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Evaluation Design and Reporting for Section 1115 Demonstrations

The Centers for Medicare & Medicaid Services (CMS) developed this document to outline expectations for
rigorous section 1115 demonstration evaluations and to help states meet the requirements for evaluation
designs (Section I) and interim and summative evaluation reports (Section Il) per demonstration special
terms and conditions (STCs). All states are expected to address demonstration costs in conjunction with
demonstration goals and outcomes as part of their evaluation, following CMS guidance. In addition, for
certain policies, CMS also releases policy-specific evaluation guidance.” States should use these resources
as a foundation for discussions with their independent evaluators. They do not replace the evaluation
design process. CMS recommends states engage evaluators early—ideally before implementation of the
demonstration—to develop robust evaluation designs and plan data collection. CMS offers additional
technical assistance upon request.

CMS evaluation policy

To ensure accountability for Medicaid demonstration outcomes, states with approved section 1115
demonstrations (hereafter “demonstrations”) must conduct regular monitoring and rigorous evaluations.
While monitoring reports provide timely insights into demonstration implementation, evaluations assess
whether demonstrations achieve their goals and identify programmatic areas for improvement. States are
required to submit to CMS an evaluation design tailored to the state-specific demonstration within 180
days after the demonstration’s approval. CMS must approve the evaluation design, and every effort
should be made to follow the approved evaluation design when conducting analyses and developing
interim and summative evaluation reports in accordance with the requirements and timelines specified in
demonstration STCs. Any deviations from the approved evaluation design must be clearly documented in
evaluation reports. Approved evaluation designs and reports become public records once they are
posted to Medicaid.gov, and states must also publish them to their state Medicaid website within 30 days
of CMS approval per the STCs and 42 CFR 431.424(e).

Regulations Governing Section 1115 Medicaid Demonstration Evaluations

Section 1115 requires that federal regulations specify requirements for demonstration evaluations. 42 CFR
431.424 outlines general evaluation requirements, including evaluation design components such as hypotheses,
data sources, and comparison strategies. 42 CFR 431.412 outlines requirements for including high-level
evaluation plans with initial demonstration applications and evaluation reports with any subsequent
demonstration extension requests. STCs for each demonstration further specify CMS expectations for the
content and timing of evaluation designs and interim and summative evaluation reports.

. Required core components of all evaluation designs

The evaluation design is the roadmap for conducting the evaluation. The roadmap begins with the stated
goals for the demonstration followed by quantifiable hypotheses and measurable research questions that
support determining the extent to which the demonstration achieved its goals.

The content included in an evaluation design submitted to CMS by each state will need to be customized
to the specific demonstration. For example, a state may wish to modify or add hypotheses or research

" These resources are available to states on the Medicaid.gov website: https://www.medicaid.gov/medicaid/section-
1115-demonstrations/1115-demonstration-monitoring-evaluation/1115-demonstration-state-monitoring-evaluation-
resources.
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questions beyond those suggested in policy-specific evaluation guidance to ensure alignment with the

demonstration’s goals and policies.

Note that for demonstrations with more than one policy, it may not be possible to attribute observed
effects to individual policies within the demonstration and consequently, the state may not be able to
address all recommended research questions in each policy-specific document. States should work with
their evaluators and consult with CMS to determine which research questions are most appropriate and
feasible to address for individual demonstration policies, while ensuring alignment with any requirements
in STCs regarding research questions.

The format for the evaluation design should be as follows:

m o N = >

General background information

Evaluation hypotheses and research questions
Methodology

Methodological limitations

Attachments

The remainder of this section provides guidance on how to complete each of these sections. Note that the
state and its evaluator should ensure that there is appropriate data development and collection in a timely
manner to support the interim and summative evaluation reports.

A.

General background information

The state should include basic information about the demonstration, as follows:

1.

The name of the demonstration, approval date of the demonstration, and period covered by
the evaluation. If the demonstration approval period and the evaluation period are not identical, the
state should indicate the difference and provide a brief explanation (for example, the demonstration
was approved in January 2025 but did not begin implementation until April 2025). If implementation
of various demonstration policies is staggered, this information should also be captured.

The goals that the state is aiming to address with the demonstration. The state should identify
and describe the demonstration goals. Goals should be included for each policy of the demonstration
and should be used to inform evaluation hypotheses.

A brief description of the demonstration and anticipated implementation. The summary should
include information relevant to the evaluation design, such as the beneficiary populations covered by
the demonstration, the health care providers, health plans, and other providers eligible to participate
in the demonstration, and the services provided through the demonstration. The summary should
also describe implementation timing, and any plans for a staggered roll-out of the demonstration by
geographic area,? which may create opportunities for quasi-experimental research designs using
within-state comparison groups.

