Mental Health Parity
Prescription Drug Benefit - Non-Quantitative Treatment Limitations

Aetna of Georgia, Advanced Control Formulary
2023 Pharmacy Benefit plan
Analysis conducted December 2023

The contact for the client level CVS Caremark NQTL Comparative Analysis is the Aetna Account Team
supporting Aetna of Georgia. The Pharmacy NQTL Comparative Analysis is developed by a
multidisciplinary team from various CVS Caremark business and clinical support areas coordinated
through the CVS Caremark Medical Affairs department.

The Paul Wellstone and Pete Domenici Mental Health Parity and Addiction Equity Act of 2008 (MHPAEA)
is a federal law that generally prohibits group health plans and health insurance issuers that provide
mental health or substance use disorder (MH/SUD) benefits from imposing less-favorable benefit
limitations on those benefits than on medical/surgical (MED/SURG) benefits. Benefit treatment
limitations include quantitative treatment limits (QTLs), which are expressed numerically (such as a
certain number of outpatient visit limits), and non-quantitative treatment limits (NQTLs), which
otherwise limit the scope or duration of benefits for treatment under a plan or coverage.

As part of a prescription drug benefit plan offering, CVS Caremark utilizes formulary and utilization
management tools. These tools are essential to optimizing patient outcomes, reducing waste and
unnecessary drug use, and providing cost-effective prescription drug benefit coverage. CVS Caremark
considers the following formulary and UM tools as the prescription drug benefit NQTLs most commonly
used in client plan offerings:

e Formulary tiering

e  Prior Authorization (PA)
e Step Therapy (ST)

e Quantity Limits (QL)

The above formulary and UM tools, or prescription drug benefit NQTLs, are designed and applied
consistently across all drugs and drug classes without regard to whether a drug is generally prescribed
for MED/SURG or MH/SUD conditions. Any coverage factors, processes, evidentiary standards, and
development or implementation strategies applied to drugs used to treat MH/SUD conditions are
comparable to, and are applied no more stringently than the coverage factors, evidentiary standards,
processes, and development or implementation strategies used in applying the limitations to drugs used
to treat MED/SURG conditions.

CVS Caremark has identified the following drug classes which contain drugs most commonly used to
treat mental health and substance use disorder conditions under the Pharmacy Benefit:

¢ Attention Deficit/Hyperactivity Disorder ¢ Antidepressants
(ADHD) agents/stimulants ¢ Antipsychotics
e Antianxiety agents e Hypnotics
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¢ Substance Use Disorder (SUD) agents

NQTL: Formulary tiering and design | Prescription Drugs

Formulary Tiering: A formulary is a list of drugs covered by a plan that offers prescription drug benefits.
A formulary is sometimes referred to as a covered drug list. A tiered formulary is one that divides drugs
into tiers that are ranked based on certain factors, including cost, whether the drug is generic or brand,
or whether the product is considered preferred or non-preferred. The tiers on a formulary may
determine the amount of cost share the member pays for a covered prescription drug. Formulary tier
descriptions for this plan are listed below.

o Tier 1 =Preferred Generics

e Tier 2 = Preferred Brands

e Tier 3 = Non-Preferred Brands and Generics
e Tier 4 = Preferred Specialty

e Tier 5 = Non-Preferred Specialty

Attached is the 2023 Drug List Document:
https://fm.formularynavigator.com/FBO/41/2023 Advanced Control Plan Aetna .pdf

Factors considered when implementing formulary tiering and design:

Medical/Surgical Mental Health / Substance Use Disorder

The factors considered when establishing The factors considered when establishing

formulary tier designation for drugs used to formulary tier designation for drugs used to

treat MED/SURG conditions include: treat MH/SUD conditions include:

e Brand or generic status of the drug . Brand or generic status of the drug

e Specialty drug status, if applicable forthe | e  Specialty drug status, if applicable for
plan the plan

e Impact of generic drugs or drugs . Impact of generic drugs or drugs
designated to become available over-the- designated to become available over-
counter the-counter

e Brand and generic pipeline . Brand and generic pipeline

e Line of business e Line of business

e Drug labeling approved by the U.S. Food . Drug labeling approved by the U.S. Food
and Drug Administration (FDA) and Drug Administration (FDA)

e Availability of therapeutic alternatives e  Availability of therapeutic alternatives

e Utilization trends e  Utilization trends

e Plan sponsor cost . Plan sponsor cost

e Applicable manufacturer agreement e  Applicable manufacturer agreement

e Potential impact on members . Potential impact on members

Definition of Factors:
e Brand or generic status of the drug — The brand or generic status of the drugs as designated by FDA.
Generic drugs are typically placed on lower tiers.
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e Specialty drug status, if applicable for the plan — Specialty drugs are those that require special
handling, special storage, or close clinical monitoring of the member. Due to the special handling of
the drug or the drug’s limited distribution, the prescription may need to be dispensed from a
Specialty Pharmacy.

e Drug pipeline for brands, generics, supplemental indications or drugs designated to become
available over-the-counter — Monitoring of drugs in development and visibility into new therapies
and changes in treatment options which may be available in the future and may impact how
formulary products are placed or covered on the formulary.

o FDA approved uses - Information on the drug's effects have been reviewed by the FDA, and the
drug is determined to provide benefits that outweigh its known and potential risks for the intended
population

e Availability of therapeutic alternatives — If there are alternative drugs available to treat the same
condition, the more cost-effective alternative drug will typically be included in the lowest
appropriate tier.

