpaid medical bills or provider uncompensated care costs). CMS would further have the ability
to suspend implementation of the demonstration should corrective actions not effectively resolve
these concerns in a timely manner. Additionally, with the extension, CMS will require the state
to conduct outreach to beneficiaries disenrolled for nonpayment, to help ensure that they are able
to reenroll as soon as possible.

Commenters also stated that many beneficiaries did not know that they had to complete the
wellness exam and HRA, or pay the premiums, and that, of those who knew, most did not know
about the option to claim a hardship. Commenters also expressed concern that the demonstration
would continue to impose monthly premiums and cost sharing on very low income people, act as
a barrier to accessing care, lead to adverse health outcomes, maintain a complicated and poorly
understood requirement fo engage in a wellness exam and HRA, and cavse financial hardship.
The interim evaluation findings submitted with the state’s extension application were not final
and the final evaluation report may provide a more complete picture of the consequences of the
premiums policy and how well beneficiaries understand it. The preliminary findings in the
interim evaluation are mixed and at times contradictory. Some results seem to indicate the
program is imposing achievable incentives, while others suggest that there might be problematic
gaps in beneficiary understanding of the program, or that beneficiaries are not responding to the
state’s incentives. For example, some of the findings noted in the Healthy Behaviors Interim
Report from April 2019 are based on an enrollee survey, which indicates that of 462 respondents
who received an invoice for a monthly premium, a majority 298 (64.5 percent) stated that they
were able to pay their premium. Nonetheless, other findings from the same survey suggested

that just under half of beneficiaries (41.75 percent) had paid their premiums. Other findings .
showed low HRA completion rates and low rates for completion of both a wellness visit and an
HRA, as noted in the comments. While CMS acknowledges the data cited in these comments, _
there are also several positive key findings from the IWP Interim Evaluation, such as an increase.
in wellness exam and HRA completion rates for IWP beneficiaries with income over 100 percent
of the FPL (those who are subject to a disenroliment penalty) since initial implementation, IWP
beneficiaries with lower incomes who accessed preventive services or completed an HRA had
significantly lower rates of non-emergent ED visits, and the proportion of lower income WP
beneficiaries with a return emergency department visit was lower in the group that completed an
HR A or preventive services in the prior year.

Nonetheless, CMS has taken the commenters’ concerns into consideration in the STCs for this _
extension approval period. The state is required to provide outreach and education to
beneficiaries and providers to inform them of the incentives that could be used both for purposes
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of avoiding premiums, for other health-related purposes and to better understand the
consequence of disenroliment if premiums due are not paid. Furthermore, CMS is working with
the state to strengthen the evaluation for the overall period of petformance, and has incorporated
specific monitoring and evaluation requirements into the extension STCs to help CMS and the
state better and more conclusively understand the effectiveness and consequences of these
policies. For example, with this extension, CMS has incorporated specific requirements for
evaluating the incentives and premiums, including beneficiary understanding of and experience
with premiums as an incentive, the interface between incentives to seek out preventive care and
premiums, and consequences of these demonstration policies, including non-compliance with
premiums and incentives, on coverage (including employer-sponsored health insurance and no
coverage for those who separate from the demonstration) and health outcomes. CMS believes
that with program maturity and ongoing outreach and education, the overall goals of these
policies will be achieved. The premiums and cost-sharing features of the demonstration are
designed to incentivize the uptake of preventive services, which could improve beneficiary
health and thereby reduce the costs of providing coverage, thus improving the financial
sustainability of Iowa’s Medicaid program.

Finally, one commenter stated that Congress has the authority to change flexibilities available to
states to charge premiums, not HHS. The commenter added that the Medicaid statute prohibits
states from charging premiums to individuals with household incomes below 150 percent of
FPL. Section 1115 allows the Secretary to waive any of the requirements of section 1902 of the
Act for purposes of researching innovative approaches to delivering Medicaid benefits and
services, if the Secretary determines that the waiver would be likely to assist in promoting
Medicaid statutory objectives. The provisions that can be waived include section 1902(a)(14),
which would otherwise require a state to follow Medicaid statutory provisions regarding
beneficiary premiums.

NEMT

Commenters expressed the view that NEMT is a critical benefit that supports regular use of
health care services for people with mental health conditions, low incomes, chronic conditions,
seniors, and residents of rural communities. Commenters were concerned that waiving NEMT
could cause delayed or missed care for patients and lead to the increased risk of hospitalization,
nursing-home admission; institutionalization, and higher cost for emergency medical
transportation and treatment for individuals. Commenters were also concerned that waiving
NEMT could have a negative impact on all transit providers and community beneficiaries in
Iowa by reducing routes, workforce, and vehicle fleets that provide non-Medicaid rides for other
vulnerable populations such as people with physical disabilities, developmental disabilities, and
the elderly. To limit the impact on vulnerable beneficiaries, Iowa chose to apply this waiver of
NEMT to only the ACA expansion population. Also, the state exempts the beneficiaries who are
medically frail and those eligible for EPSDT services from the NEMT waiver. Before January 1,
2014, the effective date of the original demonstration and NEMT waiver, Iowa did not provide
Medicaid coverage to this population and therefore this population did not previously receive
NEMT, so providers are no worse off than they were prior to ACA expansion and the approval
of the waiver. CMS thus determined that the state has taken steps to minimize the impact of the
waiver on vulnerable beneficiaries and providers. .
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Additionally, as discussed above, monitofing data continue to indicate that the NEMT waiver is
not significantly impeding the affected population’s access to care. According to the lowa
Health and Wellness Plan Evaluation Interim Summative Report, April 2019, the reported unmet
need for transportation was not statistically different for Medicaid beneficiaries receiving NEMT
(12 percent) and the ACA expansion population subject to the waiver of NEMT (11 percent).
There was no statistical difference between Medicaid beneficiaries receiving NEMT and the
ACA expansion population subject to the waiver of NEMT in reported worry about the cost of
transportation, with around 8 percent of each group reporting that they worried “a great deal”
about their ability to pay for the cost of transportation to or from a health care visit. Nonetheless,
the extension STCs give CMS the right to require the state to submit a corrective action plan,
which could include temporary suspension of implementation of the NEMT watver, if
monitoring or evaluation data indicate substantial, sustained directional change, inconsistent with
state targets (such as substantial, sustained trends indicating increased difficulty accessing
services). CMS would further have the ability to suspend implementation of the demenstration
should corrective actions not effectively resolve these concerns in a timely manner.

General Comments

A commenter felt that the demonstration would curtail the EPSDT benefit for 19- and 20-year
olds. According to the STCs established between the state and CMS, all beneficiaries under 21
years of age will continue to be eligible through the state plan for medically necessary services,
including dental services and NEMT, in accordance with federal EPSDT. requirements. Regular
medical checkups, information about growth, diet and development immunizations (shots) like
measles and mumps, regular vision and hearing checkups and regular dental checkups are
covered. ‘

One of the commenters expressed an opinion that the application should not be considered under
what the commenter referred to as “the Fast Track review process” because the application does
not acknowledge the results of the interim evaluations, which show that the demonstration is
causing people to lose coverage and is therefore inconsistent with the objective of the Medicaid
program to-provide coverage to low-income individuals, CMS reviewed the renewal application
under the section 1115(f) authority because the IWP demonstration is currently operating under a
section 1115(e) extension, and thus, the state’s renewal application is eligible for consideration
under section 1115(f), which is an expedited process but not what CMS typically considers to be
a “Fast Track” process. The analyses presented in the interim evaluation report are largely
descriptive in nature, and therefore, findings reported should be interpreted with caution, as these
do not indicate a causal relationship. Itis expected that future evaluation of the demonstration,
resulting from the more rigorous evaluation expectations set in the extension STCs, will provide
a more robust assessment of the effectiveness of all demonstration policies. Initial findings
appear to suggest that there might have been some improvements in care and access, However,
CMS believes that the possible results and effects of the policies have not yet been evaluated
adequately, and thus CMS has determined fhat the state should continue to evaluate whether the
potential long-term benefits of the demonstration may outweigh any potential negative results
that commenters are concerned about. As discussed above, CMS reviewed data on
disenrollments for nonpayment of premiums from November 2015 through June 2019 as part of
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its review of the state’s extension request, and determined that disenrollments for nonpayment
have generally remained at or below 7 percent per month of the group of beneficiaries with
income over 100 percent of the FPL who are non-exempt and past the initial 13-month grace
period, before accounting for any beneficiaries who reenrolled after losing coverage.

- Meanwhile, as also discussed above, the incentives created by the demonstration show some
promise. Inany event, CMS has taken steps to strengthen beneficiary protections with this
approval.

One commenter expressed that the demonstration extension should not be approved because it is
not a pilot or experiment, and continuing the waiver authorities would extend the project well
beyond the necessary timeframe for understanding the impact on the Medicaid program.
Although this approval is for an extension, there have been underlying program changes, such as
the move to comprehensive managed care. By requiring mandatory enrollment in managed care,
the state sought to improve care coordination among providers and incentivize active
management of beneficiaries’ health care. Under the managed care delivery system, MCOs are
responsible for delivering all benefits affected by the demonstration in a highly coordinated
manner. The system is intended to integrate care and improve quality outcomes and efficiencies.
There have also been changes to the Dental Wellness Plan, and the waiver of retroactive
eligibility was added in 2017 and is being updated with this approval to include new exemptions. -
CMS believes that a new period of performance is required to sufficiently assess results and fully
understand the impact of the demonstration. Moreover, because CMS has updated the
monitoring and evaluation sections of the STCs to better align those sections with CMS’ current
approach to monitoring and evaluation for section 1115 demonstrations, the state and CMS will
be better positioned during the extension approval period to measure and track the
demonstration’s impact on Iowans affected by the policies in the demonstration.

Some commenters expressed concern that lowa’s extension application did not include estimates
of enrollment, annual aggregate expenditures, or impact on program enroliment as ouflined in
federal regulations. Again, in reviewing the state’s extension application, CMS reviewed data on
disenrollments for non-payment of premiums from November 2015 through June 2019,
including data from the state’s monitoring reports, and data obtained by CMS as part of its
review of the state’s 2016 extension application and the current application, consistent with 42
CFR. 431.412(¢c)(3). While disenrollments for nonpayment of premiums have fluctuated during
this time frame, they have generally remained at or below 7 percent per month of the group of
beneficiaries with income over 100 percent of the FPL who are non-exempt and past the initial
13-month grace period, before accounting for any beneficiaries who reenrolled after losing
coverage.

One commenter specifically noted that under 42 CFR 431.412(c)(2)(v), the state is required fo
provide a historical and projected financial analysis, which would necessarily require enrollment
numbers and estimates. Section II of the preamble for the April 27, 2012 final rule on
transparency and public notice procedures for section 1115 demonstrations indicates that the
putpose of the requirement for inclusion of financial data is to support analysis needed to
establish budget neutrality. In most cases, States must show on the basis of reasonable with- and
without-waiver cost projections that the proposed demonstration will not cost the Federal
government more than the program could have cost in the demonstration’s absence. As
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discussed in CMS’ August 22, 2018 State Medicaid Director Leiter on “Budget Neutrality
Policies for Section 1115(a) Medicaid Demonstration Projects,” for demonstrations that include
only walver authorities under section 1115(a)(1), CMS sometimes determines that the authorized
waivers will not result in an increase in federal Medicaid spending on medical assistance, and
deems the demonstration to be budget neutral without carrying out the financial calculations that
are generally associated with budget neutrality, Iowa’s demonstration was originally approved,
and was similarly requested to be extended, as a section 1115(a)(1) “waiver only” demonstration,
and the waiver authorities granted for the demonstration are unlikely to result in any increase in
federal Medicaid expenditures for medical assistance. In alignment with the intended purpose of
42 CFR 431.412(c)(2)(v), lowa’s extension application did not need to include a financial
analysis of historical or projected expenditures as a “waiver only” demonstration that has been
deemed budget neutral pursuant to CMS policy. Accordingly, CMS determined that Iowa’s
application met the minitum standards set forth in 42 CFR 431.412(c) for a complete
demonstration extension application and that CMS could proceed with the federal approval
process. Nonetheless, as discussed above, as part of its review of the state’s application, CMS
obtained from the state and reviewed data on disenrollments for nonpayment of premiums.

Other Information

CMS approval of this demonstration is also conditioned upon compliance with these STCs and
waiver authorities that define the nature, character, and extent of anticipated federal involvement
in this demonstration project. This-award is subject to the state's written acknowledgement of
the award and acceptance of the enclosed STCs within 30 days of the date of this letter.