Other relevant contextual factors. The state should note other state or local health care delivery or
payment reform efforts as well as other social services programs that may affect either the
demonstration, the evaluation, or both. It should also describe community characteristics, such as

2 Demonstration roll-out may also be staggered by health plans, facility types, or by beneficiary eligibility groups.
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local socioeconomic, geographic, and policy contexts, and access to health care services in areas
served by the demonstration.

Evaluation hypotheses and research questions

In this section, the state should describe how the demonstration goals are translated into quantifiable
targets, so that the performance can be measured. Specifically, the state should include the following:

1.

Conceptual framework. CMS expects the evaluation design to include a conceptual framework for
the demonstration (such as a logic model). Establishing a conceptual framework helps states and
their evaluators link evaluation hypotheses with policy goals. The conceptual framework could depict
expected short-term, intermediate, and long-term outcomes for each policy.? Depicting the temporal
order of expected outcomes is important because some later outcomes are logically dependent on
realizing earlier outcomes. In these cases, long-term outcomes should be interpreted in the context
of short-term and intermediate outcomes.

The conceptual framework could also include a description of any moderating factors, confounding
variables and contextual variables. States may also include potential unintended or adverse
consequences. When controlling for confounding and contextual variables, the evaluation should not
control for variables that are themselves outcomes that are impacted by the demonstration.

e Moderators are factors that can influence the effectiveness of the demonstration or can help to
explain differential effectiveness. These factors can include implementation outcomes. For
example, beneficiary understanding of demonstration policies or the degree to which collaboration
and coordination between health care providers is achieved are likely to affect—and should inform
interpretation of—observed demonstration outcomes.

e Confounding variables influence both participation in the demonstration and its outcomes and can
bias evaluation results if the evaluation approach does not appropriately control for them.
Beneficiaries’ baseline health status is an example of a confounding variable that evaluators should
control for in any regression model of the effect of demonstration policies on health outcomes.

e Contextual factors include economic, institutional, geographic, and historical factors, as well as
potential challenges such as limited access to health care providers that can alter the relationship
between the demonstration and the outcomes. Contextual factors can be moderators or
confounders but do not necessarily have to be one of them.

States and their evaluators should consider developing partnerships with subject matter experts,
health care providers, health plans, other providers, other entities involved in implementing the
demonstration, beneficiaries participating in the demonstration, and other stakeholders to provide
input on the conceptual framework and comment on which outcomes and potential unintended
consequences should be the focus of the evaluation. Example logic models are included in the policy-
specific documents.

Hypotheses and research questions. The evaluation design must include a discussion of the
hypotheses that the state intends to test, along with research questions that will address each
hypothesis. In addition to hypotheses about demonstration impacts and associated research

3 For more information on logic models as an example of a conceptual framework, refer to “Best Practices in Causal
Inference for Evaluations of Section 1115 Demonstrations.”
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questions, the evaluation design must include implementation questions. Implementation questions
examine how demonstration policies are put in place, how they proceed over time, and whether and
why they proceed as expected or not. The supplemental policy-specific documents include suggested
implementation questions, which are not tied to hypotheses.

Hypotheses should correspond to the demonstration’s policy goals and should be clearly written to
state the direction of the expected change (for example, “the demonstration improved outcome X").
Research questions should be listed under each hypothesis and can be open ended (for example,
"how did the demonstration affect outcome X"). In this case, evaluators should use two-sided
hypothesis tests to allow them to observe unexpected effects. Primary research questions address
high-level effects of the demonstration or its policies. Subsidiary research questions help states and
CMS to understand observed effects on outcomes of interest in greater detail. Relevant hypotheses
and research questions are listed in the supplemental policy-specific documents. States may add
hypotheses and research questions designed to evaluate state-specific aspects of a demonstration.

When evaluating demonstration policies that are part of a demonstration extension (that is,
implemented over successive demonstration approval periods), the state should, as applicable, update
hypotheses, research questions, and expected outcomes. For example, if policies continue from a
previous demonstration period, outcomes related to those policies may not be expected to change;
rather, a hypothesis might state that such outcomes will be no worse than those in the initial
demonstration period.

C. Methodology

In this section, the state should describe in detail the proposed research methodologies. Methods should
meet the prevailing standards of scientific and academic rigor to ensure that the results are statistically
valid and reliable, and that where appropriate, the design uses established practices from published
research.