¢ Line of business/Regulatory Requirements —State and federal regulations may restrict/dictate how
certain drugs should be covered on the formulary. Plans participating in government programs may
have standard practices that direct how brands and generics are placed.

e Utilization trends — drug utilization reports help show use in order to assess impact of tiering on
member access.

e Plan sponsor costs — cost to the plan can influence tier placement.

e Manufacturer agreement — agreements with drug manufacturers may include requirements for
coverage on the formulary.

e Potential impact on members — Impact to member access may be considered when deciding to
move a drug from a certain tier despite other factors, in order to promote medication adherence,
for instance.

When the above factors are considered in the decision-making process for determining tier placement
for drugs on the formulary, no more weight is given to one factor over another when determining tier
placement for drugs used to treat MED/SURG conditions or for drugs used to treat MH/SUD conditions.

The sources and evidentiary standards used to apply the factors for formulary tiering and
design:

Medical/Surgical Mental Health/Substance Use Disorder

The sources and evidentiary standards The sources and evidentiary standards

considered when establishing formulary tier considered when establishing formulary tier

designation for drugs used in MED/SURG designation for drugs used in MH/SUD
conditions include: conditions include:

e FDA product labeling for approved uses and | ® FDA product labeling for approved uses and
safety information. For example, if there is safety information. For example, if there is
only one drug available on the market for a only one drug available on the market for a
given indication, it would likely not be given indication, it would likely not be
placed on the highest tier. placed on the highest tier.
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Medical/Surgical

Mental Health/Substance Use Disorder

Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug Information
(AHFS-DI), Lexi-Drug, Clinical
Pharmacology, Micromedex Drugdex
Consensus documents and nationally
sanctioned guidelines — e.g., Global
Initiative for Chronic Obstructive Lung
Disease (GOLD) Guidelines for treating
COPD, American Diabetes Association (ADA)
Guidelines for Diabetes Care

Publications of the National Institutes of
Health (NIH), Agency for Healthcare
Research and Quality (AHRQ), and other
organizations or government agencies
Evidence-based reviews of peer-reviewed
medical literature — e.g., Journal of the
American Medical Association (JAMA), New
England Journal of Medicine (NEJM)
Standards of care recommended by clinical
literature, medical or pharmacy societies,
standard clinical drug references
Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

Input from physicians practicing in the
relevant clinical area

Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug Information (AHFS-
Dl), Lexi-Drug, Clinical Pharmacology,
Micromedex Drugdex

Consensus documents and nationally
sanctioned guidelines — e.g., Diagnostic and
Statistical Manual of Mental Disorders, 5t
Edition (DSM-5), American Psychiatric
Association (APA) Guidelines for treating
Depression, Substance Abuse and Mental
Health Services Administration (SAMHSA)
guidelines for treating SUD.

Publications of the National Institutes of
Health (NIH), Agency for Healthcare
Research and Quality (AHRQ), and other
organizations or government agencies
Evidence-based reviews of peer-reviewed
medical literature — e.g., Journal of the
American Medical Association (JAMA), New
England Journal of Medicine (NEJM), Journal
of Clinical Psychiatry

Standards of care recommended by clinical
literature, medical or pharmacy societies,
standard clinical drug references
Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

Input from physicians practicing in the
relevant clinical area

As Written:

Processes and strategies applied when determining formulary tiering and design

Drug-tier designation takes into account a variety of factors, such as indications, clinical evidence

(scientific evidence, standards of practice, peer-reviewed medical literature, accepted clinical practice
guidelines), adverse event profile, available dosage forms, dosing frequency, generic competition, and
adherence factors. The formulary selection process includes a comparison of similar drugs in terms of
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safety and effectiveness. In addition, drug and drug class appropriateness is taken into account when
considering a drug for inclusion on a drug list.

During the process of determining tiering for a given drug, the above sources and evidentiary standards
are reviewed to gather information about the drug as applicable, such as how it is used to treat the
condition, side effects and safety profile, and how it compares to other drugs available to treat the same
condition. These sources provide the background information that is used when considering the factors
that determine which tier may be appropriate for the drug.