Your project officer for this demonstration is Wanda Boone-Massey, who can be contacted to
answer any questions concerning the implementation of this demonstration. Ms. Boone-
Massey’s contact information is as follows:

Ms. Wanda Boone-Massey

Division of Medicaid Expansion Demonstrations
Centers for Medicare & Medicaid Services
Center for Medicaid and CHIP Services

Mail Stop: $2-25-26

7500 Security Boulevard

Baltimore, MD 21244-1850

Email: Wanda.Boone-Massey@ems.hhs.gov

Official communications regarding demonstration program matters should be sent
simultaneously to Ms., Wanda Boone-Massey and to Mr. James Scott, Director, Division of
Medicaid Field Operations North, Mr. Scott's contact information is as follows:

Mr. James Scott

Division of Medicaid Field Operations North
Regional Operations Group

Centers for Medicare & Medicaid Services
Richard Boling Federal Building
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601 E. 12™ St, Room 355
Kansas City, MO 64106-2808
Email: James.Scottl @cms.hhs.gov.

If you have any questions regarding this approval, please contact Mrs. Judith Cash, Director,
State Demonstrations Group, Center for Medicaid and CHIP Services at (410) 786-9686.

Acting Deputy Administrator and Ditector

Enclosures

cc: James Scott, Director, Division of Medicaid Field Operations North



CENTERS FOR MEDICARE & MEDICAID SERVICES
WAIVER AUTHORITY

NUMBER: 11-W-00289/5
TITLE: lowa Wellness Plan Section 1115 Demonstration
AWARDEE: lowa Department of Human Services

All requirements of the Medicaid program expressed in law, regulation and policy statement, not
expressly waived or identified as not applicable in accompanying expenditure authorities, shall apply
to the demonstration project effective from January 1, 2020 through December 31, 2024.

In addition, these waivers may only be implemented consistent with the approved special terms and
conditions (STCs).

Under the authority of section 1115(a)(1) of the Social Security Act (the Act), the following waivers
of state plan requirements contained in section 1902 of the Act are granted subject to the STCs for
the lowa Wellness Plan section 1115 demonstration.

1. Premiums Section 1902(a)(14) insofar as it
incorporates Section 1916

To the extent necessary to enable the state to charge premiums beyond applicable
Medicaid limits to the lowa Wellness Plan demonstration populations above 50 percent of
the federal poverty level and to enable the state to charge premiums for all Dental Wellness
Plan enrollees above 50 percent of the federal poverty level. Combined premiums and
cost-sharing is subject to a quarterly aggregate cap of 5 percent of family income.

2. Methods of Administration Section 1902(a)(4) insofar as it
incorporates 42 CFR 431.53

To the extent necessary to relieve the state of the responsibility to assure transportation
to and from providers for individuals in the demonstration for the new adult group
beneficiaries. Medically frail beneficiaries and those eligible for EPSDT services are
exempt from this waiver of NEMT.

3. Comparability Section 1902(a)(17)

To the extent necessary to permit the state to provide reduced cost sharing for the newly
eligible population through an $8 copay for non-emergency use of the emergency department.

lowa Wellness Plan Page 1 of 45
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This copay will not apply to other Medicaid populations; copays applied to other Medicaid
populations will not be imposed on this population.

To the extent necessary to enable the state to vary dental benefits based on premium payment
and engagement in healthy behaviors, as provided for in the STCs.

4. Proper and Efficient Administration Section 1902(a)(17)

To the extent necessary to permit the state to contract with a single dental benefit plan
administrator to provide dental services to beneficiaries affected by the lowa Wellness Plan
section 1115 demonstration.

5. Freedom of Choice Section 1902(a)(23)(A)

To the extent necessary to permit the state to require enrollees to receive dental services
through a carved-out contracted dental benefit with no access to other providers.

6. Amount, Duration and Scope of Services Section 1902(a)(10)(B)

To the extent necessary to enable the state to provide benefit packages to demonstration
populations that differ from the state plan benefit package. To the extent necessary to enable
the state to provide different dental benefits to Dental Wellness Plan enrollees subject to the
requirements in the STCs.

7. Retroactive Eligibility Section 1902(a)(10)
and (a)(34)

To the extent necessary to enable the state not to provide three months of retroactive eligibility
for state plan populations. The waiver of retroactive eligibility does not apply to pregnant
women (and during the 60-day period beginning on the last day of the pregnancy), infants
under age 1, and (effective January 1, 2020) children under 19 years of age. The earliest that a
retroactive eligibility period for children under age 19 will begin will be January 1, 2020, for
an application filed on or after January 1, 2020.

. The waiver of retroactive eligibility also does not apply to applicants who are eligible for
nursing facility services based on level of care, who had been a resident of a nursing facility
in any of the three months prior to an application, and who are otherwise eligible for
Medicaid. For persons who are exempted from the waiver due to eligibility for nursing
facility services, retroactive eligibility would be provided for any particular months in
which the applicant was a nursing facility resident.
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CENTERS FOR MEDICARE & MEDICAID SERVICES
SPECIAL TERMS AND CONDITIONS

NUMBER: 11-W-00289/5

TITLE: lowa Wellness Plan

AWARDEE: lowa Department of Human Services
I. PREFACE

The following are the Special Terms and Conditions (STCs) for the lowa Wellness Plan section
1115(f) Medicaid demonstration (hereinafter “demonstration”) to enable lowa to operate this
demonstration. Pursuant to authority in section 1115 of the Act, the Centers for Medicare &
Medicaid Services (CMS) has granted waivers of certain requirements under section 1902(a) of the
Social Security Act (the Act). These STCs set forth in detail the nature, character and extent of
federal involvement in the demonstration and the state’s obligations to CMS during the life of the
demonstration. Enrollment activities for the new adult group began on October 1, 2013 for the
lowa Wellness Plan with eligibility effective January 1, 2014. The demonstration is statewide and
is approved through December 31, 2024.

The STCs have been arranged into the following subject areas:

l. Preface

Il Program Description and Objectives
I General Program Requirements

\VA Populations Affected

V. Dental Delivery System

VI. Benefits
VII.  Healthy Behaviors, Premiums, and Cost Sharing
VIII.  Appeals
IX. General Reporting Requirements
X. Monitoring Calls and Discussions
XI. Evaluation of the Demonstration
lowa Wellness Plan Page 3 of 45

Approval Period: January 1, 2020 through December 31, 2024
Amended: November 15, 2019



Il. PROGRAM DESCRIPTION ANDOBJECTIVES

The lowa Wellness Plan (IWP) demonstration was first implemented on January 1, 2014,
at the same time that lowa’s expansion of Medicaid to the new adult group took effect.
The lowa Wellness Plan (IWP) demonstration initially sought to promote responsible
health care decisions among the ACA expansion population by coupling a monthly
required financial contribution with an incentive to earn an exemption from the monthly
contribution requirement by actively seeking preventive health services.

As initially approved, the demonstration also provided authority for a waiver of non-
emergency medical transportation for the ACA expansion population. The NEMT waiver
was scheduled to sunset on December 31, 2014, with the possibility of extending based
on an evaluation of its impact on access to care. After reviewing initial data on the
impact of the waiver on access, CMS approved an extension of the NEMT waiver
through July 31, 2015. Thereafter, CMS and the state established criteria necessary for
the state to continue the NEMT waiver beyond July 31, 2015. Specifically, the state
agreed to compare survey responses of the persons affected by the waiver to survey
responses of persons receiving “traditional” Medicaid benefits through the state plan.
lowa conducted the analysis and found that the survey responses of the two populations
did not have statistically significant differences. In light of those results, CMS approved
a second amendment through June 30, 2016. Based on the state’s ongoing analysis and
evaluation of the impact of the NEMT waiver on access to covered services, the waiver of
NEMT was extended again, and is still part of the demonstration. According to the most
current analysis, the lowa Health and Wellness Plan Evaluation Interim Summative
Report, April 2019, reported unmet need for transportation was not statistically different
for Medicaid members (12 percent) and IWP members (11 percent). There was no
statistical difference between Medicaid and IWP in reported worry about the cost of
transportation with around 8 percent of each reporting that they worried “a great deal”
about their ability to pay for the cost of transportation to or from a health care visit.

On May 1, 2014, CMS approved the state’s request to amend the IWP demonstration to
include a Dental Wellness Plan (DWP) component, which at that time provided tiered
dental benefits, based on beneficiary completion of periodic exams, to the ACA
expansion population. All dental benefits covered under the DWP were optional, not
mandatory.

Currently, the demonstration still includes an incentive program intended to improve the
use of preventive services and encourage health among the ACA expansion population.
Under this program, beginning in year two of a beneficiary’s enrollment, the state
requires monthly premiums for beneficiaries in the ACA expansion population with
household incomes above 50 percent up to and including 133 percent of the federal
poverty level (FPL). However, beneficiaries with a premium requirement who complete
a wellness exam and health risk assessment (HRA) will have their premium waived for
the following benefit year. The premium amounts may not exceed $5 per month for non-
exempt beneficiaries with household incomes above 50 percent up to and including 100
percent of the FPL, and $10 per month for non-exempt beneficiaries with household
incomes over 100 percent up to and including 133 percent of the FPL. Exempt
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beneficiaries include those who completed the wellness exam and HRA, beneficiaries
who are medically frail, members of the Health Insurance Premium Payment (HIPP)
population, and beneficiaries who self-attest to a financial hardship. IWP premiums are
permitted in lieu of other cost sharing except for an $8 copay for non-emergency use of
the emergency department. Beneficiaries subject to premiums are allowed a 90-day grace
period to make payment. The nonpayment of these premiums will result in a collectible
debt. Individuals with household income over 100 percent of the FPL will be disenrolled
for nonpayment. Enrollees with household income at or under 100 percent of the FPL
cannot be disenrolled for nonpayment of a premium, nor can an individual be denied an
opportunity to re-enroll due to nonpayment of a premium. Persons who are disenrolled
for nonpayment can reapply at any time; however, their outstanding premium payments
will remain subject to recovery. Monthly premiums are subject to a quarterly aggregate
cap of 5 percent of household income.

On February 23, 2016, CMS approved the State’s request to implement a managed care
delivery system for the medical and dental services affected by the IWP demonstration,
concurrent with the §1915(b) High Quality Healthcare Initiative Waiver, effective April
1, 2016.

On November 23, 2016, CMS extended the demonstration for three years under section
1115(e) of the Act, through December 31, 2019. This initial extension was approved
with no program modifications. Subsequently, the state submitted two amendment
requests during the renewal period. The first amendment, approved by CMS on July 27,
2017, modified the Dental Wellness Plan (DWP) component of the demonstration based
on analysis of independent evaluation findings and stakeholder feedback. Through this
amendment, the state implemented an integrated dental program for all Medicaid
enrollees aged 19 and over, including the new adult group (ACA expansion population),
parent and other caretaker relatives, and mandatory aged, blind, and disabled
individuals. The tiered benefit structure was removed, and instead, the state established
an incentive structure to encourage uptake of preventive dental services. Enrollees with
household income above 50 percent of the FPL are required to contribute financially
toward their dental health care costs through $3 monthly premium contributions in order
to maintain comprehensive dental benefits. Dental premiums are waived in the first year
of the individual’s enrollment. Dental premiums will continue to be waived in
subsequent years if enrollees complete an oral health risk assessment and obtain a
preventive dental service in the prior year. Failure to make monthly dental premium
payments results in the enrollee being eligible for only a basic dental services package
for the remainder of the benefit year, but beneficiaries will not be disenrolled for failure
to pay premiums and the past due amounts. The following eligibility groups are exempt
from Dental Wellness Plan premiums, and will not have their benefits reduced in their
second year of enrollment, notwithstanding any failure to complete state-designated
healthy behaviors (i) pregnant women; (ii) individuals whose medical assistance for
services furnished in an institution is reduced by amounts reflecting available income
other than required for personal needs; (iii) 1915(c) waiver enrollees; (iv) individuals
receiving hospice care; (v) American Indians/ Alaska Natives (AlI/AN) who are eligible
to receive or have received an item or service furnished by an Indian health care
provider or through referral under contract health services; (vi) breast and cervical
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cancer treatment program enrollees; and (vii) medically frail enrollees (referred to as
medically exempt in lowa). Additionally, persons who self-attest to financial hardship
or who are exempt as described in 42 CFR 447.56 will have no dental premium
obligation. The program thus creates incentives for enrollees to appropriately utilize
preventive dental services, maintain oral health, and prevent oral disease. This program
is also intended to create incentives for members to establish a dental home, because it
encourages the receipt of preventive dental services. As was the case before this
amendment, all dental benefits covered under the DWP are optional, not mandatory.