This section explains how the evaluation will use the best available data, address data and methodological
limitations, discuss how these limitations affect result interpretation, and examine whether the results can
be applied more broadly.

1. Overview of analytic methods. In this section, the state should summarize the proposed analytic
approach. For each research question, the state should identify at least one analytic approach. The
policy-specific documents present multiple options to prompt states to choose among feasible
approaches given data availability and demonstration design. When possible, the use of multiple
approaches can strengthen confidence in findings. Analytic approaches may be quantitative or
qualitative depending on the research question. The state may also propose alternative approaches
consistent with best practices in health policy evaluation.* States should develop analytic approaches
to address both implementation and evaluation research questions.®> The state should summarize its
methodological approach in one or more design tables. Design tables must specify comparison

4 See "Best Practices in Causal Inference for Evaluations of Section 1115 Demonstrations” for a general discussion of
evaluation planning criteria and “Selecting the Best Comparison Group and Evaluation Design: A Guidance Document
for State Section 1115 Demonstration Evaluations” for a detailed discussion of comparison group strategies.

5 See “Conducting Robust Implementation Research for Section 1115 Demonstration Evaluations”.
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strategies, outcome measures, data sources, and analytic approaches for each research question. The
table below provides an example template.

Table 1. Example design table for a demonstration evaluation

Outcome Analytic Approach and
Research Question Measures Data Sources Comparison Strategy
Primary implementation question 1 Not applicable Key informant Qualitative analysis of interview
interviews material

Hypothesis 1

Primary research question 1.1 Measure 1 Medicaid fee-for- Interrupted time series with
Measure 2 service and encounter  beneficiaries in the pre-
Measure 3 claims records demonstration period as the
baseline
Subsidiary research question 1.1a Measure 1 Medicaid fee-for- Difference-in-differences with
Measure 2 service and encounter  beneficiaries not eligible to
Measure 3 claims records participate in the demonstration
as comparison group
Primary research question 1.2 Measure 1 Beneficiary survey Descriptive statistics
Measure 2
Primary research question 2 Measure 1 Key informant Qualitative analysis of interview
Measure 2 interviews material

2. Demonstration and comparison populations. The evaluation design should provide details on the
beneficiaries or providers eligible to participate, as well as the inclusion and exclusion criteria for
beneficiaries or eligible providers and how beneficiaries are attributed to participating providers. CMS
expects all states to make their best effort to use experimental or quasi-experimental designs that
incorporate appropriate comparison groups. A comparison group refers to a group of beneficiaries
or providers that do not participate in the demonstration, against which the state compares
demonstration outcomes. Using comparison groups and quasi-experimental designs increases the
internal validity of evaluation results and provides greater confidence that the observed changes can
be attributed to the policy intervention.®

Comparison group selection should be informed by the best opportunity to establish a counterfactual
to test the effects of the demonstration. Developing a comparison group requires identifying a group
of beneficiaries who are similar to the demonstration group in their observable characteristics (for
example, Medicaid eligibility group, urbanicity, and underlying risk factors) and who are not impacted
by the demonstration, or another intervention with similar objectives.” Comparison groups will either
be within-state, or out-of-state if in-state comparisons are not viable.

If the demonstration involves staging implementation by geographic area, provider, or health plan
characteristics, beneficiaries or providers not yet exposed to the demonstration can serve as a within-
state comparison group for beneficiaries or providers already exposed to the demonstration. If a

6 See “Selecting the Best Comparison Group and Evaluation Design: A Guidance Document for State Section 1115
Demonstration Evaluations.”

7 A similar logic applies when selecting a comparison group of providers if the analysis is at the provider level.
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state chooses to roll out a demonstration in different geographic areas at different times, the state
should ensure that areas within each wave of adoption are broadly similar.

States can develop out-of-state comparison strategies and should also consider the possibility of
drawing on Medicaid administrative data from other states.® Out-of-state comparison groups should
be selected from states with a similar policy environment (for example, Medicaid expansion status or
degree of managed care enrollment), and they should have similar observed characteristics to those
in the demonstration population, but should not be exposed to the same demonstration policies.®

Evaluators should generally avoid constructing comparison groups based on beneficiaries who are
eligible to participate in the demonstration but who choose not to join the demonstration. It will be
challenging to disentangle differences due to beneficiary self-selection into the demonstration from
differences due to demonstration policies. Evaluators should use this comparison strategy only when
no other suitable comparison group is available, and when such a comparison is made, should caution
the interpretation of such results.™