Formulary Review Committee (FRC) is an internal CVS Caremark committee that evaluates factors that
may affect the formulary. The FRC makes business recommendations based on such factors to the P&T
Committee.

Drug products must first be deemed safe and effective by the P&T Committee before they are eligible
for inclusion on a CVS Caremark Formulary or Drug List. The Formulary Review Committee (FRC) is an
internal CVS Caremark committee that evaluates the above-described factors when determining which
drugs are placed in which tiers. The FRC makes recommendations based on such factors to the CVS
Caremark National Pharmacy & Therapeutics (P&T) Committee for review and approval.

The P&T Committee reviews all standard formularies annually. The review is conducted by drug class to
assure that the formulary recommendations previously established are maintained and to recommend
additional changes for clinical appropriateness if advisable based on newly available pharmaceutical
information.

The P&T Committee is an external advisory body of experts composed of independent health care
professionals including physicians and pharmacists, who have broad clinical backgrounds and/or
academic expertise regarding prescription drugs. Members are included on the P&T Committee on the
basis of active involvement in clinical practice (patient care); in the academic, hospital or community
setting; national recognition in their specialty; contributions to medical and/or pharmacy literature; and
previous experience with pharmacy and therapeutics committees.

The P&T Committee ensures that each Formulary provides appropriate access to drugs that are
included in broadly accepted treatment guidelines and are indicative of general best practices, and
ensures that each Formulary does not discourage enroliment by any group of enrollees by reviewing
appropriateness of coverage for a range of disease states and utilization management tools. The P&T
Committee ensures that drugs for the treatment of mental health conditions and substance use
disorders are not managed more restrictively than drugs for other disease states.

The processes and strategies for developing formulary tier designation to drugs used to treat MH or SUD
conditions do not differ from the processes and strategies used in developing tier designation applying
to drugs used to treat MED/SURG conditions.

In Operation:
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The following table illustrates the number of drugs on each formulary tier within each drug category.
The factors are applied in a comparable manner and no more stringently for drugs used to treat
MH/SUD as for MED/SURG conditions.

Formulary Tiering Methodology:
The following is an analysis of the formulary tier designation:

e Drugs were grouped into MH, SUD and MED/SURG categories.

e Drugs were organized into formulary tier groups.

e Drug Count was derived from: Generic Product Indicator (GPI 12) code, Brand/Generic Code,
Dosage Form, Drug Name, and Route of Administration
Counts of drugs and percentages on each formulary tier were summarized.
e Percentages of drugs with preferred status were summarized.

o Preferred Tiers for the plan include: Tier 1 preferred generics, Tier 2 preferred brands,
and Tier 4 preferred specialty

For this analysis, the following drug classes have been identified which contain drugs most commonly
used to treat mental health and substance use disorder conditions under the Pharmacy Benefit:

e Attention Deficit/Hyperactivity Disorder (ADHD) agents/stimulants

e Antianxiety agents

e Antidepressants

e Antipsychotics

e Hypnotics

e Substance Use Disorder (SUD) agents

FORMULARY TIER DESCRIPTIONS:
e Tier 1 =Preferred Generics
e Tier 2 = Preferred Brands
e Tier 3 = Non-Preferred Brands and Generics
e Tier 4 = Preferred Specialty
e Tier 5 = Non-Preferred Specialty

FORMULARY TIERING ANALYSIS
Plan: AETNA of GEORGIA - Advanced Control Formulary - 2023

Category Results
. . - - - . . Total
: 1 2 o
Medical / Medical / Surgical Tier Tier Tier3 | Tier4 | Tier5 Drugs % Preferred
Surgical Drug Count by Tier 861 187 549 282 172 2,051 64.9%

% of Drug Count per Tier | 42.0% | 9.1% | 26.8% | 13.7% | 8.4%
../ ' |

Mental Health Tier1 | Tier2 | Tier3 | Tiera | Tiers | o0 % Preferred
Mental Drugs
Health Drug Count by Tier 115 | 8 31 1 6 161 77.0%

% of Drug Count per Tier | 71.4% | 5.0% | 19.3% | 0.6% | 3.7%
./ ' |

Substance Use Tier1l | Tier2 | Tier3 | Tier4 | Tier5 Total % Preferred

Disorder Drugs
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Substance Drug Count by Tier 17 1 7 1 1 27 70.4%

Use

) % of Drug Count per Tier | 63.0% | 3.7% | 25.9% | 3.7% | 3.7%
Disorder

When the factors for formulary tier designation are considered consistently across all drugs and drug
classes, the outcome shows that the MH and SUD drug categories have a higher percentage of drugs
covered at preferred or lower-cost formulary tiers compared to the MED/SURG drug category.
e The Medical/Surgical category has 64.9% of the drugs at a preferred or lower-cost formulary tier.
e The Mental Health category has 77.0% of the drugs at a preferred or lower-cost formulary tier.
e The Substance Use Disorder category has 70.4% of the drugs at a preferred or lower-cost formulary
tier.