On August 2, 2017, lowa, as directed by its legislature, submitted a request to amend the
demonstration to waive retroactive eligibility for all Medicaid beneficiaries. On October
26, 2017, CMS approved the state’s amendment request for a waiver of retroactive
eligibility for all Medicaid beneficiaries except for pregnant women (and during the 60-
day period beginning on the last day of the pregnancy), and infants under one year of
age. Under the currently approved demonstration, unless an exemption applies, an
applicant’s coverage would begin on the first day of the month in which the application
IS submitted, or as otherwise allowed under the state plan.

On June 20, 2019, lowa submitted a renewal application under section 1115(f) for a five-
year extension, and requested one change to the existing terms and conditions. In
accordance with lowa Senate File 2418 (2018), the state requested to exempt applicants
from the waiver of retroactive eligibility who are eligible for both Medicaid, and nursing
facility services based on level of care, and who had been a resident of a nursing facility
in any of the three months prior to submitting an application. For persons who are
exempted from the waiver of retroactive eligibility due to eligibility for nursing facility
services, retroactive eligibility is, and would continue to be, provided for those particular
months in which the applicant was a nursing facility resident. The state already applies
this exemption, for applications filed on or after July 1, 2018.

CMS approved the 1115(f) extension on November 15, 2019, including the change
requested by lowa to the retroactive eligibility waiver. In extending the approval period,
CMS also updated the waiver of retroactive eligibility to exempt children under 19 years
of age. The earliest that a retroactive eligibility period for children under age 19 will
begin will be January 1, 2020, for an application filed on or after January 1, 2020.

In an abundance of caution, CMS also updated the waiver of retroactive eligibility to
include a waiver of section 1902(a)(10) of the Act, to the extent that section 1902(a)(10)
imposes a requirement of retroactive eligibility. CMS has also updated the monitoring
and evaluation sections of the STCs to align those sections with CMS’ current approach
to monitoring and evaluation for section 1115 demonstrations, and to specify that CMS
has the authority to require the state to submit a corrective action plan if monitoring or
evaluation data indicate that demonstration features are not likely to assist in promoting
the objectives of Medicaid. The STCs further specify that any such corrective action
plan, submitted by the state, could include a temporary suspension of implementation of
demonstration programs, in circumstances where data indicate substantial, sustained
directional change, inconsistent with state targets (such as substantial, sustained trends
indicating increases in disenrollment, difficulty accessing services, provider
uncompensated care costs, or unpaid medical bills). These updates will better aid the
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state in measuring and tracking the demonstration’s impact on lowans affected by it, and
give CMS additional tools to protect beneficiaries if necessary. CMS would further have
the ability to suspend implementation of the demonstration should corrective actions not
effectively resolve these concerns in a timely manner.

Consistent with sections 1115(f)(6) and 1915(h) of the Act, CMS approved a 5-year
extension approval period because the demonstration (specifically, the DWP component)
provides medical assistance to beneficiaries dually eligible for Medicare and Medicaid.

I11. GENERAL PROGRAMREQUIREMENTS

1. Compliance with Federal Non-Discrimination Laws. The state must comply
with all applicable federal civil rights laws relating to non-discrimination in
services and benefits in its programs and activities. These include, but are not
limited to, the Americans with Disabilities Act of 1990 (ADA), title V1 of the Civil
Rights Act of 1964, section 504 of the Rehabilitation Act of 1973 (Section 504), the
Age Discrimination Act of 1975, and section 1557 of the Patient Protection and
Affordable Care Act (ACA).

2. Compliance with Medicaid and CHIP Law, Regulation, and Policy. All
requirements of the Medicaid and CHIP programs expressed in federal law,
regulation, and written policy not expressly waived or identified as not applicable
in the waiver document (of which these terms and conditions are part), apply to the
demonstration.

3. Changes in Medicaid and CHIP Law, Regulation, and Policy. The state must,
within the timeframes specified in federal law, regulation, or written policy, come
into compliance with any changes in law, regulation, or policy affecting the
Medicaid or CHIP programs that occur during this demonstration approval period,
unless the provision being changed is explicitly waived or identified as not
applicable. In addition, CMS reserves the right to amend the STCs to reflect such
changes and/or changes of an operational nature without requiring the state to
submit an amendment to the demonstration under STC 7. CMS will notify the state
30 business days in advance of the expected approval date of the amended STCs to
allow the state to provide comment. Changes will be considered in force upon
issuance of the approval letter by CMS. The state must accept the changes in
writing.

4. Impact on Demonstration of Changes in Federal Law, Regulation,
and Policy.
If mandated changes in the federal law require state legislation, unless otherwise
prescribed by the terms of the federal law, the changes must take effect on the day
such state legislation becomes effective, or on the last day such legislation was
required to be in effect under the law, whichever is sooner.

5. State Plan Amendments. The State will not be required to submit title X1X or
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title XXI state plan amendments (SPAs) for changes affecting any populations
made eligible solely through the demonstration. If a population eligible through the
Medicaid or CHIP state plan is affected by a change to the demonstration, a
conforming amendment to the appropriate state plan is required, except as
otherwise noted in these STCs. In all such cases, the Medicaid and CHIP state
plans govern.

6. Changes Subject to the Amendment Process. Changes related to eligibility,
enrollment, benefits, delivery systems, cost sharing, sources of non-federal share of
funding, budget neutrality, and other comparable program elements must be
submitted to CMS as amendments to the demonstration. All amendment requests
are subject to approval at the discretion of the Secretary in accordance with section
1115 of the Act. The state must not implement changes to these elements without
prior approval by CMS either through an approved amendment to the Medicaid or
CHIP state plan or amendment to the demonstration. Amendments to the
demonstration are not retroactive and no FFP of any kind, including for
administrative or medical assistance expenditures, will be available under changes to
the demonstration that have not been approved through the amendment process set
forth in STC 7 below, except as provided in STC 3.

7. Amendment Process. Requests to amend the demonstration must be submitted to
CMS for approval no later than 120 days prior to the planned date of implementation
of the change and may not be implemented until approved. CMS reserves the right
to deny or delay approval of a demonstration amendment based on non-compliance
with these STCs, including, but not limited to, failure by the state to submit required
reports and other deliverables in a timely fashion according to the deadlines
specified therein. Amendment requests must include, but are not limited to, the
following:

a. An explanation of the public process used by the state consistent with the
requirements of STC 12. Such explanation must include a summary of any
public feedback received and identification of how this feedback was addressed
by the state in the final amendment request submitted to CMS;

b. A detailed description of the amendment, including impact on
beneficiaries, with sufficient supporting documentation; and

c. The state must provide a description of how the evaluation design would
need to be modified to incorporate the amendment provisions as well as
outline any other modifications that might be important for metrics
reporting and overall oversight of the demonstration.

8. Extension of the Demonstration. States that intend to request an extension of the
demonstration must submit an application to CMS from the Governor of the state in
accordance with the requirements of 42 CFR § 431.412(c). States that do not intend
to request an extension of the demonstration beyond the period authorized in these
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STCs must submit a phase-out plan consistent with the requirements of STC 9.

9. Demonstration Phase-Out. The state must only suspend or terminate this
demonstration in whole, or in part, consistent with the following requirements.

a. Notification of Suspension or Termination: The state must promptly notify CMS
in writing of the reason(s) for the suspension or termination, together with the
effective date and a transition and phase-out plan. The state must submit a
notification letter and a draft transition and phase-out plan to CMS no less than
six months before the effective date of the demonstration’s suspension or
termination. Prior to submitting the draft transition and phase-out plan to CMS,
the state must publish on its website the draft transition and phase-out plan for a
30-day public comment period. In addition, the state must conduct tribal
consultation in accordance with STC 12, if applicable. Once the 30-day public
comment period has ended, the state must provide a summary of the issues raised
by the public during the comment period and how the state considered the
comments received when developing the revised transition and phase-out plan.

b. Transition and Phase-Out Plan Requirements: The state must include, at a
minimum, in its phase-out plan the process by which it will notify affected
beneficiaries, the content of said notices (including information on the
beneficiary’s appeal rights), the process by which the state will conduct
administrative reviews of Medicaid or CHIP eligibility prior to the termination of
the demonstration for the affected beneficiaries, and ensure ongoing coverage for
eligible beneficiaries, as well as any community outreach activities the state will
undertake to notify affected beneficiaries, including community resources that
are available.

c. Transition and Phase Out Plan Approval: The state must obtain CMS approval
of the transition and phase-out plan prior to the implementation of transition and
phase-out activities. Implementation of transition and phase-out activities must
be no sooner than 14 calendar days after CMS approval of the transition and
phase-out plan.

d. Transition and Phase-out Procedures: The state must comply with applicable
notice requirements found in 42 CFR, part 431 subpart E, including sections
431.206, 431.210, and 431.213. In addition, the state must assure all applicable
and hearing rights are afforded to beneficiaries in the demonstration as outlined
in 42 CFR, part 431 subpart E, including 88 431.220 and 431.221. Ifa
beneficiary in the demonstration requests a hearing before the date of action, the
state must maintain benefits as required in 42 CFR 431.230. In addition, the
state must conduct administrative renewals for all affected beneficiaries in order
to determine if they qualify for Medicaid or CHIP eligibility under a different
eligibility category prior to termination, as discussed in the October 1, 2010 State
Health Official letter #10-008 and as required under 42 CFR 435.916(f)(1). For
individuals determined ineligible for Medicaid, the state must determine potential
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eligibility for other insurance affordability programs and comply with the
procedures set forth in 42 CFR 435.1200(e).

e. Exemption from Public Notice Procedures, 42 CFR 431.416(g). CMS may
expedite the federal and state public notice requirements under circumstances
described in 42 CFR 431.416(qg).

f. Enrollment Limitation during Demonstration Phase-Out. If the state elects to
suspend, terminate, or not extend this demonstration, during the last six months
of the demonstration, enrollment of new individuals into the demonstration must
be suspended. The limitation of enrollment into the demonstration does not
impact the state’s obligation to determine Medicaid eligibility in accordance with
the approved Medicaid state plan.

g. Federal Financial Participation (FEP). If the project is terminated or any relevant
waivers are suspended by the state, FFP must be limited to normal closeout costs
associated with the termination or expiration of the demonstration, including
services, continued benefits as a result of beneficiaries’ appeals, and
administrative costs of disenrolling beneficiaries.

10. Withdrawal of Waiver or Expenditure Authority. CMS reserves the right to
withdraw waivers and/or expenditure authorities at any time it determines that
continuing the waivers or expenditure authorities would no longer be in the public
interest or promote the objectives of title XIX. CMS will promptly notify the state
in writing of the determination and the reasons for the withdrawal, together with the
effective date, and must afford the state an opportunity to request a hearing to
challenge CMS’ determination prior to the effective date. If a waiver or expenditure
authority is withdrawn, FFP is limited to normal closeout costs associated with
terminating the waiver or expenditure authorities, including services, continued
benefits as a result of beneficiary appeals, and administrative costs of disenrolling
participants.

11. Adequacy of Infrastructure. The State will ensure the availability of adequate
resources for implementation and monitoring of the demonstration, including
education, outreach, and enrollment; maintaining eligibility systems; compliance
with cost sharing requirements; and reporting on financial and other demonstration
components.

12. Public Notice, Tribal Consultation, and Consultation with Interested Parties.
The state must comply with the state notice procedures as required in 42 CFR
8431.408 prior to submitting an application to extend the demonstration. For
applications to amend the demonstration, the state must comply with the state notice
procedures set forth in 59 Fed. Reg. 49249 (September 27, 1994) prior to submitting
such request. The state must also comply with the public notice procedures set forth
in 42 CFR 8 447.205 for changes in statewide methods and standards for setting
payment rates.
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The state must also comply with tribal and Indian Health Program/Urban Indian
Organization consultation requirements at section 1902(a)(73) of the Act, 42 CFR
8431.408(b), State Medicaid Director Letter #01-024, or as contained in the state’s
approved Medicaid state plan, when any program changes to the demonstration,
either through amendment as set out in STC 7 or extension, are proposed by the
state.

13. Federal Financial Participation (FFP). No federal matching funds for state
expenditures under this demonstration, including for administrative and medical
assistance expenditures, will be available until the effective date identified in the
demonstration approval letter, or if later, as expressly stated within these STCs.

14. Administrative Authority. When there are multiple entities involved in the
administration of the demonstration, the Single State Medicaid Agency must
maintain authority, accountability, and oversight of the program. The State
Medicaid Agency must exercise oversight of all delegated functions to operating
agencies, managed care organizations (MCOs), and any other contracted entities.
The Single State Medicaid Agency is responsible for the content and oversight of
the quality strategies for the demonstration.