In addition, policies that differ on either side of a threshold value (for example, just above or below an
income eligibility or risk score cutoff) create the possibility of conducting regression discontinuity
analysis, another methodologically rigorous approach.™

The state’s description of comparison groups should specify inclusion and exclusion criteria and
describe how the state will overcome drawbacks in specific comparison group strategies. For
example, comparison beneficiaries who meet the demonstration’s eligibility requirements, but live in a
part of the state not served by the demonstration (due to staggered rollout or geographic focus
areas) or live in another state, may still differ from beneficiaries participating in the demonstration in
important ways that confound estimated demonstration effects. This issue may be of particular
concern if the demonstration operates only in some regions of the state and those regions differ in
urbanicity or demographics from regions not part of the demonstration, or if the demonstration
regions are differently affected by external forces, such as economic recession. To address this type
of challenge, it may be advisable to use propensity score matching or weighting or other statistical
techniques to adjust for differences in observable characteristics between the two groups.

When comparison groups are not feasible, the state should consider the next most rigorous research
design. For example, if outcome and covariate data for eligible Medicaid beneficiaries or providers
are available prior to demonstration implementation, the state could conduct a single interrupted
time series analysis, which may be an acceptable approach when credible comparison groups are
unavailable. Multiple pre-period observations are necessary for single interrupted time series analysis;
thus, the evaluator will need more than just the first year of implementation to establish the pre-
period for the evaluation. Furthermore, a single interrupted time series design assumes that
extrapolations from pre-intervention trends provide a good counterfactual for what would have
occurred, absent the intervention.

8 States may also use national surveys to construct an out-of-state comparison group.

9 For guidance on selecting out-of-state comparison groups and using synthetic control methods, see “Selection of
Out-of-State Comparison Groups and the Synthetic Control Method.”

10 For guidance on methods for individual-level matching with no fixed start date, see “Matching Methods for the
Evaluation of Section 1115 Demonstrations.”

1 See “Regression Discontinuity Designs in the Evaluation of Section 1115 Demonstrations.”

6


https://www.medicaid.gov/medicaid/section-1115-demo/downloads/evaluation-reports/outofstate-comp.pdf
https://www.medicaid.gov/medicaid/section-1115-demo/downloads/evaluation-reports/outofstate-comp.pdf
https://www.medicaid.gov/medicaid/section-1115-demo/downloads/evaluation-reports/matching-methods.pdf
https://www.medicaid.gov/medicaid/section-1115-demo/downloads/evaluation-reports/matching-methods.pdf
https://www.medicaid.gov/medicaid/section-1115-demo/downloads/evaluation-reports/regression-discontinuity-designs.pdf

Evaluation Design and Reporting for Section 1115 Demonstrations Centers for Medicare & Medicaid

This approach assumes no expected regression to the mean. Regression to the mean occurs, for
example, when an outcome is higher than its long-run average in the baseline period and returns to
its average during the demonstration period. This decline in the outcome should not be interpreted
as a causal impact of the demonstration because it would have likely occurred in the absence of the
demonstration. For example, interventions that aim to serve people who frequently use the
emergency department (ED) might enroll individuals just after a period of unusually high ED use.
Even without any intervention, the individual would be expected to return to their long-run average
ED use and have fewer ED visits within the follow-up period. A single interrupted time series
approach also requires that there are no unexpected shocks, such as the coronavirus (COVID-19)
pandemic, during the pre- or post-intervention periods that strongly influence study outcomes in a
way that deviates from baseline period trends.

3. Evaluation period. The evaluation design should clearly specify the evaluation period, as well as
which hypotheses, research questions, and data will be included in both the interim and summative
evaluation reports. If the state anticipates difficulties addressing certain research questions in the
interim evaluation report—for example, because of a lag in data availability—the evaluation design
should note those research questions and explain the expected timing.

4. Evaluation measures. The evaluation design should list all measures the state will assess.

Outcome measures

For each outcome measure the state should include the numerator and denominator, as well as the
measure steward (that is, the organization responsible for defining, validating, and maintaining a
measure, including submitting it for endorsement). The state should ensure the following:

e The measures cover both processes and outcomes.

e The measures address improving the quality of care and health outcomes and controlling cost of
care.

e Benchmarking and comparisons to national and state standards should be used, where appropriate.

Recommended sources for Medicaid-specific measures include those that are part of the Medicaid
Core Sets, which are available at https://www.medicaid.gov/medicaid/quality-of-care/index.html.