Findings and Conclusion:

This comparative analysis demonstrates that formulary tiering is applied to MED/SURG drugs as well as
MH/SUD drugs on this plan. As shown, the factors considered when determining formulary tier
placement for drugs used to treat MH or SUD conditions are the same as those considered when
determining formulary tier placement for drugs used to treat MED/SURG conditions.

The same types of sources and evidentiary standards are used when considering those factors. No more
weight is given to one factor or evidentiary standard over another when determining formulary tier
placement for drugs in the MH/SUD category or for drugs in the MED/SURG category.

The processes and strategies for determining formulary tier placement for drugs used to treat MH/SUD
conditions do not differ from the processes and strategies for drugs used to treat MED/SURG conditions.

The analysis of the formulary data demonstrates that formulary tier placement decisions for drugs in the
MH/SUD drug classes and MED/SURG drug classes are based on similar factors. The testing and
comparison of the percentage of drugs on preferred formulary tiers in the MH/SUD and MED/SURG drug
classes on this plan is summarized below:

% of MED/SURG drugs on preferred or lower-cost tiers: 64.9 %
% of MH drugs on preferred or lower-cost tiers: 77.0 %
% of SUD drugs on preferred or lower-cost tiers: 70.4 %

In conclusion, this analysis has demonstrated that in the determination of formulary tier placement as
an NQTL, the factors, evidentiary standards, sources, processes, and strategies identified above, both as
written and in operation, are applied no more stringently to drugs used for mental health or substance
use disorder conditions than to drugs used for medical or surgical conditions.
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NQTL: Prior Authorization | Prescription Drugs

Pharmacy prior authorization (PA): Prior authorization is a utilization management tool used to
determine whether the intended use of a prescription drug meets a plan’s medical necessity standards.
Prior authorization is granted when member meets the plan’s medical necessity requirements. When
the criteria for prior authorization is not met, coverage for the drug is denied.

The document attached below is the Aetna of Georgia, Advanced Control Formulary - 2023 Pharmacy
Utilization Management (UM) Program Drug List showing the drugs to which prior authorization has
been applied:

AETNA-GA_ACF_202
3 Formulary NQTL D

Factors considered when applying prior authorization to prescription drugs:

Medical/Surgical

Mental Health/Substance Use Disorder

The factors considered when establishing
pharmacy prior authorization for drugs used in
MED/SURG include:

Patient safety concerns exist with a drug or
drug class; unknown long-term safety or
durability

Applicable lab values or other test results
required for appropriate treatment
Appropriate medication uses for indications
or conditions based on national guidelines
Use in appropriate patient populations

Use limited to a specific population based on
FDA-approved indications, standard clinical
practice, and guidelines

Potential for inappropriate or off-label use
Opportunity for optimizing patient outcomes,
to ensure treatment goals of the drug are
being met

Generic equivalent or alternative available on
preferred tier

Multiple other dosage forms available on
preferred tier

Reduce waste, unnecessary drug use, fraud,
or abuse

Requirement for additional treatment
supportive therapies, including but not
limited to behavioral counseling, diet

The factors considered when establishing
pharmacy prior authorization for drugs used in
MH/SUD include:

Patient safety concerns exist with a drug or
drug class; unknown long-term safety or
durability

Applicable lab values or other test results
required for appropriate treatment
Appropriate medication uses for indications
or conditions based on national guidelines
Use in appropriate patient populations

Use limited to a specific population based on
FDA-approved indications, standard clinical
practice, and guidelines

Potential for inappropriate or off-label use
Opportunity for optimizing patient outcomes,
to ensure treatment goals of the drug are
being met

Generic equivalent or alternative available on
preferred tier

Multiple other dosage forms available on
preferred tier

Reduce waste, unnecessary drug use, fraud,
or abuse

Requirement for additional treatment
supportive therapies, including but not
limited to behavioral counseling, diet
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Medical/Surgical

Mental Health/Substance Use Disorder

therapy, case management, and other
standard non-drug supportive therapies

therapy, case management, and other
standard non-drug supportive therapies

Definition of Factors:
Patient safety concerns with a drug or drug class; unknown long-term safety or durability —
Imposing prior authorization based on this factor affords an opportunity to ensure that safety

protocols are maintained.

Applicable lab values or other test results required for appropriate treatment — Prior authorization
may be imposed in order to ensure appropriate monitoring and testing in patient treatment
Appropriate medication uses for indications or conditions based on national guidelines; Use in
appropriate patient populations — National treatment guidelines and the FDA’s evaluation of these
drugs determine their safety and efficacy for a particular disease or illness within the intended
population, and define the drug’s use as initial therapy, second line therapy, or concurrent therapy.
First line therapy refers to the initial recommended treatment for a disease or illness.

