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Overview and
Legislation



Pharmacogenomic Testing
Definition

* Pharmacogenomic (PGx) testing is defined in SB961 as “laboratory genetic
testing, including single-gene and multigene panel testing, constructed to
evaluate how an individual’s genetic profile may impact the efficacy, safety, or
toxicity of medications.”

» PGx tests identify genetic variations that affect how individuals metabolize and
respond to medications, which can influence treatment outcomes and side effects.

= PGx test results are used by providers to guide prescription of antidepressants, such
as SSRIs and SNRIs, to align with an individual’'s genetic makeup.
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Overview and Legislation
Senate bill 961 introduced during the 2025 session

* The bill would require commercial insurers and Maryland Medicaid to cover PGx testing for
individuals with diagnosed anxiety and depression.

= Chapter 322 of the Laws of 2023 requires coverage of biomarker testing used to guide diagnosis,
treatment, or monitoring when supported by evidence.

= Effective January 1, 2024 (commercial) and July 1, 2025 (Medicaid Fee-for-Service [FFS] and Managed
Care Organizations [MCOs]).

= PGx testing for anxiety and depression is often not considered medically necessary by insurers
and thus not covered under existing biomarker legislation.

= SB 961 has explicit coverage requirements for PGx testing for individuals with anxiety and
depression.

Sources: Senate Bill 805 (2025), Lin et al. (2024) p)BerryDunn | 5



Social Evaluation

Prevalence, Utilization, Coverage, and
Access
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Social Evaluation
Background

= Anxiety and depression are common mental health conditions that can interfere
with daily activities and quality of life if untreated.

= Antidepressants such as SSRIs and SNRIs are first-line treatments for anxiety
and depression as well as many other mental health issues.

* PGx testing uses information about a person’s genetic makeup to help determine
which medications, and at what doses, are likely to be the most effective and
safe.

Sources: MedlinePlus (2023, 2025), Cleveland Clinic (2023) p) BerryDunn | 7



Social Evaluation

Use Cases

» PGx testing is primarily utilized for
individuals who have unsuccessfully
tried at least one medication.

* According to responses from expert
interviews, PGx testing is most
effective when used with patients
who are unresponsive or have had
adverse responses to medications.

General
population

Individuals with
anxiety or
depression

Individuals who
have failed a
first-line
treatment

Candidates
for PGx
testing

p) BerryDunn | 8



Social Evaluation

Integration of PGx Testing in Treatment Plans

Patient
Diagnosed with
Anxiety or
Depression

Patient
Prescribed
Antidepressants
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Social Evaluation

Utilization and Demand

* In February 2023, 27.3% of adults in Maryland reported experiencing symptoms
of anxiety or depression.

= Anxiety and depression are more common among certain populations, such as
individuals insured via Medicaid.
= |Individuals with anxiety or depression are more likely to miss workdays or be less
productive while at work.
= Effective treatment can alleviate symptoms, improve health outcomes, and reduce
absenteeism.

» PGx testing is rarely used nationwide; according to a 2022 survey, less than 1%
of patients who experienced depressive episodes received PGx testing.

Sources: Stevenson et al. (2025), Anderson et al. (2022), KFF (2025), Kastrinos et al. (2021), NAMI (2023) p) BerryDunn | 10



Social Evaluation
ACA and Existing Coverage

In Scope

= Commercial coverage remains limited and variable across insurers — most large insurers do not
cover.

= Medicaid coverage is not required and is on a case-by-case basis.

Out of Scope

» Medicare covers PGx testing when prescribing drugs with known drug-gene interactions
(including many common SSRIs) under the Molecular Diagnostic Services Program (MolIDX®).

Sources: Maryland General Assembly (2025), Maryland Insurance Administration (2025), CMS (2025), FDA (2020) p) BerryDunn | 11



Social Evaluation

Access

= Access to PGx testing is highly variable across insurers.

= Several insurers considered PGx testing to be “experimental” and “not medically
necessary” and thus do not cover.

= Some insurers who do cover PGx testing impose prior authorization requirements or
only cover a subset of available tests.
= Access is limited by provider knowledge and experience with PGx testing.

= Demand and utilization for PGx testing could increase with more widespread provider
and patient knowledge.

Sources: Teclor (2025), Patel et al. (2025), GeneSight (2025), Yankah et al. (2025), Vest et al., (2020) p) BerryDunn | 12
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Efficacy



Medical Evaluation
Efficacy

= Efficacy has been shown to be limited and variable across studies.
= Short-term symptomatic remission has been consistently demonstrated but long-term
Impact is unclear.

= Limitations to study conclusions include lack of rigorous experimental design, bias,
and variable/conflicting outcomes between studies.

= Insurers mostly indicated that PGx testing for mental health does not meet their
criteria for medical effectiveness.

Sources: Barlati et al., (2023), Pyzocha et al., (2021), Hicks et al., (2017), Oslin et al., (2022), Forester et al., (2022), Wang et al., (2023), Greden et al., (2019), Albers et al., (2025), p) BerryDunn | 14
Cung et al., (2025), Del Tridici et al.,(2025), Palumbo et al., (2024)



Financial
Evaluation

Public and Commercial Insurance Cost
Analysis
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Financial Evaluation

Overview and Methodology

= Applicable population divided into market segments: fully insured (individual,
small group, large group); Medicaid; State Employee Health Plan

= Multi-step modeling process

= Data sources included claims and enrollment data from the MCDB, information from
the carrier survey, and literature

= Claims data were analyzed to estimate the current number of PGx test users

= A range of utilization increase factors were developed to capture the potential
impacts of relaxed prior authorization requirements

» Ranges for the cost of PGx tests were developed from the base period claim data
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Financial Evaluation