Other measure sets, not specific to Medicaid, can be identified from the following sources:

¢ National Quality Forum (NQF): https://www.qualityforum.org/

e Healthcare Effectiveness Data and Information Set (HEDIS) measures: http://www.ncga.org/hedis-

quality-measurement/hedis-measures

e CMS Measure Inventory Tool: https://cmit.cms.gov/CMIT public/ListMeasures

Measures of contextual and confounding factors

Estimated impacts should be separately identified from contextual and confounding factors (as
delineated in Section B.1). A common approach is to construct measures of these factors and use
those measures as covariates in a quasi-experimental regression model. This might require the use of
data sources beyond those described in Section 5 below.
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5. Data sources. In this section, the state should provide details on the data sources for the evaluation,
including all data sources listed in the design table(s). CMS recommends the use of both qualitative
and quantitative data, depending on the best way to address specific research questions. If power
calculations suggest that analyses will be underpowered and it is not possible to generate larger
samples, the state should engage with CMS for guidance on acceptable use of descriptive analyses.

Potential data sources for demonstration evaluations include, but are not limited to:

¢ Qualitative data including interviews and focus groups with beneficiaries, health care providers,
health plans, other providers, and/or other key informants. These data sources are important for
informing quantitative analyses and interpreting results by providing context for observed
outcomes.

¢ Beneficiary, health care provider, health plan, and provider surveys. Beneficiary surveys can yield
rich information on topics such as beneficiary experiences and self-reported health status.

¢ Medicaid administrative data, including claims, encounters, enrollment, and demonstration
monitoring data, are necessary to answer research questions about the effects of demonstrations
on service use and health care outcomes and can support rigorous quasi-experimental evaluation
designs.

¢ Administrative data for non-Medicaid programs, including the Supplemental Nutrition Assistance
Program (SNAP) and Temporary Assistance for Needy Families (TANF) can generate planned
outcome measures across the demonstration and comparison groups and be linked to Medicaid
data. All-payer claims database (APCD) data may serve as a source of information on enrollment in
commercial health insurance.

o National survey data covering demonstration and comparison states, including the Behavioral Risk
Factor Surveillance Survey (BRFSS), National Health Interview Survey (NHIS), Healthcare Cost and
Utilization Project (HCUP), American Community Survey (ACS), or Current Population Survey (CPS)
data. These national surveys have the advantage of being publicly available, but may not allow
states to isolate demonstration populations and are known to undercount Medicaid beneficiaries.

6. Analytic methods. In this section, the state should provide details on all analytic methods planned
for the evaluation, including each analysis listed in the design table(s). CMS recommends a mixed-
methods evaluation design, using both qualitative and quantitative data to conduct descriptive and
impact analyses. The objective of qualitative analyses is to understand demonstration
implementation and operations as well as beneficiary, health care provider, health plan, and provider
experience, and to support the design and interpretation of quantitative analyses. The objective of
quantitative analyses is to assess measured changes in demonstration outcomes, some of which may
be attributable to the demonstration. The state should explain how the evaluation will integrate
findings from both types of analyses. The appendix describes common quantitative analysis methods
in more detail.

Further considerations for qualitative analyses. Qualitative approaches enable states to conduct an in-
depth exploration of topics and can shed light on the mechanisms by which the demonstration achieves
its goals and can help explain and interpret the quantitative findings. They may also reveal
implementation facilitators and barriers and allow the state to optimize implementation processes. There
are several important considerations for conducting qualitative research:
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¢ Key respondents may include benéeficiaries enrolled in the demonstration, providers who serve Medicaid
beneficiaries, and people working in agencies and organizations directly involved in carrying out the
demonstration.

e States and their evaluators have to choose whether to conduct the interviews and focus groups in-
person, by phone, or virtually. Some of the factors that drive these decisions include the type and
sensitivity of the information sought, the ease of scheduling, and the evaluation budget.

e Interview questions should be flexible enough to promote conversation and explore areas that
interviewers had not considered in advance. States should also follow best practices such as using
open-ended questions, avoiding leading language, ordering questions strategically, including sub-
questions and probes, and testing the questions in advance, among other best practices.

Further requirements for the analytic approach. For each planned analytic approach included in the
design table(s), the evaluation design should describe the demonstration population, time points for data
collection, and outcome measures. For planned regressions, the evaluation design should specify the
statistical model, list control variables, and any other specifications such as clustering. Depending on the
demonstration policy being evaluated and the expected outcomes, important control variables may
include beneficiary characteristics including demographics (such as age and sex), household income,
clinical characteristics (behavioral or physical health comorbidities), dual eligible status, and area-level
economic and health system characteristics. The state should also consider controls for other ongoing
initiatives measured at baseline, such as value-based care initiatives and quality improvement activities led
by health plans that may influence beneficiary outcomes studied as part of the demonstration evaluation.
Controlling for the influence of other initiatives will be particularly important if participation in these other
initiatives varies between beneficiaries in the demonstration and comparison groups.