Potential for inappropriate or off-label use — National treatment guidelines and the Food and Drug
Administration’s evaluation of these drugs determine their safety and efficacy for a particular
disease or illness and define recommended duration of therapy

Opportunity for optimizing patient outcomes and to ensure treatment goals of the drug are being
met — Confirm patient is responding to therapy, e.g., A1C or cholesterol targets are being met.
Generic equivalent or alternative available on preferred tier; multiple other dosage forms
available on preferred tier — Other treatment options may be covered on a preferred tier, that do
not have prior authorization or step therapy required but would be therapeutically equivalent.
Reduce waste, unnecessary drug use, fraud, or abuse — practices that, directly or indirectly, result

in unnecessary costs, overusing services.

Requirement for additional treatment supportive therapies — Additional supportive therapies, in
addition to medications, may be recommended in the guidelines as the most effective treatment
approach for a given condition. These therapies include but are not limited to behavioral counseling,
diet therapy, case management, and other standard non-drug supportive therapies.

Sources and evidentiary standards used to apply prior authorization:

Medical/Surgical

Mental Health/Substance Use Disorder

The sources and evidentiary standards

considered when establishing prior authorization

for drugs used in MED/SURG conditions include:

e FDA product labeling for approved uses and
safety information

e Published peer-reviewed clinical literature —
e.g., Journal of the American Medical
Association (JAMA), New England Journal of
Medicine (NEJM)

The sources and evidentiary standards

considered when establishing prior authorization

for drugs used in MH/SUD conditions include:

e FDA product labeling for approved uses and
safety information

e Published peer-reviewed clinical literature —
e.g., Journal of the American Medical
Association (JAMA), New England Journal of
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Medical/Surgical

Mental Health/Substance Use Disorder

e Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug, Lexi-Drug, Clinical
Pharmacology, Micromedex Drugdex

e Accepted clinical practice guidelines,
consensus statements, or comparable
publications — e.g., Global Initiative for
Chronic Obstructive Lung Disease (GOLD)
Guidelines for treating COPD, American
Diabetes Association (ADA) Guidelines for
Diabetes Care

e Standards of care noted in clinical literature,
medical or pharmacy societies, standard
clinical drug references

e Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

e Comparison of similar drugs in terms of
safety and efficacy

e Annual review of UM criteria and clinical
programs by internal pharmacists in the
Clinical Development department and
medical directors in the Medical Affairs
department

e Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by
external clinical experts, who are physicians
practicing in the relevant clinical area

e Review and approval of prior authorization
coverage criteria for clinical appropriateness
by the CVS Caremark National P&T

Medicine (NEJM), Journal of Clinical
Psychiatry

e Approved drug compendia, including
American Hospital Formulary Service® Drug,
Lexi-Drug, Clinical Pharmacology,
Micromedex Drugdex

e Accepted clinical practice guidelines,

consensus statements, or comparable
publications — e.g., Diagnostic and Statistical
Manual of Mental Disorders, 5t Edition
(DSM-5), American Psychiatric Association
(APA) Guidelines for treating Depression,
Substance Abuse and Mental Health Services
Administration (SAMHSA) guidelines for
treating SUD.

e Standards of care noted in clinical literature,
medical or pharmacy societies, standard
clinical drug references

e Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

e Comparison of similar drugs in terms of
safety and efficacy

e Annual review of UM criteria and clinical
programs by internal pharmacists in the
Clinical Development department and
medical directors in the Medical Affairs
department

e Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by
external clinical experts, who are physicians

Committee practicing in the relevant clinical area
e Review and approval of prior authorization
coverage criteria for clinical appropriateness
by the CVS Caremark National P&T
Committee
As Written:
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Processes and strategies used in developing and applying prior authorization

Prior authorization programs are commonly applied to determine if the drug’s use is within the coverage
strategy of the plan’s pharmacy benefit. Plans may include prior authorization programs to help identify
the right drug, for the right member.

The clinical pharmacists in the UM Development department use the factors, sources and evidentiary
standards to understand the drug’s place in therapy, and apply the drug information to derive clinical
content for prior authorization criteria. This outcome is reviewed by internal clinical pharmacists,
medical directors and external expert consultants.

Considerations for application of prior authorization programs may include, but are not limited to:
ensuring the drug is used in the appropriate place in therapy, drug has potential for use in unproven
indications. Prior authorization programs and criteria are developed based upon published clinical
evidence supporting the different uses of a drug, and coverage conditions are not affected or altered by
the medication’s intended area of utilization. For example, prior authorization criteria developed for
medications used in mental health conditions require the same levels of clinical evidence as those that
are not used or indicated for mental health conditions.