15. Common Rule Exemption. The state must ensure that the only involvement of
human subjects in research activities that may be authorized and/or required by this
demonstration is for projects which are conducted by or subject to the approval of
CMS, and that are designed to study, evaluate, or otherwise examine the Medicaid
or CHIP program—including public benefit or service programs, procedures for
obtaining Medicaid or CHIP benefits or services, possible changes in or alternatives
to Medicaid or CHIP programs or procedures, or possible changes in methods or
levels of payment for Medicaid benefits or services. The Secretary has determined
that this demonstration as represented in these approved STCs meets the
requirements for exemption from the human subject research provisions of the
Common Rule set forth in 45 CFR 46.104(b)(5).

IV.POPULATIONS AFFECTED

16. Waiver of Retroactive Eligibility Population. The waiver of retroactive eligibility
applies to individuals who are eligible for Medicaid under the state plan (including
all modified adjusted gross income (MAGI) and Non-MAGI related groups), with
certain exceptions described below.

a. The state assures that it will provide outreach and education about how to apply
for and receive Medicaid coverage to the public and to Medicaid providers,
particularly those who serve vulnerable populations that may be impacted by the
retroactive eligibility waiver and those disenrolled for nonpayment of premiums.
The waiver of retroactive eligibility does not apply to pregnant women (and
during the 60 day period beginning on the last day of the pregnancy), infants
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under one year of age, or children under nineteen years of age. The earliest that a
retroactive eligibility period for children under age 19 will begin will be January
1, 2020, for an application filed on or after January 1, 2020.

b. The waiver of retroactive eligibility also does not apply to applicants who are
eligible for nursing facility services based on level of care, who had been a
resident of a nursing facility in any of the three months prior to an application,
and who are otherwise eligible for Medicaid. For individuals exempted from the
retroactive eligibility waiver on the basis of nursing facility eligibility,
retroactive eligibility would be provided for those particular months in which the
applicant was a nursing facility resident.

17. Iowa Wellness Plan Population. The JTowa Wellness Plan premium incentive
program intended to improve the use of preventive services and encourage health
1s targeted for individuals who are eligible in the new adult group under the state
plan that is described in 1902(a)(10)(A)(1)(VIII) of the Act, and 42 CFR 435.119,
and includes those persons up to and including 133 percent of the FPL.

18. Dental Wellness Plan Population. The Dental Wellness Plan (DWP) is
targeted to all Medicaid populations identified in Table 1 below:

Table 1: Dental Wellness Plan eligible populations
Eligibility Social Security Act and CFR Income Level Age
Group Name Citations . Requirements

1902(a)(10)(A)(i)(VIII)

N Adult G 0-133% FPL
Sl 42 CFR. 435.119 °
Household  Monthly
Size Income
Limit
1 $447
2 S$716
Parents and Other 1902(a)(10)(A)i)(1) 3 5872
Caretaker Relatives 1931(b) and (d) 42 4 $1,033
CFR 435.110 5 $1,177
6 $1,330
7 $1,481
8 $1,633
9 $1,784
10 $1,950
408(a)(11)(A) ) '
Transitional Medical 1931(c)(2) F'rSt_ 6 months: N/A
X Additional 6
Assistance 1925 i
1902(a)(52) 0-185% FPL
Towa Wellness Plan Page 12 of 45
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Pregnant Women

Mandatory Aged, Blind

1902(a)(10(A)(i)(111) and (IV)
1902(a)(10)(A)(ii)(1), (IV) and (IX)

1920
43 CFR 435.116

42 CFR 435.120 through

0-375% FPL

and Disabled Individuals 47 CFR 435.138 SSI Limit
Optional Eligibility for
::g:::\deu: SR\;T:.:\:: itf 1902(a)(10)(A)(ii)(1) SSI Limit
. 42 CFR 435.210
Cash Assistance
Programs
Optional Eligibility for
pnalvicuals who would | 1902(a)(10)()i)(1V)
© Eligible tor Las 42 CFR 435.211 SsI FBR

Assistance if they Were
not in Medical
Institutions

Institutionalized

1902(a)(10)(A)(ii)(V)

300% SSI FBR

Individuals

:nnf:;:?,:’df:;ople 1902(a)(10)(A)(ii)(XI1) 250% FPL
Former Foster Care 1902(a)(10)(A)(i)(1X) N/A
Children up to Age 26 42 CFR 435.150

Independent Foster 1902(a)(20)(A)(ii)(XVII) 254% FPL
Care Adolescents

Reasonable 42 CFR 435.222 N/A

Classifications of
§1915(c) HCBS
Physical Disability
§1915(c) HCBS Health
and Disability Waiver
§1915(c) HCBS Elderly
Waiver

§1915(c) HCBS
Intellectual Disability
Waiver

1902(a)(10)(A)(ii)(V1)

42 CFR 435.217
1902(a)(10)(A)(ii)(V1)
42 CFR 435.217
1902(a)(10)(A)(ii)(V1)
42 CFR 435.217

1902(a)(10)(A)(ii)(V1)
42 CFR 435.217

300% SSI FBR

300% SSI FBR

300% SSI FBR

300% SSI FBR

§1915(c) HCBS AIDS 1902(a)(10)(A)(ii)(V1) 300% SSI FBR
Waiver 42 CFR 435.217
§1915(c) HCBS Brain Injury | 1902(a)(10)(A)(ii)(VI) 300% SSI FBR
Waiver 42 CFR 435.217

Breast & Cervical Cancer
Treatment Program

1902(a)(10)(A)(ii)(XVIII)

N/A

19 and over

Iowa Wellness Plan
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V. DENTAL DELIVERY SYSTEM

19. Overview. The lowa Wellness Plan will provide dental services
through amanaged care delivery system known as a Prepaid
Ambulatory Health Plan (PAHP).

20. Managed Care Requirements. The state must comply with the managed
care regulations published at 42 CFR 438, except as waived herein.
Capitation rates shall be developed and certified as actuarially sound, in
accordance with 42 CFR 438.4. The certification shall identify historical
utilization of services that are the same as outlined in the corresponding
Alternative Benefit Plan and used in the rate development process.

21. Managed Care Contracts. No FFP is available for activities covered under
contracts and/or modifications to existing contracts that are subject to 42 CFR 438
requirements prior to CMS approval of this demonstration authority as well as such
contracts and/or contract amendments. The state shall submit any supporting
documentation deemed necessary by CMS. The state must provide CMS with a
minimum of 60 days to review and approve changes. CMS reserves the right, as a
corrective action, to withhold FFP (either partial or full) for the demonstration, until
the contract compliance requirement ismet.

22. Public Contracts. Payments under contracts with public agencies, that are not
competitively bid in a process involving multiple bidders, shall not exceed the
documented costs incurred in furnishing covered services to eligible individuals (or
a reasonable estimate with an adjustment factor no greater than the annual change in
the consumer priceindex).

23. Managed Care Dental Benefit Package. Individuals enrolled in the lowa
Wellness Plan will receive from the managed care program the benefits as
identified in Section VI ofthe STCs. Covered dental benefits should be
delivered and coordinated in an integrated fashion.

24. Enrollment Requirements. The state may require any of the populations
identified in Section IV to enroll in PAHPs pursuant to 42 CFR 438.

25. Network Requirements. The state must ensure the delivery of all covered dental
benefits, including high quality care. Services must be delivered in a culturally
competent manner, and the PAHP network must be sufficient to provide access to
covered services to the low- income population. The following requirements must
be included in the state’s PAHP contracts:

a Special Health Care Needs. Enrollees with special health care needs must
have direct access to a specialist, as appropriate for the individual's health
care condition, as specified in 42 CFR 438.208(c)(4).
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b. Out of Network Requirements. The PAHP must provide demonstration
populations with all demonstration program benefits under their contract
and as described within these STCs and must allow access to non-network
providers when services cannot be provided consistent with the timeliness
standards required by the state.

26. Demonstrating Network Adequacy. Annually, the PAHP must provide adequate
assurances that it has sufficient capacity to serve the expected enrollment in its
service area and offers an adequate range of providers necessary to provide
covered services for the anticipated number of enrollees in the service area.

a. The state must verify these assurances by reviewing demographic,
utilization and enrollment data for enrollees in the demonstration as
wellas:

I.  The number and types of dentists and dental specialty providers available
to provide covered services to the demonstration population;

ii. The number of network providers accepting the new demonstration
population;and

iii. The geographic location of providers and demonstration
populations, as shown through GeoAccess or similar software.

b. The state must submit the documentation required in subparagraphs i — iii
above to CMS with initial PAHP contract submission as well as at each
contract renewal or renegotiation, or at any time that there is a significant
impact to the PAHP’s operation, including service area expansion or
reduction and population expansion.

VI.BENEFITS

27. lowa Wellness Plan Benefits. Individuals in the IWP populations described in
STC 17 will receive benefits described in the lowa Wellness Plan alternative
benefit plan (ABP).

28. Dental Wellness Plan Benefits.

a. Benefits in First Year of Enrollment. Individuals enrolled in the Dental
Wellness Plan will receive all available dental benefits described in the state
plan or alternative benefit plan, as applicable.

b. Benefit Requirements After First Year of Enrollment. Individuals enrolled in
the Dental Wellness Plan may continue to receive all benefits described in the
state plan or the alternative benefit plan, as applicable, subject to the
requirements set forth below.

I.  Dental Premium. Beneficiaries will be required to pay a monthly
dental premium starting in year 2 of enrollment in the
demonstration to maintain full dental benefits, as specified in STC
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30.

ii. Healthy Behaviors. Beneficiaries will not be charged a monthly
dental premium if they complete state-designated healthy behaviors
in the prior year of enrollment.

iii. Penalty. Beneficiaries who do not make a premium payment or
complete healthy behaviors will receive basic dental benefits as
outlined in the state plan and alternative benefits plan.

iv. Appeal Rights. Beneficiaries will be able to challenge any denial in
whole or in part, limited authorization of service, termination of a
previously authorized service, or failure of a plan to act within the
required timeframe as described in Section VII of the STCs.

c. Dental Appointments. The state must take action to assist beneficiaries in
accessing services if they report to the state, in a timely manner, that they were
not able to secure a dental appointment through a PAHP. The state must
provide member hotline assistance to individuals seeking dental care who
were unable to secure an appointment with a dental provider.

d. EPSDT. All beneficiaries under 21 years of age will continue to be eligible
through the state plan for medically necessary dental services in accordance
with federal EPSDT requirements.

29. Non-Emergency Medical Transportation (NEMT). Individuals in the
new adult group shall not receive any benefit in the form of an
administrative activity or service to assure non-emergency
transportation to and from providers. Medically frail beneficiaries and
those eligible for EPSDT services are exempt from this waiver.

VILI. HEALTHY BEHAVIORS, PREMIUMS AND COSTSHARING

30. lowa Wellness Plan and Dental Wellness Plan Premiums. The premiums and cost-
sharing features of the demonstration are designed to incentivize the uptake of
preventive services, which could improve beneficiary health and thereby reduce the
costs of providing coverage, thus improving the financial sustainability of lowa’s
Medicaid program. The state has the authority to charge premiums in accordance
with the CMS approved protocols described in STC 34, which are binding upon the
state. The state may request changes to the approved protocols; any changes must be
accepted by CMS. Any change will require advance notice to members. All
modifications to the premium policies must be captured through the immediate next
Annual Monitoring Report.

a. No premium will be charged for the first year of enrollment in the lowa Wellness
Planor the Dental Wellness Plan.

b. All premiums permitted by this paragraph are subject to the
exemptions and waivers described in STC 31.
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c. Monthly premium amounts for the lowa Wellness Plan may not exceed
$5/month for nonexempt households with income above 50 percent up to and
including 100 percent of the FPL and $10/month for nonexempt households
with income over 100 percent up to and including 133 percent of the FPL.
Monthly premium amounts for the Dental Wellness Plan may not exceed
$3/month for nonexempt households with income above 50 percent of the FPL.
Combined premiums and cost-sharing is subject to a quarterly aggregate cap of
5 percent of household income.

d. Enrollees in the lowa Wellness Plan and the Dental Wellness Plan will be
allowed a 90-day premium grace period.

e. lowa Wellness Plan enrollees with income up to and including 100 percent
FPL and all Dental Wellness Plan beneficiaries may not be disenrolled for
nonpayment of a premium, nor can an individual be denied an opportunity to
re-enroll due to nonpayment of a premium.

f. Individuals with income over 100 percent of the FPL may be disenrolled from the
IWP for nonpayment. Persons disenrolled for nonpayment can reapply at any
time; however, their outstanding premium payments will remain subject to
recovery.

g. After the 90 day grace period, unpaid lowa Wellness Plan and Dental
Wellness Plan premiums may be considered a collectible debt owed to the
State of lowa and, at state option, subject to collection by the state, with the
following exception:

h. If, at the member’s next annual renewal date, the member does not
apply for renewed eligibility, and the member has no claims for
services delivered after the month of the last premium payment, unpaid
premiums shall not be considered a collectible debt by the state.

i. Enrollees with a premium requirement who complete state-designated healthy
behaviors will have their premium waived for the following benefit year.