Utilization

Current PGx Testing Utilization

= Medicaid utilization is higher % of Population Receiving PGx

Three-Year Average PGx Users

. Test
than CommerCIaI Individual 116 0.?)2"2

. - . Fully Insured Small Group 102 0.05%

= Relatively low utilization overall Fully Insured Large Group 495 0.11%
. Totally Fully Insured Commercial 713 0.08%

as PGX .!:eStS for a_nXIety and State Employee Health Plan 89 0.04%
depression are still deemed Medicaid 9,077 0.55%

experimental by most insurers
Projected PGx Testing Utilization

Mid-Range Projected PGx % of Population Receiving PGx

Users Tests
Individual 249 0.09%
Fully Insured Small Group 219 0.11%
Fully Insured Large Group 1,065 0.24%
Totally Fully Insured Commercial 1,532 0.17%
State Employee Health Plan 192 0.09%
Medicaid 19,516 1.18%
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Financial Evaluation

Considerations and Limitations

The incremental insurance cost impact estimates rely on a series of assumptions
relating to utilization, cost of services, retention, and population estimation. Notable
limitations and considerations related to the mandate study include:

= Base period claims were limited due to variations in carrier coverage decisions and
the continuing evolution of PGx testing

* The potential effect of increasing awareness of PGx testing is unknown, which could
drive utilization higher than projected

* The Medicaid continuous eligibility coverage during the COVID-19 public health
emergency, and subsequent continuous coverage unwinding may have impacted
utilization and enrollment across the market segments during the base period

Sources: KFF (2024) p) BerryDunn | 18



Financial Evaluation

PGx Testing Commercial Cost Estimate

Total Fully Insured Commercial (Individual, Small Group, Large Group)

Range of Estimates Low Middle High
% of Population Receiving PGx testing 0.10% 0.17% 0.23%
Increase to Premium* PMPM $0.01 $0.04 $0.07
% Increase to Premium 0.002% 0.007% 0.012%
Total Increase to Premium $108,236 $414,905 $721,574

*Premiums in the fully insured market refer to projected funding to cover any fee-for-service claims, non-claim expenses, administrative expenses, fixed fees, contribution
to reserve/profit, and state/federal taxes and assessments. Member cost-sharing (e.g., deductibles, copays, and coinsurance) is excluded.
p) BerryDunn | 19



Financial Evaluation

PGx Testing Medicaid Cost Estimate

Range of Estimates Low Middle High
% of Population Receiving PGx Testing 0.71% 1.18% 1.64%
Increase to Program Costs* PMPM $0.02 $0.09 $0.16
% Increase to Program Costs 0.006% 0.021% 0.037%
Total Increase to Program Costs $466,361 $1,787,718 $3,109,075

*Program costs for Medicaid refer to projected funding to cover any fee-for service claims, non-claim expenses, capitation, administrative expenses, fixed fees,
contribution to reserve/surplus, and/or risk margin, and state taxes, fees, and assessments.
p) BerryDunn | 20



Financial Evaluation

PGx Testing State Employee Health Plan Cost Estimate

State Employee Health Plan

Range of Estimates Low Middle High

% of Population Receiving PGx Testing 0.06% 0.09% 0.13%

Increase to Premium Equivalent* PMPM $0.01 $0.05 $0.09

% Increase to Premium Equivalent 0.002% 0.007% 0.011%
Total Increase to Premium Equivalent $31,391 $120,332 $209,273

*Premium equivalent refers to projected funding to cover any fee-for service claims, non-claim expenses, administrative expenses, fixed fees, contribution to
reserve/surplus, and/or risk margin. Member cost-sharing (e.g., deductibles, copays, and coinsurance) is excluded.
p) BerryDunn | 21



Key Takeaways

= Currently, coverage for PGx testing is minimal across most insurers

* The efficacy of PGx testing is limited and uncertain compared to treatment as
usual, especially across longer time frames

= Utilization of PGx testing could increase due to external factors, creating
uncertainty about the long-term impact of mandated coverage

= Across market segments, the mandate would increase the cost of insurance;
biggest impact is for Medicaid

p) BerryDunn | 22
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Key Terms

Term Definition

Antidepressant

Antidepressants are drugs designed to alleviate symptoms of depression by altering the levels of certain brain
chemicals. Examples of antidepressants include SSRIs, selective/norepinephrine reuptake inhibitors (SNRIs), and
tricyclic antidepressants.

Clinical Utility

Clinical utility refers to the risks and benefits resulting from the utilization of a particular method, drug, or service. This
includes side effects, cost, patient attrition, quality of life, and any other direct or indirect effects on the patient’s life.

Gene-Drug Interaction

A gene-drug interaction refers to the way an individual’s genetic makeup influences their response to medications.

Symptomatic Remission

Symptomatic remission is defined differently across studies and ilinesses. Full remission means the patient is no
longer affected by any symptoms of the condition; however, studies often refer to partial remission. In this context,
partial remission often refers to a reduction in severity or number of symptoms.

Statistical Significance

A result is statistically significant if the likelihood of a certain relationship between variables is above a certain level
(usually 95%) based on analysis of available data.

Selective Serotonin Reuptake
Inhibitor(SSRI) / Selective
Norepinephrine Reuptake
Inhibitor(SNRI)

Classes of antidepressants commonly used as first-line treatments for a range of mental health conditions including
anxiety and depression. SSRIs and SNRIs are the primary drug classes for which PGx testing can be utilized in a
mental health context.

Sources: Harmer et al. (2017), Burke et al. (2014), Hahn et al. (2021), Gesicki et al. (2018), Tenny et al. (2023), Institute for Quality and Efficiency in Healthcare (2024) p) BerryDunn | 25
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