Development and application of prior authorization is done without regard to a drug’s formulary tier
placement. CVS Caremark develops standard prior authorization programs independent of the
formulary plans and the programs can be applied to the various template formulary offerings. A
plan can choose to include the standard UM program bundles along with a template formulary, add
additional UM programs, or customize UM programs that are included with the formulary offering.

Medically necessary drugs or products are those necessary to prevent, diagnose, manage or treat
conditions that cause acute suffering, endanger life, result in illness or infirmity, interfere with the
capacity for normal activity, or threaten some significant handicap. Medical necessity standards apply to
all prescription drugs, without regard to whether the drug is used to treat MED/SURG, MH or SUD
conditions.

When using the above factors to support application of prior authorization to drugs, no more weight is
given to one factor over another in assessing the application of prior authorization to drugs used to treat
medical or surgical conditions or to drugs used to treat mental health or substance use disorder
conditions.

During the process of developing and assigning prior authorization to a given drug, the above sources
and evidentiary standards are reviewed to gather information about the drug as applicable, such as how
it is used to treat the condition, side effects and safety profile, and how it compares to other drugs
available to treat the same condition. These sources provide the background information that is used
when considering the factors that determine when prior authorization may be appropriate for the drug.
The process for when a new drug comes to market and is considered for possible prior authorization
programs includes the following steps:

e The FDA labeling provides the UM development team with information around indication,

dosing, efficacy, and safety concerns, if any.
o Cost effectiveness is reviewed relative to alternatives in the same class.
e Clinical literature may provide further insight into the drug’s place in therapy, or other concerns
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that may exist with this therapy.

e There is variability in timing of when new drugs are included in national guidelines, but the drug
would be included as part of that particular therapeutic class which may be recommended at a
given point in therapy. Guidelines are also reviewed during annual review of prior authorization
criteria to determine if recommendations have changed in the past year.

e All of this information is compared against existing drugs in the same class, or that are used to
treat the same condition. If, for example, there is a particular safety concern with the new drug,
or there are tests or lab values that need to be confirmed prior to starting therapy, or the drug is
restricted to a specific population or place in therapy, then the new drug may have prior
authorization applied to ensure the drug is used for the appropriate patients at the appropriate
place in therapy.

Coverage conditions take into consideration safety concerns in black box warnings and/or
contraindications in the product labeling, if these situations can be effectively managed through a prior
authorization process. Additional safety-related concerns may be addressed at the recommendation of
the External Clinical Expert(s).

CVS Caremark utilizes the Clinical Program Oversight process for review and approval of any new
criteria, updates, and annual review of utilization criteria and clinical program content. As part of this
process, the prior authorization criteria and clinical program will be reviewed by one or more external
consultants, who are practicing in the relevant clinical area. The CVS Caremark National P&T Committee
is an external advisory body of expert members from a variety of medical specialties, who reviews and
approves all UM criteria (i.e., prior authorization, step therapy and quantity limits outside of FDA-
approved labeling). CVS Caremark develops standard prior authorization programs, and a plan chooses
which prior authorization programs to include in the plan offering.

The P&T Committee is an external advisory body of experts composed of independent health care
professionals including physicians and pharmacists, who have broad clinical backgrounds and/or
academic expertise regarding prescription drugs. Members are included on the P&T Committee on the
basis of active involvement in clinical practice (patient care); in the academic, hospital or community
setting; national recognition in their specialty; contributions to medical and/or pharmacy literature; and
previous experience with pharmacy and therapeutics committees.

The P&T Committee ensures that each Formulary provides appropriate access to drugs that are
included in broadly accepted treatment guidelines and are indicative of general best practices, and
ensures that each Formulary does not discourage enroliment by any group of enrollees by reviewing
appropriateness of coverage for a range of disease states and utilization management tools. The P&T
Committee ensures that drugs for the treatment of mental health conditions and substance use
disorders are not managed more restrictively than drugs for other disease states.

The processes and strategies for developing and applying prior authorization to drugs used to treat MH
or SUD conditions do not differ from the processes and strategies used in applying prior authorization to
drugs used to treat MED/SURG conditions.

In Operation:

Methodology used in the testing and analysis of prior authorization:
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The following is an analysis of the pharmacy prior authorization:
e Drugs were grouped into MH, SUD and MED/SURG categories.
e Drug Count was derived from: Generic Product Indicator (GPI 12) code, Brand/Generic Code,
Dosage Form, Drug Name, and Route of Administration
e Counts and percentages of drugs with prior authorization in each category were summarized.
e Testing and comparisons of MH/SUD drugs with pharmacy prior authorization applying
compared to MED/SURG drugs with pharmacy prior authorization applying at the drug class
level were performed, showing:
o Percentage of drugs with pharmacy prior authorization, as well as the factors considered
and applied, in each of the MH/SUD drug classes
o Percentage of drugs with pharmacy prior authorization, as well as the factors considered
and applied, in each of the comparable MED/SURG drug classes
For this analysis, the following drug classes have been identified which contain drugs most commonly
used to treat mental health and substance use disorder conditions under the Pharmacy Benefit:
e Attention Deficit/Hyperactivity Disorder (ADHD) agents/stimulants
e Antianxiety agents
e Antidepressants
e Antipsychotics
e Hypnotics
e Substance Use Disorder (SUD) agents