31. Premium Exemptions.
a. lowa Wellness Plan. Enrollees will be exempt from a monthly
contribution obligation under the following conditions:

I. For all individuals enrolled in the lowa Wellness Plan, premiums
are waived in the first year of the individual’s enrollment.
Premiums will continue to be waived in subsequent years if
enrollees complete healthy behaviors in their prior annual period, as
outlined in the state’s approved Healthy Behavior Incentive
Protocol.
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ii. Premiums may only be assessed on non-exempt individuals as
described in 42 CFR 447.56.

iii. Medically frail and members in the HIPP population are not subject
to premiums.

iv. All individuals who self-attest to a financial hardship will have no
premium obligation. The opportunity to self-attest will be made
available with each invoice.

b. Dental Wellness Plan. Enrollees will be exempt from a monthly
contribution obligation for dental benefits under the following
conditions:

I. For all individuals enrolled in the Dental Wellness Plan, premiums
are waived in the first year of the individual’s enrollment.
Premiums will continue to be waived in subsequent years if
enrollees complete healthy behaviors in the prior year.

ii. Premiums may only be assessed on non-exempt individuals as
described in 42 CFR 447.56.

ii. The following eligibility groups will be exempt from Dental
Wellness Plan premiums, and will not have their benefits reduced in
their second year of enrollment, notwithstanding any failure to
complete state-designated healthy behaviors as described in STC 33
(i) pregnant women; (ii) individuals whose medical assistance for
services furnished in an institution is reduced by amounts reflecting
available income other than required for personal needs; (iii)
1915(c) waiver enrollees; (iv) individuals receiving hospice care;
(v) American Indians/Alaska Natives (AlI/AN) who are eligible to
receive or have received an item or service furnished by an Indian
health care provider or through referral under contract health
services; (vi) breast and cervical cancer treatment program
enrollees; and (vii) medically frail enrollees (referred to as
medically exempt in lowa).

(\V2 All individuals who self-attest to a financial hardship will have no
dental premium obligation. The opportunity to self-attest will be
made available with each invoice.

32. Copayment for non-emergency use of the emergency department. Individuals in
the IWP populations described in STC 17 are subject to premiums in lieu of other
cost sharing except that the state may impose a copayment for non-emergency use of
the emergency room consistent with its approved state plan and with all federal
requirements that are set forth in statute, regulation and policies, including
exemptions from cost-sharing set forth in 42 CFR 447.56.
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33. Healthy Behaviors.

a. lowa Wellness Plan. The state has the authority to implement the Healthy
Behaviors component pursuant to the CMS approved protocols described in
STC 34. Enrollees who do not complete required healthy behaviors will be
required to pay their monthly premiums beginning in the next enrollment year.

) General Description. All individuals subject to premiums who are
enrolled in the lowa Wellness Plan will have premiums waived
during the 1st year of enrollment and will be eligible to receive a
waiver of monthly premium contributions required in the 2nd year
of enrollment if enrollees complete healthy behaviors during the
first year. For each subsequent year, nonexempt enrollees will have
the opportunity to complete healthy behaviors to continue to waive
financial contributions, i.e. healthy behaviors performed in year 2 of
enrollment will be permitted to waive premiums for year 3.

il. Healthy Behaviors. The conditions to be met by a nonexempt
individual in year 1 of enrollment as a condition for not being liable
for monthly contributions in year 2 are completing a health risk
assessment and wellness exam (annual exam). A health risk
assessment is considered part of the individual’s medical record and
is afforded all associated privacy and confidentiality protections
afforded to such documents by federal and state law, regulations,
and policy. The state must provide outreach and education to
beneficiaries to inform them of the incentives that can be used to
avoid premiums and the consequences of nonpayment of those
premiums if due.

iii. Grace Period. Nonexempt individuals will be given a 30-day
healthy behavior grace period. If the individual completes the
required healthy behaviors in the first 30 days of a year when
premiums are due, no premiums will be due for the remainder of the
year.

b. Dental Wellness Plan. Members who complete dental healthy behaviors
each year of enrollment will continue to receive full dental benefits
without ever being subject to monthly dental premiums.

I. General Description. All individuals in the Dental Wellness Plan
who are subject to premiums will have premiums waived in year 1
of enrollment and will be eligible to receive a waiver of monthly
premium contributions required in year 2 of enrollment to maintain
full dental benefits if enrollees complete dental healthy behaviors
during year 1 of enrollment. For each subsequent year, nonexempt
enrollees will have the opportunity to complete dental healthy
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behaviors to continue to waive financial contributions (e.g. healthy
behaviors performed in year 2 will be permitted to waive premiums
for year 3).

il. Healthy behaviors. The conditions to be met by a nonexempt
individual in year 1 of enrollment as a condition of
maintaining full dental benefits without liability for monthly
premium contributions in year 2 are completing an oral
health risk assessment and preventive dental service. The
state must provide outreach and education to beneficiaries to
inform them of the incentives that can be used to avoid
premiums and the consequences of nonpayment of those
premiums if due . Additionally, any future changes to state-
designated healthy behaviors will be thoroughly
communicated to enrollees in order to provide thorough
opportunity for enrollees to maintain full dental benefits
without liability for monthly contributions. Self-assessments
submitted are considered part of the individual’s medical
record and afforded all associated privacy and confidentiality
protections afforded to such documents by federal and state
law, regulations, and policy.

34. lowa Wellness Plan Healthy Behaviors and Premiums Protocols. The state has the
authority to implement the Healthy Behaviors and Premiums component in
accordance with the CMS approved protocol, which is binding upon the state. The
state may request changes to the approved Healthy Behaviors and Premiums
Protocols; any changes must be accepted by CMS. Any change will require advance
notice to members. All modifications to the Healthy Behaviors and Premiums
Protocols must be captured through the immediate next Annual Monitoring Report.

The state’s approved Healthy Behaviors and Premiums Protocols detail:

a.  The purpose and objectives of the Healthy Behaviors Incentive program.

b. The methodology for obtaining, and content of, the health risk assessment
used to identify unhealthy behaviors such as alcohol abuse, substance use
disorders, tobacco use, obesity, and deficiencies in immunization status.

c. The criteria to be met for completing a wellness exam.

d. The process by which an enrollee is deemed compliant with healthy behaviors
in year 1.

e. A list of stakeholders consulted in the development of theprotocol.

f. A description of how healthy behaviors will be tracked and monitored at
the enrollee and provider levels, including standards of accountability for
providers.

g A description of how the state will notify and educate enrollees about
the Healthy Behaviors Incentives program.

In addition, the approved protocol delineates:
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a. The process by which the state will identify individuals who are exempt from
the premium requirements.

b. The notices beneficiaries will receive regarding premiums and/or Healthy
Behaviors and the schedule for such notices.

c. The process by which beneficiaries will be able to remit payment, including
ways individuals who cannot pay by check will be accommodated.

d. The process by which the state will collect past due premiums.

e. The approved protocol also describes criteria by which the state will monitor
premiums and thresholds for modification and/or termination of premium
collection in the event of unintended harm to beneficiaries.

f. The state’s approved Future Year Healthy Behaviors Incentives Protocol
describes the following Healthy Behaviors Incentive Programstandards:
I.  Adescription of any provisions that will be provided to assist
enrollees in addressing unhealthy behaviors identified through
the health risk assessment.

ii.  Adescription of selected healthy behaviors to be met by an individual
in year 1 (or subsequent years) in order to be deemed compliant with
healthy behaviors resulting in a waiver of monthly contributions in
year 2 (or subsequent years).

lowa will further evaluate, define and refine healthy behavior requirements for
subsequent years of the demonstration. lowa must obtain CMS approval before the
state can introduce new requirements to enrollees.

VIIl. APPEALS

35. Beneficiary safeguards of appeal rights will be provided by the state, including fair
hearing rights. No waiver will be granted related to appeals. The state must ensure
compliance with all federal and state requirements related to beneficiary appeal rights.
Pursuant to the Intergovernmental Cooperation Act of 1968, the state may submit a
State Plan Amendment delegating certain responsibilities to the lowa Insurance
Division or another state agency. Dental services appeals are governed by the contract
between the state and the dental Prepaid Ambulatory Health Plans (PAHPS).

IX. GENERAL REPORTING REQUIREMENTS

36. Deferral for Failure to Submit Timely Demonstration Deliverables. CMS may
issue deferrals in accordance with 42 CFR part 430 subpart C, in the amount of
$5,000,000 per deliverable (federal share) when items required by these STCs (e.g.,
required data elements, analyses, reports, design documents, presentations, and other
items specified in these STCs) (hereafter singly or collectively referred to as
“deliverable(s)”) are not submitted timely to CMS or are found to not be consistent
with the requirements approved by CMS. A deferral shall not exceed the value of the
federal amount for the current demonstration period. The state does not relinquish its
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rights provided under 42 CFR part 430 subpart C to challenge any CMS finding that
the state materially failed to comply with the terms of this agreement.

The following process will be used: 1) Thirty (30) days after the deliverable was due
if the state has not submitted a written request to CMS for approval of an extension as
described in subsection (b) below; or 2) Thirty days after CMS has notified the state
in writing that the deliverable was not accepted for being inconsistent with the
requirements of this agreement and the information needed to bring the deliverable
into alignment with CMS requirements:

a. CMS will issue a written notification to the state providing advance notification of
a pending deferral for late or non-compliant submissions of required
deliverable(s).

b. For each deliverable, the state may submit to CMS a written request for an
extension to submit the required deliverable that includes a supporting rationale
for the cause(s) of the delay and the state’s anticipated date of submission. Should
CMS agree to the state’s request, a corresponding extension of the deferral
process can be provided. CMS may agree to a corrective action as an interim step
before applying the deferral, if corrective action is proposed in the state’s written
extension request.

c. If CMS agrees to an interim corrective process in accordance with subsection (b),
and the state fails to comply with the corrective action steps or still fails to submit
the overdue deliverable(s) that meets the terms of this agreement, CMS may
proceed with the issuance of a deferral against the next Quarterly Statement of
Expenditures reported in Medicaid Budget and Expenditure System/State
Children's Health Insurance Program Budget and Expenditure System
(MBES/CBEYS) following a written deferral notification to the state.

d. If the CMS deferral process has been initiated for state non-compliance with the
terms of this agreement for submitting deliverable(s), and the state submits the
overdue deliverable(s), and such deliverable(s) are accepted by CMS as meeting
the standards outlined in these STCs, the deferral(s) will be released.

e. As the purpose of a section 1115 demonstration is to test new methods of
operation or service delivery, a state’s failure to submit all required reports,
evaluations and other deliverables will be considered by CMS in reviewing any
application for an extension, amendment, or for a new demonstration.

37. Submission of Post-Approval Deliverables. The state must submit all
deliverables as stipulated by CMS and within the timeframes outlined within
these STCs.
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38. Compliance with Federal Systems Updates. As federal systems continue to evolve
and incorporate additional 1115 waiver reporting and analytics functions, the state
will work with CMS to:

a. Revise the reporting templates and submission processes to accommodate timely
compliance with the requirements of the new systems;

b. Ensure all 1115, Transformed Medicaid Statistical Information System (T-MSIS),
and other data elements that have been agreed to for reporting and analytics are
provided by the state; and

c. Submit deliverables to the appropriate system as directed by CMS.

39. Implementation Plan. The state must submit an Implementation Plan to CMS no
later than 90 calendar days after the effective date of the demonstration. The
Implementation Plan must cover at least the key policies being tested under this
demonstration, including premiums and the waiver of retroactive eligibility. The state
must include premiums in the implementation plan only to the extent it needs to
provide information in addition to the information already included in the approved
Healthy Behaviors and Premiums Protocols. Once determined complete by CMS, the
Implementation Plan will be incorporated into the STCs, as Attachment B. At a
minimum, the Implementation Plan must include definitions and parameters of key
policies, and describe the state’s strategic approach to implementing the policies,
including timelines for meeting milestones associated with these key policies. Other
topics to be discussed in the Implementation Plan include application assistance,
reporting, and processing; notices; coordinated agency responsibilities; coordination
with other insurance affordability programs; appeals; renewals; coordination with
other state agencies; beneficiary protections; and outreach.