Subpopulation analyses. To the extent possible, the evaluation should disaggregate data to explore
outcome differences across subpopulations and examine interaction effects by beneficiary or health care
provider, health plans, and other providers (if applicable) characteristics. The state should plan to gather
enough data to allow observation of differences in relevant subpopulation outcomes of a reasonable
magnitude within 95 percent confidence intervals when feasible and should show power calculations to
support the feasibility of subpopulation analyses. When assessing subpopulation-specific outcomes or
demonstration impacts, states should not compare subpopulations to each other or to a reference group,
but rather to a universal goal, which is a clinically recommended or otherwise optimal level of a particular
demonstration outcome.

D. Methodological limitations

In this section, the state should provide detailed information on the limitations of the evaluation. These
could include the availability of comparison groups, the data sources or collection process, or analytic
methods. The state should also identify any efforts to minimize methodological limitations and should
acknowledge where limitations will preclude causal inferences about the effects of demonstration policies.
In addition, this section should include any information about features of the demonstration that present
methodological constraints.

CMS recognizes that states may sometimes be unable to conduct analyses that establish causal inference
for all demonstration elements. If the state is unable to implement a strong quasi-experimental approach
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(for example, because of data limitations or lack of a suitable comparison group), it must provide a
detailed justification for not being able to do so in this section.

E. Attachments

1. Independent evaluator. This attachment should describe how the state will ensure that the
independent evaluator will conduct a fair and impartial evaluation, prepare objective evaluation
reports, and that there would be no conflict of interest. The evaluation design should include “No
Conflict of Interest” signed confirmation statements from the independent evaluator.

2. Evaluation budget. A budget for the evaluation shall be provided with the evaluation design. It will
include the total estimated cost for all years, 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 and fielding of all survey and measurement instruments, quantitative and qualitative
data collection, data cleaning and analyses, and report generation.

3. Timeline and major milestones. This attachment must describe the timeline for conducting the
various evaluation activities, including dates for evaluation-related milestones, such as those related
to evaluation report deliverables.

Il. Required core components of interim and summative evaluation reports

Interim and summative evaluation reports present findings about a demonstration’s policies that were
produced by implementing the CMS-approved evaluation design. Interim evaluation reports are due one
calendar year before the end of the demonstration approval period or at the time the state applies to
extend the demonstration. Summative evaluation reports are due 18 months after the end of the
demonstration.

For both interim and summative evaluation reports, the state’s submission must include the following
sections, discussed further below:

A. Executive summary

B. General background information about the demonstration
C. Research questions and hypotheses

D. Methodology

E. Methodological limitations

F. Results

G. Conclusions

H.

Lessons learned and policy implications

A. Executive summary

Evaluation reports must include a summary of the demonstration, the principal results and interpretations
of the evaluation, and policy recommendations deriving from the evaluation evidence.

B. General background information about the demonstration

In this section, the state should include basic information about the demonstration, similar to the general
background information section of the evaluation design (Section I.A).

10
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C. Research questions and hypotheses

In this section, the state should:

1. Describe how the demonstration’s goals were translated into quantifiable targets for improvement, so
that the performance of the demonstration in achieving these targets could be measured. The state
should include the conceptual framework developed for the evaluation design to aid readers in
understanding the rationale behind the demonstration features and intended outcomes.

2. ldentify the state’s hypotheses, research questions, and outcomes of the demonstration.

D. Methodology

In this section, the state should provide an overview of the methodology used to evaluate the
demonstration. It should include the design table from the CMS-approved evaluation design (see
example in Section I.C), noting any deviations from planned approaches and providing a justification for
any deviations. The state should ensure the description meets the prevailing standards of scientific and
academic rigor, and that the results are statistically valid and reliable. The reports should provide any
available data to date, including both quantitative and qualitative assessments.

Specifically, this section describes:

1. Evaluation design—Describe the comparison strategy for assessing each outcome, such as pre/post,
post-only, and with or without comparison groups.

2. Demonstration and comparison populations—Describe the demonstration and comparison
populations; include inclusion and exclusion criteria.