Testing and comparison of coverage parity was done at the drug class level so that therapeutic classes
that are used to treat medical or surgical conditions with similar or greater magnitude of the NQTL, that
have need for long term or chronic therapy, were compared against the specific universe of drug classes
that are used for mental health and substance use disorder conditions. This comparison is demonstrated
in the drug class comparison tables included as part of this analysis.

In the testing of prior authorization between drugs used for MH/SUD conditions and drugs used for
MED/SURG conditions, the first step shows the comparison of the percentage of drugs subject to prior
authorization at the MH, SUD and MED/SURG drug category levels. The next step was to display the
prior authorization testing results at the drug class level.

Notes on the comparability of the drugs in the analysis:
e The MH and SUD categories include drugs from a limited number of drug classes.
e The MED/SURG category, however, encompasses all other drugs to treat a myriad of disease
states that are not otherwise grouped as MH or SUD.
e The MED/SURG category also includes vaccines, vitamins, insulin syringes and needles, which
are part of the benefit but are not drugs, and therefore are not directly comparable to the drugs
in the MH/SUD categories.

The following table shows the number of drugs in each drug category to which prior authorization has
been applied.

PRIOR AUTHORIZATION (PA) ANALYSIS
Plan: AETNA of GEORGIA - Advanced Control Formulary - 2023
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Medical / Mental Substance
Surgical Health Use Disorder
TOTAL Drug Count 2,051 161 27
PA Drug Count 768 31 0
% of Drugs with PA 37.4% 19.3% 0.0%

When the factors for pharmacy prior authorization are considered consistently across all drugs and drug
classes, the outcome shows that prior authorization is applied to a lower percentage of drugs in the MH
category and none of drugs in the SUD category compared to the MED/SURG category. Pharmacy prior

authorization is applied to:

e 37.4% (768 out of 2,051) of the drugs in the Medical/Surgical category
e 19.3% (31 out of 161) of the drugs in the Mental Health category
e None of the drugs in the Substance Use Disorder category

The development of prior authorization is based on comparable processes, strategies, evidentiary
standards, and factors, for therapeutic drug classes used to treat MH, SUD, and MED/SURG conditions.

Testing results of the MH/SUD drug classes are below, showing the prior authorization applied when the
factors were considered for each MH/SUD drug class:

AETNA of GEORGIA - Advanced Control Formulary - 2023

MH/SUD TOTAL | Count of | Percent of
DRUG CLASSES Prior Authorization Factors Drug Drugs Drugs
WITH PA Count | with PA with PA
ANTIANXIETY AGENTS 21 0 0%
ANTIDEPRESSANTS > Patient safety concerns; unknown long-term safety 44 16 36%
> Evidence-based drug uses
> Use in appropriate patient populations
> Population age
ANTIPSYCHOTICS/ANTIMANIC | > Evidence-based drug uses 52 7 13%
AGENTS > Use in appropriate patient populations
HYPNOTICS > Use in appropriate patient populations 14 7 50%
> Potential for inappropriate use
ADHD/STIMULANTS > Patient safety concerns; unknown long-term safety 30 1 3%
> Evidence-based drug uses
> Applicable lab values or other test results required for
appropriate treatment
> Use in appropriate patient populations
SUD 27 0 0%

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List

The table below shows the testing results and factors that were considered for comparable MED/SURG
drug classes. The following MED/SURG classes are considered to be comparable to MH/SUD drug classes
because they are those used to treat conditions with similar or greater magnitude of the NQTL, that
have need for long term or chronic therapy.
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AETNA of GEORGIA - Advanced Control Formulary - 2023

MED/SURG
DRUG CLASSES
WITH PA

Prior Authorization Factors

TOTAL
Drug
Count

Count of
Drugs
with PA

Percent of
Drugs
with PA

HEPATITIS C

> Evidence-based drug uses
> Use in appropriate patient populations

11

8

73%

ANTINEOPLASTICS

> Evidence-based drug uses

> Applicable lab values or other test results required for
appropriate treatment

> Use in appropriate patient populations

152

119

78%

OSTEOPOROSIS

> Patient safety concerns; unknown long-term safety
> Use in appropriate patient populations