40. Monitoring Protocol. The state must submit to CMS a Monitoring Protocol
no later than 150 calendar days after the effective date of the demonstration.
Once approved, the Monitoring Protocol will be incorporated into the STCs, as
Attachment C.

At a minimum, the Monitoring Protocol will affirm the state’s commitment to
conduct quarterly and annual monitoring in accordance with CMS’ template. Any
proposed deviations from CMS’ template should be documented in the
Monitoring Protocol. The Monitoring Protocol will describe the quantitative and
qualitative elements on which the state will report through quarterly and annual
monitoring reports. For quantitative metrics (e.g., performance metrics as
described in STC 41b below), CMS will provide the state with a set of required
metrics, and technical specifications for data collection and analysis covering the
key policies being tested under this demonstration, including but not limited to
premiums, incentives for healthy behaviors, and waiver of retroactive eligibility.
The state is also expected to describe its plans for capturing data and information
pertaining to the NEMT waiver policy, including but not limited to data and other
information about beneficiary understanding of and experience with transportation
in accessing covered services, particularly services that beneficiaries must obtain
to avoid premiums. The Monitoring Protocol will specify the methods of data
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collection and timeframes for reporting on the state’s progress as part of the
quarterly and annual monitoring reports. For the qualitative elements (e.qg.,
operational updates as described in STC 41a below), CMS will provide the state
with guidance on narrative and descriptive information which will supplement the
quantitative metrics on key aspects of the demonstration policies. The
quantitative and qualitative elements will comprise the state’s quarterly and
annual monitoring reports.

41. Monitoring Reports. The state must submit three (3) Quarterly Reports and one

(1) Annual Report each DY. The fourth quarter information that would ordinarily

be provided in a separate report should be reported as distinct information within

the Annual Report. The Quarterly Reports are due no later than sixty (60)

calendar days following the end of each demonstration quarter. The Annual

Report (including the fourth-quarter information) is due no later than ninety (90)

calendar days following the end of the DY. The reports will include all required

elements as per 42 CFR 431.428, and should not direct readers to links outside the

report. Additional links not referenced in the document may be listed in a

Reference/Bibliography section. The Monitoring Reports must follow the

framework provided by CMS, which is subject to change as monitoring systems

are developed/evolve, and be provided in a structured manner that supports federal

tracking and analysis.

a. Operational Updates - Per 42 CFR 431.428, the Monitoring Reports must
document any policy or administrative difficulties in operating the demonstration.
The reports shall provide sufficient information to document key challenges,
underlying causes of challenges, how challenges are being addressed, as well as
key achievements and to what conditions and efforts successes can be attributed.
The discussion should also include any issues or complaints identified by
beneficiaries; lawsuits or legal actions; unusual or unanticipated trends; legislative
updates; and descriptions of any public forums held. The Monitoring Report
should also include a summary of all public comments received through post-
award public forums regarding the progress of the demonstration.

b. Performance Metrics - Per 42 CFR 431.428, the Monitoring Reports must
document the impact of the demonstration in providing insurance coverage to
beneficiaries and the uninsured population, as well as outcomes of care, quality
and cost of care, and access to care. The performance metrics will provide data to
demonstrate how the state is progressing towards meeting the demonstration goals
for the following key policies under this demonstration, including premiums,
incentives for healthy behaviors, and the waiver of retroactive eligibility. For
premiums, this will also include metrics related to premium payment/non-
payment, such as individuals subject to premium requirements, individuals whose
premiums have been waived due to compliance with healthy behaviors,
individuals exempt due to hardship, individuals with overdue premiums including
those with premiums past due less than and greater than 90 days, information
about the state’s collectionactivities, the number of individuals who have
premiums that have become collectible debt, individuals over 100 percent up to
and including 133 percent of the FPL who are disenrolled due to premium non-
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payment, and individuals over 100 percent up to and including 133 percent of the
FPL with overdue premiums including those with premiums past due less than and
greater than 90 days.

The state is also expected to provide metrics for the NEMT waiver about
beneficiary understanding of and experience with transportation in accessing
covered services, particularly services that beneficiaries must obtain to avoid
premiums. In addition, the state must provide metrics pertaining to access to care
generally. The required monitoring and performance metrics must be included in
writing in the Monitoring Reports, and will follow the framework provided by
CMS to support federal tracking and analysis.

The monitoring metric for waiver of retroactive eligibility is the “unpaid
medical bills”, found on the beneficiary enrollment application.

c. Financial Reporting Requirements - Per 42 CFR 431.428, the Monitoring Reports
must document the financial performance of the demonstration. The state must
report quarterly and annual expenditures associated with the populations affected
by this demonstration on the Form CMS-64. Administrative costs for this
demonstration should be reported separately on the CMS-64.

d. Evaluation Activities and Interim Findings - Per 42 CFR 431.428, the Monitoring
Reports must document any results of the demonstration to date per the
evaluation hypotheses. Additionally, the state shall include a summary of the
progress of evaluation activities, including key milestones accomplished, as well
as challenges encountered and how they were addressed.

42. Corrective Action. If monitoring indicates that demonstration features are not likely
to assist in promoting the objectives of Medicaid, CMS reserves the right to require
the state to submit a corrective action plan to CMS for approval. A state corrective
action plan could include a temporary suspension of implementation of demonstration
programs, in circumstances where monitoring data indicate substantial sustained
directional change, inconsistent with state targets (such as substantial, sustained
trends indicating increases in disenrollment, difficulty accessing services, or unpaid
medical bills). A corrective action plan may be an interim step to withdrawing
waivers or expenditure authorities, as outlined in STC 10. CMS will withdraw an
authority, as described in STC 10, when metrics indicate substantial, sustained
directional change, inconsistent with state targets, and the state has not implemented
corrective action. CMS would further have the ability to suspend implementation of
the demonstration should corrective actions not effectively resolve these concerns in a
timely manner.

43. Close Out Report. Within 120 calendar days after the expiration of the
demonstration, the state must submit a draft Close-Out Report to CMS for comments.
a. The draft report must comply with the most current guidance from CMS.
b. The state will present to and participate in a discussion with CMS on the
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Close-Out Report.

c. The state must take into consideration CMS’ comments for incorporation into
the final Close-Out Report.

d. The final Close-Out Report is due to CMS no later than thirty (30) calendar
days after receipt of CMS’ comments.

e. A delay in submitting the draft or final version of the Close-Out Report may
subject the state to penalties described in STC 36.

X. MONITORING CALLS AND DISCUSSIONS

44. Monitoring Calls. CMS will convene periodic conference calls with the state.

a. The purpose of these calls is to discuss ongoing demonstration operation, to
include (but not limited to), any significant actual or anticipated developments
affecting the demonstration. Examples include implementation activities, trends
in reported data on metrics and associated mid-course adjustments, budget
neutrality, and progress on evaluation activities.

b. CMS will provide updates on any pending actions, as well as federal policies and
issues that may affect any aspect of the demonstration.

c. The state and CMS will jointly develop the agenda for the calls.

45. Post Award Forum. Pursuant to 42 CFR 431.420(c), One year from the last post
award forum the state shall afford the public with an opportunity to provide
meaningful comment on the progress of the demonstration. At least thirty (30) days
prior to the date of the planned public forum, the state must publish the date, time and
location of the forum in a prominent location on its website. The state must also post
the most recent annual report on its website with the public forum announcement.
Pursuant to 42 CFR 431.420(c), the state must include a summary of the comments in
the Monitoring Report associated with the quarter in which the forum was held, as
well as in its compiled Annual Report.

XI. EVALUATION OF THE DEMONSTRATION

46. Cooperation with Federal Evaluators. As required under 42 CFR 431.420(f), the
state shall cooperate fully and timely with CMS and its contractors in any federal
evaluation of the demonstration or any component of the demonstration. This
includes, but is not limited to: commenting on design and other federal evaluation
documents; providing data and analytic files to CMS; entering into a data use
agreement that explains how the data and data files will be exchanged; and providing
a technical point of contact to support specification of the data and files to be
disclosed, as well as relevant data dictionaries and record layouts. The state shall
include in its contracts with entities that collect, produce or maintain data and files for
the demonstration, that they make data available for the federal evaluation as is
required under 42 CFR 431.420(f) to support federal evaluation. The state may claim
administrative match for these activities. Failure to comply with this STC may result
in a deferral being issued as outlined in STC 36.
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47. Independent Evaluator. Upon approval of the demonstration, the state must begin
to arrange with an independent party to conduct an evaluation of the demonstration to
ensure that the necessary data is collected at the level of detail needed to study the
effectiveness of the demonstration, as will be delineated in the approved evaluation
design (see STC 48) . The state must require the independent party to sign an
agreement that the independent party will conduct the demonstration evaluation in an
independent manner in accord with the CMS-approved Evaluation Design. When
conducting analyses and developing the evaluation reports, every effort should be
made to follow the approved methodology. However, the state may request, and
CMS may agree to, changes in the methodology in appropriate circumstances.

48. Draft Evaluation Design. The state must submit, for CMS comment and approval, a
draft Evaluation Design, no later than 180 calendar days after the effective date of the
demonstration.

Any modifications to an existing approved Evaluation Design will not affect
previously established requirements and timelines for report submission for the
demonstration, if applicable. The draft Evaluation Design must be developed in
accordance with the following CMS guidance (including but not limited to):

a. All applicable evaluation design guidance, including guidance about premiums
and waivers of retroactive eligibility.

b. Attachment D (Developing the Evaluation Design) of these STCs and all
applicable technical assistance on how to establish comparison groups to develop
a Draft Evaluation Design.

49. Evaluation Design Approval and Updates. The state must submit a revised draft
Evaluation Design within sixty (60) calendar days after receipt of CMS’ comments.
Upon CMS approval of the draft Evaluation Design, the document will be included as
an Attachment to these STCs. Per 42 CFR 431.424(c), the state will publish the
approved Evaluation Design within thirty (30) days of CMS approval. The state must
implement the evaluation design and submit a description of its evaluation
implementation progress in each of the Monitoring Reports. Once CMS approves the
evaluation design, if the state wishes to make changes, the state must submit a revised
evaluation design to CMS for approval.

50. Evaluation Questions and Hypotheses. Consistent with Attachments D and E
(Developing the Evaluation Design and Preparing the Evaluation Report) of these
STCs, the evaluation documents must include a discussion of the evaluation questions
and hypotheses that the state intends to test. Each demonstration component, should
have at least one evaluation question and hypothesis. Nonetheless, CMS’
expectations for evaluating waivers pertaining to premium, NEMT and retroactive
eligibility, and for other eligibility and coverage policies are more extensive as
follows. Hypotheses for healthy behavior incentives and premiums must relate to (but
are not limited to) the following areas: beneficiary understanding of and experience
with premiums as an incentive, the interface between incentives to seek out
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preventive care and premiums, and consequences of these demonstration policies,
including non-compliance with premiums and healthy behavior requirements, on
coverage (including employer-sponsored health insurance and no coverage for those
who separate from the demonstration) and health outcomes. The state will consider
rapid cycle assessments on the hypotheses related to the healthy behavior incentives
and premiums in order to best implement process and quality improvements.
Hypotheses for the waiver of retroactive eligibility must relate to (but are not limited
to) the following outcomes: likelihood of enrollment and enrollment continuity;
likelihood that beneficiaries will apply for Medicaid when they believe they meet the
criteria for Medicaid; enrollment when people are healthy, or as soon as possible after
meeting eligibility criteria; and health status (as a result of greater enroliment
continuity). Hypotheses to evaluate the NEMT waiver policy must include (but are
not limited to): effects on access to covered services, including access to the services
that beneficiaries must obtain to avoid premiums. The state must also investigate cost
outcomes for the demonstration as a whole, including but not limited to:
administrative costs of demonstration implementation and operation, Medicaid health
service expenditures, and provider uncompensated costs. In addition, the state must
use results of hypothesis tests and cost analyses to assess demonstration effects on
Medicaid program sustainability. The hypothesis testing should include, where
possible, assessment of both process and outcome measures. Proposed measures
should be selected from nationally-recognized sources and national measures sets,
where possible. Measures sets could include CMS’s Core Set of Health Care Quality
Measures for Children in Medicaid and CHIP, Consumer Assessment of Health Care
Providers and Systems (CAHPS), the Initial Core Set of Health Care Quality
Measures for Medicaid-Eligible Adults and/or measures endorsed by National Quality
Forum (NQF).

51. Evaluation Budget. A budget for the evaluation shall be provided with the draft
Evaluation Design. It will include the total estimated cost, as well as a breakdown of
estimated staff, administrative and other costs for all aspects of the evaluation such as
any survey and measurement development, quantitative and qualitative data collection
and cleaning, analyses and report generation. A justification of the costs may be
required by CMS if the estimates provided do not appear to sufficiently cover the
costs of the design or if CMS finds that the design is not sufficiently developed, or if
the estimates appear to be excessive.