3. Evaluation period—Describe the time periods for which data were collected.

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

5. Data sources—Explain where the data were obtained, and efforts to validate and clean the data.

6. Analytic methods—Identify specific statistical testing used for each measure (t-tests, chi-square,
regression, interrupted time series, difference-in-differences, etc.).

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

E. Methodological limitations

This section should provide sufficient information for discerning the strengths and weaknesses of the
methods, data sources/collection, and analyses. It describes how the evaluator 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.

F. Results

In this section, the state presents and uses the quantitative and qualitative data to show whether
outcomes align with hypotheses and to what extent the demonstration’s goals were achieved. The
qualitative results should be presented in the format most conducive to the method employed, and the
quantitative results should be presented in both narrative and visual depictions (such as through tables,
charts, or graphs). This section should include information on the statistical tests conducted.

11
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G. Conclusions

In this section, the state will present a synthesis across the analyses to succinctly establish the extent to
which the demonstration progressed towards meeting the goals of the demonstration. This section
should consider the collective evidence across the outcome measures assessed.

1. In general, did the results show that the demonstration was/was not effective in achieving the goals
and objectives of the demonstration?

2. Based on the findings, discuss the outcomes and impacts of the demonstration and identify
opportunities for improvements. Specifically, if the state did not fully achieve its intended goals, why
not? What could be done in the future that would enable the demonstration to more fully achieve
those goals?

For interim evaluation reports, the state should account for the interim nature of the results and recognize
that findings in the interim evaluation report do not necessarily represent demonstration impacts once
the demonstration is fully implemented.

H. Lessons learned and policy implications

In this section, the state will discuss its conclusions about the demonstration within an overall Medicaid
context and in light of long-range planning. This section should discuss the implications of the evaluation
findings for future policy at both the state and national levels. Lessons learned and challenges that
emerged from the demonstration that should reach Medicaid policymakers, advocates, and stakeholders
to inform future demonstrations (in the state or another state) are just as important as identifying
successful strategies. Based on the evaluation results, states should address:

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

2. What changes are you making to the demonstration to improve the performance and outcomes?

Appendix: Quantitative analysis methods

When assessing demonstration hypotheses, states should use the most rigorous quantitative method that
is feasible to estimate demonstration impacts on outcomes of interest. Ordered from most to least
rigorous, these methods include:

Randomized controlled trials

Difference-in-differences

Regression discontinuity designs

Interrupted time series

Pre-post analysis

o U w bh =

Descriptive analysis

The following sections describe these methods in more detail.

A. Randomized controlled trials

Randomized controlled trials (RCTs) are experimental and allow causal attribution of observed effects to
demonstration policies. In an RCT, states randomly assign Medicaid beneficiaries or healthcare providers
who are eligible to participate in the demonstration into either a demonstration (treatment) group or into
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a control group. The control group does not participate in the demonstration. Although RCTs are the
gold standard of causal inference, they are rarely feasible in evaluations of section 1115 demonstrations.
If states conduct an RCT to estimate demonstration impacts, they compare mean outcomes of
demonstration and control groups. Because the two groups have the same observed and unobserved
characteristics, on average, no further regression adjustments are usually necessary.

B. Difference-in-differences

Difference-in-differences (DID) is a quasi-experimental approach that allows states to estimate the causal
effect of demonstrations if DID is conducted properly. DID analysis requires a comparison group and
compares trends for beneficiaries participating in the demonstration with trends for beneficiaries not
affected by the demonstration. Comparison beneficiaries could be either in the demonstration state (but
not affected because they are not eligible to participate in the demonstration or due to the
demonstration’s geographic focus or phased rollout) or in other states with a similar Medicaid program
but without the demonstration policy being evaluated. States are encouraged to include at least two pre-
demonstration years; this is necessary to assess pre-trends (see below). The outputs generated from the
difference-in-differences model estimation represent outcome trends in the demonstration and
comparison groups over time from before and after the demonstration began, including whether the rate
of change differs in each of the groups. If the effect of the interaction term between the demonstration
group and the post-period is positive, then the demonstration is associated with an increase in the
outcome of interest relative to the comparison group trend. In other words, the demonstration has a
positive impact on the outcome.

DID only yields a valid estimate of demonstration impacts when outcomes of demonstration and
comparison groups are on the same path before implementation of the demonstration. States need to
verify that pre-trends are parallel by assessing pre-demonstration outcome trends. If these outcome
trends are different or demonstration and comparison groups differ otherwise (for example, in terms of
demographic characteristics), states can combine DID with matching or weighting methods, such as
inverse propensity score weighting, to achieve better balance.™

States have to apply DID methods carefully when beneficiaries start participating in the demonstration at
different times throughout the demonstration period. This could happen when states roll out the
demonstration in different regions at different times or when beneficiaries qualify for the demonstration
once they satisfy an eligibility requirement. Several approaches are available in these scenarios to
estimate unbiased demonstration impact.’