52. Interim Evaluation Report. The state must submit an Interim Evaluation
Report for the completed years of the demonstration, and for each subsequent
renewal or extension of the demonstration, as outlined in 42 CFR
431.412(c)(2)(vi). When submitting an application for renewal, the Evaluation
Report should be posted to the state’s website with the application for public
comment.

a. The interim evaluation report will discuss evaluation progress and present
findings to date as per the approved evaluation design.

b. For demonstration authority that expires prior to the overall demonstration’s
expiration date, the Interim Evaluation Report must include an evaluation of
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the authority as approved by CMS.

c. If the state is seeking to renew or extend the demonstration, the draft Interim
Evaluation Report is due when the application for renewal is submitted. If
the state would make changes to the demonstration in its application for
renewal, the report should include how the evaluation design would be
adapted to accommaodate the proposed policy changes. If the state is not
requesting a renewal for a demonstration, an Interim Evaluation report is
due one (1) year prior to the end of the demonstration. For demonstration
phase outs prior to the expiration of the approval period, the draft Interim
Evaluation Report is due to CMS on the date that will be specified in the
notice of termination or suspension.

d. The state must submit the final Interim Evaluation Report 60 calendar days
after receiving CMS comments on the draft Interim Evaluation Report and
post the document to the state’s website.

e. The Interim Evaluation Report must comply with Attachment E (Preparing
the Evaluation Report) of these STCs.

53. Summative Evaluation Report. The draft Summative Evaluation Report must be
developed in accordance with Attachment E (Preparing the Evaluation Report) of
these STCs. The state must submit a draft Summative Evaluation Report for the
demonstration’s current approval period within 18 months of the end of the approval
period represented by these STCs. The Summative Evaluation Report must include
the information in the approved Evaluation Design.

a. Unless otherwise agreed upon in writing by CMS, the state shall submit the final
Summative Evaluation Report within 60 calendar days of receiving comments
from CMS on the draft.

b. The final Summative Evaluation Report must be posted to the state’s Medicaid
website within 30 calendar days of approval by CMS.

54. Corrective Action Plan Related to Evaluation. If evaluation findings indicate
that demonstration features are not likely to assist in promoting the objectives of
Medicaid, CMS reserves the right to require the state to submit a corrective action
plan to CMS for approval. A state corrective action plan could include a temporary
suspension of implementation of demonstration programs, in circumstances where
evaluation findings indicate substantial, sustained directional change, inconsistent
with state targets (such as substantial, sustained trends indicating increases in
disenrollment, difficulty accessing services or unpaid medical bills). A corrective
action plan may be an interim step to withdrawing waivers or expenditure
authorities, as outlined in STC 10. CMS would further have the ability to suspend
implementation of the demonstration should corrective actions not effectively
resolve these concerns in a timely manner.

55. State Presentations for CMS. CMS reserves the right to request that the state
present and participate in a discussion with CMS on the Evaluation Design, the
interim evaluation, and/or the summative evaluation.
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56. Public Access. The state shall post the final documents (e.g., Monitoring Reports,
Close Out Report, approved Evaluation Design, Interim Evaluation Report, and
Summative Evaluation Report) on the state’s Medicaid website within 30 calendar
days of approval by CMS.

57. Additional Publications and Presentations. For a period of twelve (12) months
following CMS approval of the final reports, CMS will be notified prior to
presentation of these reports or their findings, including in related publications
(including, for example, journal articles), by the state, contractor, or any other third
party directly connected to the demonstration over which the state has control. Prior
to release of these reports, articles or other publications, CMS will be provided a copy
including any associated press materials. CMS will be given ten (10) business days to
review and comment on publications before they are released. CMS may choose to
decline to comment or review some or all of these notifications and reviews. This
requirement does not apply to the release or presentation of these materials to state or
local government officials.

58. Schedule of Demonstration Period Deliverables

Schedule of Deliverables for the Demonstration Period
Date Deliverable STC
30 calendar days after State acceptance of demonstration Approval letter
approval date- Waivers, STCs, and Expenditure
Authorities

90 calendar days after STC 39
the effective date- Implementation Plan
March 31, 2020
150 calendar days Monitoring Protocol STC 40
effective date-
May 30, 2020
180 calendar days after Draft Evaluation Design STC 48

effective date-
June 29, 2020.
60 days after receipt of Revised Draft Evaluation Design STC 49
CMS comments
30 calendar days after Approved Evaluation Design STC 49
CMS Approval published to state’s website
With renewal Draft Interim Evaluation Report STC 52 ¢
application
60 days after receipt of Final Interim Evaluation Report STC52d
CMS comments
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Within 18 months after
December 31, 2024

Draft Summative Evaluation Report

STC 53

Approval Period: January 1, 2020 through December 31, 2024
Amended: November 15, 2019

60 calendar days after Final Summative Evaluation Report STC53
receipt of CMS
comments
Monthly Deliverables Monitoring Call STC 44
Quarterly monitoring (Dates for 1% year Only) STC 41
reports due 60 calendar 1%t Report Due- May 30, 2020
days after end of each 2" Report Due - August 29, 2020
quarter, except 4" 3" Report Due- November 29, 2020
quarter, beginning.
Annual Deliverables - Annual Reports STC 41
(90) calendar days
following the end of the
DY- March 31, 2021
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Attachment A
Healthy Behaviors and Premiums Protocols
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Attachment B
Implementation Plan
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Attachment C
Monitoring Protocol
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Attachment D
Developing the Evaluation Design

Introduction

For states that are testing new approaches and flexibilities in their Medicaid programs
through section 1115 demonstrations, evaluations are crucial to understand and disseminate
what is or is not working and why. The evaluations of new initiatives seek to produce new
knowledge and direction for programs and inform Medicaid policy for the future. While a
narrative about what happened during a demonstration provides important information, the
principal focus of the evaluation of a section 1115 demonstration should be obtaining and
analyzing data on the process (e.g., whether the demonstration is being implemented as
intended), outcomes (e.g., whether the demonstration is having the intended effects on the
target population), and impacts of the demonstration (e.g., whether the outcomes observed in
the targeted population differ from outcomes in similar populations not affected by the
demonstration). Both state and federal governments need rigorous quantitative and
qualitative evidence to inform policy decisions.

Expectations for Evaluation Designs

All states with Medicaid section 1115 demonstrations are required to conduct an evaluation,
and the Evaluation Design is the roadmap for conducting the evaluation. The roadmap
begins with the stated goals for the demonstration followed by the measurable evaluation
questions and quantifiable hypotheses, all to support a determination of the extent to which
the demonstration has achieved its goals. When conducting analyses and developing the
evaluation reports, every effort should be made to follow the approved methodology.
However, the state may request, and CMS may agree to, changes in the methodology in
appropriate circumstances.

The format for the Evaluation Design is as follows:
General Background Information;
Evaluation Questions and Hypotheses;
Methodology;

Methodological Limitations; and
Attachments.

mooOwp

Submission Timelines

There is a specified timeline for the state’s submission of Evaluation Design and Reports.
(The graphic below depicts an example of this timeline). In addition, the state should be
aware that section 1115 evaluation documents are public records. The state is required to
publish the Evaluation Design to the state’s website within 30 days of CMS approval, as per
42 CFR 431.424(e). CMS will also publish a copy to the Medicaid.gov website.
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Required Core Components of All Evaluation Designs

The Evaluation Design sets the stage for the Interim and Summative Evaluation Reports. It is
important that the Evaluation Design explain the goals and objectives of the demonstration,
the hypotheses related to the demonstration, and the methodology (and limitations) for the
evaluation. A copy of the state’s Driver Diagram (described in more detail in paragraph B2
below) should be included with an explanation of the depicted information.

A. General Background Information — In this section, the state should include basic
information about the demonstration, such as:

1) The issue/s that the state is trying to address with its section 1115 demonstration
and/or expenditure authorities, the potential magnitude of the issue/s, and why the
state selected this course of action to address the issue/s (e.g., a narrative on why
the state submitted an 1115 demonstration proposal).

2) The name of the demonstration, approval date of the demonstration, and period of
time covered by the evaluation;

3) A brief description of the demonstration and history of the implementation, and
whether the draft Evaluation Design applies to an amendment, extension, renewal,
or expansion of, the demonstration;

4) For renewals, amendments, and major operational changes: A description of any
changes to the demonstration during the approval period; the primary reason or
reasons for the change; and how the Evaluation Design was altered or augmented to
address these changes.

5) Describe the population groups impacted by the demonstration.
B. Evaluation Questions and Hypotheses — In this section, the state should:
1) Describe how the state’s demonstration goals are translated into quantifiable

targets for improvement, so that the performance of the demonstration in
achieving these targets could be measured.
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2) Include a Driver Diagram to visually aid readers in understanding the rationale
behind the cause and effect of the variants behind the demonstration features and
intended outcomes. A driver diagram is a particularly effective modeling tool
when working to improve health and health care through specific interventions.
The diagram includes information about the goal of the demonstration, and the
features of the demonstration. A driver diagram depicts the relationship between
the aim, the primary drivers that contribute directly to achieving the aim, and the
secondary drivers that are necessary to achieve the primary drivers for the
demonstration. For an example and more information on driver diagrams:
https://innovation.cms.gov/files/x/hciatwoaimsdrvrs.pdf

3) Identify the state’s hypotheses about the outcomes of the demonstration:
a. Discuss how the evaluation questions align with the hypotheses and the goals
of the demonstration;
b. Address how the research questions / hypotheses of this demonstration
promote the objectives of Titles XIX and/or XXI.

C. Methodology — In this section, the state is to describe in detail the proposed research
methodology. The focus is on showing that the evaluation meets the prevailing
standards of scientific and academic rigor, and the results are statistically valid and
reliable, and that where appropriate it builds upon other published research (use
references).

This section provides the evidence that the demonstration evaluation will use the best
available data; reports on, controls for, and makes appropriate adjustments for the
limitations of the data and their effects on results; and discusses the generalizability of
results. This section should provide enough transparency to explain what will be
measured and how. Specifically, this section establishes:

1) Evaluation Design — Provide information on how the evaluation will be designed.
For example, will the evaluation utilize a pre/post comparison? A post-only
assessment? Will a comparison group be included?

2) Target and Comparison Populations — Describe the characteristics of the target
and comparison populations, to include the inclusion and exclusion criteria.
Include information about the level of analysis (beneficiary, provider, or program
level), and if populations will be stratified into subgroups. Additionally discuss
the sampling methodology for the populations, as well as support that a
statistically reliable sample size is available.

3) Evaluation Period — Describe the time periods for which data will be included.

4) Evaluation Measures — List all measures that will be calculated to evaluate the
demonstration. Include the measure stewards (i.e., the organization(s) responsible
for the evaluation data elements/sets by “owning”, defining, validating; securing;
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and submitting for endorsement, etc.) Include numerator and denominator
information. Additional items to ensure:

a.

b.
C.

The measures contain assessments of both process and outcomes to
evaluate the effects of the demonstration during the period of approval.
Quialitative analysis methods may be used, and must be described in detail.
Benchmarking and comparisons to national and state standards, should be
used, where appropriate.

Proposed health measures could include CMS’s Core Set of Health Care
Quality Measures for Children in Medicaid and CHIP, Consumer
Assessment of Health Care Providers and Systems (CAHPS), the Initial
Core Set of Health Care Quality Measures for Medicaid-Eligible Adults
and/or measures endorsed by National Quality Forum (NQF).

Proposed performance metrics can be selected from nationally recognized
metrics, for example from sets developed by the Center for Medicare and
Medicaid Innovation or for meaningful use under Health Information
Technology (HIT).

Among considerations in selecting the metrics shall be opportunities
identified by the state for improving quality of care and health outcomes,
and controlling cost of care.

5) Data Sources — Explain where the data will be obtained, and efforts to validate
and clean the data. Discuss the quality and limitations of the data sources.

If primary data (data collected specifically for the evaluation) — The methods by
which the data will be collected, the source of the proposed question/responses,
the frequency and timing of data collection, and the method of data collection.
(Copies of any proposed surveys must be reviewed with CMS for approval before
implementation).

6) Analytic Methods — This section includes the details of the selected quantitative
and/or qualitative measures to adequately assess the effectiveness of the
demonstration. This section should:

a. Identify the specific statistical testing which will be undertaken for each
measure (e.g., t-tests, chi-square, odds ratio, ANOVA, regression). Table
A is an example of how the state might want to articulate the analytic
methods for each research question and measure.

b. Explain how the state will isolate the effects of the demonstration (from
other initiatives occurring in the state at the same time) through the use of
comparison groups.

c. A discussion of how propensity score matching and difference in
differences design may be used to adjust for differences in comparison
populations over time (if applicable).

d. The application of sensitivity analyses, as appropriate, should be

considered.

7) Other Additions — The state may provide any other information pertinent to the
Evaluation Design of the demonstration.
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Table A. Example Design Table for the Evaluation of the Demonstration

Outcome
measures used to | Sample or population
Research address the subgroups to be Analytic
Question research question compared Data Sources Methods
Hypothesis 1
Research -Measure 1 -Sample e.g. All -Medicaid fee- -Interrupted
question la | -Measure 2 attributed Medicaid for-service and time series
-Measure 3 beneficiaries encounter claims
-Beneficiaries with records
diabetes diagnosis
Research -Measure 1 -sample, e.g., PPS -Patient survey Descriptive
question 1b | -Measure 2 patients who meet statistics
-Measure 3 survey selection
-Measure 4 requirements (used
services within the
last 6 months)
Hypothesis 2
Research -Measure 1 -Sample, e.g., PPS -Key informants | Qualitative
question 2a | -Measure 2 administrators analysis of
interview
material

D. Methodological Limitations — This section provides detailed information on the
limitations of the evaluation. This could include the design, the data sources or
collection process, or analytic methods. The state should also identify any efforts to
minimize the limitations. Additionally, this section should include any information
about features of the demonstration that effectively present methodological
constraints that the state would like CMS to take into consideration in its review.

E. Special Methodological Considerations- CMS recognizes that there may be certain
mnstances where a state cannot meet the rigor of an evaluation as expected by CMS.
In these instances, the state should document for CMS why it is not able to
incorporate key components of a rigorous evaluation, including comparison groups
and baseline data analyses. Examples of considerations include when the
demonstration is considered successful without issues or concerns that would require
more regular reporting, such as:

a. The demonstration is operating smoothly without administrative changes;
and
There are no or minimal appeals and grievances; and
c. There are no state issues with CMS 64 reporting or budget neutrality; and
d. There are no Corrective Action Plans (CAP) for the demonstration.
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F. Attachments

1) Independent Evaluator. This includes a discussion of the state’s process for
obtaining an independent entity to conduct the evaluation, including a description
of the qualifications that the selected entity must possess, and how the state will
assure no conflict of interest. Explain how the state will assure that the
Independent Evaluator will conduct a fair and impartial evaluation, prepare an
objective Evaluation Report, and that there would be no conflict of interest. The
evaluation design should include a “No Conflict of Interest” statement signed by
the independent evaluator.

2) Evaluation Budget. A budget for implementing the evaluation shall be provided
with the draft Evaluation Design. It will include the total estimated cost, as well
as a breakdown of estimated staff, administrative, and other costs for all aspects of
the evaluation. Examples include, but are not limited to: the development of all
survey and measurement instruments; quantitative and qualitative data collection;
data cleaning and analyses; and reports generation. A justification of the costs
may be required by CMS if the estimates provided do not appear to sufficiently
cover the costs of the draft Evaluation Design or if CMS finds that the draft
Evaluation Design is not sufficiently developed.

3) Timeline and Major Milestones. Describe the timeline for conducting the
various evaluation activities, including dates for evaluation-related milestones,
including those related to procurement of an outside contractor, if applicable, and
deliverables. The Final Evaluation Design shall incorporate an Interim and
Summative Evaluation. Pursuant to 42 CFR 431.424(c)(v), this timeline should
also include the date by which the Final Summative Evaluation report is due.
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Attachment E
Preparing the Evaluation Report

Introduction

For states that are testing new approaches and flexibilities in their Medicaid programs
through section 1115 demonstrations, evaluations are crucial to understand and disseminate
what is or is not working and why. The evaluations of new initiatives seek to produce new
knowledge and direction for programs and inform Medicaid policy for the future. While a
narrative about what happened during a demonstration provide important information, the
principal focus of the evaluation of a section 1115 demonstration should be obtaining and
analyzing data on the process (e.g., whether the demonstration is being implemented as
intended), outcomes (e.g., whether the demonstration is having the intended effects on the
target population), and impacts of the demonstration (e.g., whether the outcomes observed in
the targeted population differ from outcomes in similar populations not affected by the
demonstration). Both state and federal governments need improved quantitative and
qualitative evidence to inform policy decisions.

Expectations for Evaluation Reports

Medicaid section 1115 demonstrations are required to conduct an evaluation that is valid (the
extent to which the evaluation measures what it is intended to measure), and reliable (the
extent to which the evaluation could produce the same results when used repeatedly). To this
end, the already approved Evaluation Design is a map that begins with the demonstration
goals, then transitions to the evaluation questions, and to the specific hypotheses, which will
be used to investigate whether the demonstration has achieved its goals. States should have a
well-structured analysis plan for their evaluation. With the following kind of information,
states and CMS are best poised to inform and shape Medicaid policy in order to improve the
health and welfare of Medicaid beneficiaries for decades to come. When conducting
analyses and developing the evaluation reports, every effort should be made to follow the
approved methodology. However, the state may request, and CMS may agree to, changes in
the methodology in appropriate circumstances. When submitting an application for renewal,
the interim evaluation report should be posted on the state’s website with the application for
public comment. Additionally, the interim evaluation report must be included in its entirety
with the application submitted to CMS.

Intent of this Attachment

Title XIX of the Social Security Act (the Act) requires an evaluation of every section 1115
demonstration. In order to fulfill this requirement, the state’s submission must provide a
comprehensive written presentation of all key components of the demonstration, and include
all required elements specified in the approved Evaluation Design. This Attachment is
intended to assist states with organizing the required information in a standardized format and
understanding the criteria that CMS will use in reviewing the submitted Interim and
Summative Evaluation Reports.

The format for the Interim and Summative Evaluation reports is as follows:
A. Executive Summary;
B. General Background Information;
C. Evaluation Questions and Hypotheses;
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Methodology;

Methodological Limitations;

Results;

Conclusions;

Interpretations, and Policy Implications and Interactions with Other State Initiatives;
Lessons Learned and Recommendations; and

Attachment(s).

“—IOMMmMO

Submission Timelines

There is a specified timeline for the state’s submission of Evaluation Designs and Evaluation
Reports. These dates are specified in the demonstration Special Terms and Conditions
(STCs). (The graphic below depicts an example of this timeline). In addition, the state
should be aware that section 1115 evaluation documents are public records. In order to
assure the dissemination of the evaluation findings, lessons learned, and recommendations,
the state is required to publish the evaluation design and reports to the state’s website within
30 days of CMS approval, as per 42 CFR 431.424(d). CMS will also publish a copy to the
Medicaid.gov website.

Required Core Components of Interim and Summative Evaluation Reports

The section 1115 Evaluation Report presents the research about the section 1115
Demonstration. It is important that the report incorporate a discussion about the structure of
the Evaluation Design to explain the goals and objectives of the demonstration, the
hypotheses related to the demonstration, and the methodology for the evaluation. A copy of
the state’s Driver Diagram (described in the Evaluation Design Attachment) must be included
with an explanation of the depicted information. The Evaluation Report should present the
relevant data and an interpretation of the findings; assess the outcomes (what worked and
what did not work); explain the limitations of the design, data, and analyses; offer
recommendations regarding what (in hindsight) the state would further advance, or do
differently, and why; and discuss the implications on future Medicaid policy. Therefore, the
state’s submission must include:

a. Executive Summary — A summary of the demonstration, the principal results,
interpretations, and recommendations of the evaluation.
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B. General Background Information about the Demonstration — In this section, the
state should include basic information about the demonstration, such as:

1) The issues that the state is trying to address with its section 1115 demonstration
and/or expenditure authorities, how the state became aware of the issue, the
potential magnitude of the issue, and why the state selected this course of action to
address the issues.

2) The name of the demonstration, approval date of the demonstration, and period of
time covered by the evaluation;

3) A brief description of the demonstration and history of the implementation, and if
the evaluation is for an amendment, extension, renewal, or expansion of, the
demonstration;

4) For renewals, amendments, and major operational changes: A description of any
changes to the demonstration during the approval period; whether the motivation
for change was due to political, economic, and fiscal factors at the state and/or
federal level; whether the programmatic changes were implemented to improve
beneficiary health, provider/health plan performance, or administrative efficiency;
and how the Evaluation Design was altered or augmented to address these
changes.

5) Describe the population groups impacted by the demonstration.

C. Evaluation Questions and Hypotheses — In this section, the state should:

1) Describe how the state’s demonstration goals were translated into quantifiable
targets for improvement, so that the performance of the demonstration in
achieving these targets could be measured. The inclusion of a Driver Diagram in
the Evaluation Report is highly encouraged, as the visual can aid readers in
understanding the rationale behind the demonstration features and intended
outcomes.

2) ldentify the state’s hypotheses about the outcomes of the demonstration;

a. Discuss how the goals of the demonstration align with the evaluation
questions and hypotheses;

b. Explain how this Evaluation Report builds upon and expands earlier
demonstration evaluation findings (if applicable); and

c. Address how the research questions / hypotheses of this demonstration
promote the objectives of Titles XIX and XXI.

D. Methodology - In this section, the state is to provide an overview of the research that
was conducted to evaluate the section 1115 demonstration consistent with the
approved Evaluation Design. The evaluation Design should also be included as an
attachment to the report. The focus is on showing that the evaluation builds upon
other published research (use references), and meets the prevailing standards of
scientific and academic rigor, and the results are statistically valid and reliable.

An interim report should provide any available data to date, including both
quantitative and qualitative assessments. The Evaluation Design should assure there is
appropriate data development and collection in a timely manner to support developing
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an interim evaluation.

This section provides the evidence that the demonstration evaluation used the best
available data and describes why potential alternative data sources were not used,;
reported on, controlled for, and made appropriate adjustments for the limitations of
the data and their effects on results; and discusses the generalizability of results. This
section should provide enough transparency to explain what was measured and how.
Specifically, this section establishes that the approved Evaluation Design was
followed by describing:

1) Evaluation Design—Will the evaluation be an assessment of: pre/post, post-only,
with or without comparison groups, etc.?

2) Target and Comparison Populations—Describe the target and comparison
populations; include inclusion and exclusion criteria.

3) Evaluation Period—Describe the time periods for which data will be collected.

4) Evaluation Measures—What measures are used to evaluate the demonstration,
and who are the measure stewards?

5) Data Sources—Explain where the data will be obtained, and efforts to validate
and clean the data.

6) Analytic methods—Identify specific statistical testing which will be undertaken for
each measure (t-tests, chi-square, odds ratio, ANOVA, regression, etc.).

7) Other Additions — The state may provide any other information pertinent to the
evaluation of the demonstration.

E. Methodological Limitations
This section provides sufficient information for discerning the strengths and
weaknesses of the study design, data sources/collection, and analyses.

F. Results — In this section, the state presents and uses the quantitative and qualitative
data to show to whether and to what degree the evaluation questions and hypotheses
of the demonstration were achieved. The findings should visually depict the
demonstration results (tables, charts, graphs). This section should include information
on the statistical tests conducted.

G. Conclusions- In this section, the state will present the conclusions about the
evaluation results.
1) In general, did the results show that the demonstration was/was not effective in
achieving the goals and objectives established at the beginning of the
demonstration?
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2) Based on the findings, discuss the outcomes and impacts of the demonstration and
identify the opportunities for improvements. Specifically:
a. If the state did not fully achieve its intended goals, why not? What could be
done in the future that would better enable such an effort to more fully achieve
those purposes, aims, objectives, and goals?

H. Interpretations, Policy Implications and Interactions with Other State Initiatives
— In this section, the state will discuss the section 1115 demonstration within an
overall Medicaid context and long range planning. This should include interrelations
of the demonstration with other aspects of the state’s Medicaid program, interactions
with other Medicaid demonstrations, and other federal awards affecting service
delivery, health outcomes and the cost of care under Medicaid. This section provides
the state with an opportunity to provide interpretation of the data using evaluative
reasoning to make judgments about the demonstration. This section should also
include a discussion of the implications of the findings at both the state and national
levels.

I. Lessons Learned and Recommendations — This section of the Evaluation Report
involves the transfer of knowledge. Specifically, the “opportunities” for future or
revised demonstrations to inform Medicaid policymakers, advocates, and stakeholders
IS just as significant as identifying current successful strategies. Based on the
evaluation results:

1) What lessons were learned as a result of the demonstration?

2) What would you recommend to other states which may be interested in
implementing a similar approach?

J. Attachment
1) Evaluation Design: Provide the CMS-approved Evaluation Design
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