C. Regression discontinuity designs

Regression discontinuity designs (RDDs) are another quasi-experimental approach that allows states to
estimate the causal effect of demonstrations. RDDs use a threshold in a continuous running variable to
estimate impacts. In the evaluation of section 1115 demonstrations, states can use RDD when eligibility

12 See “Matching Methods for the Evaluation of Section 1115 Demonstrations” for details on matching and weighting
methods. Matching can be counterproductive in DID analysis. For a discussion of bias introduced by matching in DID
analysis, see Daw, J. R, and L. A. Hatfield. “Matching and Regression to the Mean in Difference-in-Differences
Analysis.” Health Services Research, vol. 53, no. 6, 2018, pp. 4138-4156.

13 For an overview of these methods, see Roth, J,, P. H. C. Sant'Anna, A. Bilinski, A, and J. Poe. “What's Trending in
Difference-in-Differences? A Synthesis of the Recent Econometrics Literature.” Journal of Econometrics, vol. 235, no. 2,
2023, pp. 2218-2244.
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for or participation in a demonstration depends on a threshold, such as an age or income cutoff. When
using an RDD, states compare beneficiaries just above the threshold (those who participate in the
demonstration) with beneficiaries just below the cutoff (those who are not eligible to participate in the
demonstration). Because beneficiaries just above and just below the cutoff are similar in all other aspects,
a difference in outcomes can be interpreted as an impact of the demonstration. If the average outcome is
higher above the threshold (assuming beneficiaries above the threshold participate in the demonstration),
it implies that the demonstration has a positive impact on the outcome. When implementing an RDD,
states need to consider several methodological details, such as the functional form of the regression that
estimates outcomes above and below the threshold and the bandwidth, that is, the outcome range
around the threshold that is used for estimation.™

D. Interrupted time series

For states that do not have a viable comparison group or when eligibility for the demonstration does not
allow an RDD, one approach to assessing outcome trends over time is to use an interrupted time series
(ITS) model. This model can estimate different linear effects in the pre-demonstration and post-
demonstration periods. States need to include enough pre-demonstration observations to estimate a
precise trend. The estimates from the interrupted time series model demonstrate outcome trends in the
demonstration group. If the average marginal effect of the interaction term between the time variable
and an indicator for the post-period in the outcome regression is positive, then the outcome of interest is
higher in the post-demonstration period than in the pre-demonstration period. In other words, the
demonstration is associated with an increase in the outcome. Interrupted time series models without a
comparison group cannot determine whether any estimated changes are caused by the demonstration.

E. Pre-post analysis

If a state does not have comparison group data available and does not have enough data points to
conduct an ITS model, another option would be to conduct a pre-post analysis, which compares
outcomes among those affected by the demonstration policy in a single pre-demonstration period and a
single post-demonstration period. The pre-post regression results represent outcome changes in the
treatment group before and after the demonstration began. If the average marginal effect of the post-
period indicator in the outcome regression is positive, then the outcome of interest is higher in the post-
demonstration period than in the pre-demonstration period. In other words, the demonstration is
associated with an increase in the outcome. Pre-post models cannot determine whether any estimated
changes are caused by the demonstration. Nonetheless, when comparison group data and multiple pre-
demonstration observations are unavailable, pre-post models will provide information about changes in
outcomes after demonstration implementation.

F. Descriptive analysis

Descriptive analysis is an appropriate method for addressing research questions about demonstration
processes (for example, whether the demonstration is being implemented as intended). Descriptive
analyses of demonstration outcomes (for example, whether the demonstration is having the intended
effects on the focus population) may be necessary if no comparison group is available to address a
particular research question, if power calculations suggest that a sample size is insufficient to detect an
expected effect size, or if the state is making multiple comparisons with the same data source, which can

4 See “Regression Discontinuity Designs in the Evaluation of Section 1115 Demonstrations” for details.
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lead evaluators to incorrectly attribute observed outcomes to demonstration policies. As an example for a
descriptive analysis, states could show average outcomes among the demonstration population for each
demonstration year. States should include tests for statistical significance when conducting descriptive
analyses. Descriptive analyses do not support causal inference, and states must interpret results with
caution.
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