19

13

68%

ANTI-NARCOLEPSY/ANTI-
OBESITY/ANOREXIANTS

> Patient safety concerns; unknown long-term safety

> Applicable lab values or other test results required for
appropriate treatment

> Use in appropriate patient populations

80%

MULTIPLE SCLEROSIS

> Evidence-based drug uses

> Applicable lab values or other test results required for
appropriate treatment

> Use in appropriate patient populations

32

32

100%

FIBROMYALGIA

> Evidence-based drug uses
> Use in appropriate patient populations
> Potential for inappropriate use

100%

OPIOIDS

> Use in appropriate patient populations
> Potential for inappropriate use
> Potential for waste or unnecessary drug use

44

43

98%

ANTI-INFLAMMATORY

> Patient safety concerns; unknown long-term safety

> Applicable lab values or other test results required for
appropriate treatment

> Use in appropriate patient populations

58

32

55%

DERM - ANTIPSORIATICS

> Patient safety concerns; unknown long-term safety
> Use in appropriate patient populations

19

17

89%

DERM -
IMMUNOSUPPRESSANTS

> Evidence-based drug uses
> Use in appropriate patient populations

100%

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List

Findings and Conclusion:

This comparative analysis conducted above demonstrates that prior authorization as an NQTL is

assigned in the same manner to MED/SURG drugs as to MH/SUD drugs on this plan. As shown, the
factors considered when applying prior authorization to drugs used to treat MH or SUD conditions are
the same as those considered when applying prior authorization to drugs used to treat MED/SURG

conditions.

The same types of sources and evidentiary standards are used when considering those factors. No more
weight is given to one factor or evidentiary standard over another when applying prior authorization to
drugs in the MH/SUD category or to drugs in the MED/SURG category.
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The processes and strategies for developing and applying prior authorization to drugs used to treat
MH/SUD conditions do not differ from the processes and strategies for drugs used to treat MED/SURG

conditions.

The analysis of the formulary data at the drug class level demonstrates that prior authorization is

applied to drugs in the MH/SUD drug classes and MED/SURG drug classes based on similar factors, and
is applied at lower rates in the MH/SUD drug classes, demonstrating no parity concerns with respect to
application of prior authorization as an NQTL. The comparison of the percentage of drugs with prior

authorization in the MH/SUD and MED/SURG drug classes on this plan is summarized below:

Prior Authorization in

MH/SUD classes:
ANTIANXIETY
ANTIDEPRESSANTS
ANTIPSYCHOTICS
HYPNOTICS

ADHD

SUD

0%
36%
13%
50%

3%

0%

Prior Authorization in MED/SURG classes:
HEPATITIS C

ANTINEOPLASTICS

OSTEOPOROSIS
ANTI-NARCOLEPSY/ANTI-OBESITY/ANOREXIANTS
MULTIPLE SCLEROSIS

FIBROMYALGIA

OPIOIDS

ANTI-INFLAMMATORY

DERM — ANTIPSORIATICS

DERM — IMMUNOSUPPRESSANTS

73%
78%
68%
80%
100%
100%
98%
55%
89%
100%

In conclusion, this analysis has demonstrated that in the application of prior authorization as an NQTL,
the factors, evidentiary standards, sources, processes, and strategies, identified above, both as written
and in operation, are applied no more stringently to drugs used for mental health or substance use

disorder conditions than to drugs used for medical or surgical conditions.
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NQTL: Step Therapy | Prescription Drugs

Pharmacy Step Therapy: Step therapy (ST) is a utilization management strategy typically employed in
therapeutic classes with broad generic availability. Step therapy is generally used to promote the use of
the most cost-effective products in the therapeutic class, provided efficacy and safety are equivalent,
and the intended use of the drug meets the plan’s medical necessity standards. Step therapy protocols
require that alternative drugs be tried first, when clinically warranted, and for a certain duration before
the prescribed drug can be covered by a plan.

The document attached below is the Aetna of Georgia, Advanced Control Formulary 2023 Pharmacy
Utilization Management (UM) Program NQTL Drug List showing the drugs to which step therapy has
been applied.

AETNA—GA_ACF_ZOZ

3 Formulary NQTL D
Factors considered with the development of pharmacy step therapy:

Medical/Surgical Mental Health/Substance Use Disorder

The factors considered when establishing step The factors considered when establishing step
therapy for drugs used in MED/SURG conditions | therapy for drugs used in MH/SUD conditions
include: include:

e Promote the use of the most cost-effective | @ Promote the use of the most cost-effective
products in the therapeutic class; promote products in the therapeutic class; promote
generics and/or lower cost brands generics and/or lower cost brands

e C(linical safety and adverse events based on | e Clinical safety and adverse events based
FDA approved labeling, national clinical on FDA approved labeling, national clinical
guideline recommendations, and other guideline recommendations, and other
evidentiary standards evidentiary standards

e C(linical efficacy, based on FDA approved e Clinical efficacy, based on FDA approved
labeling, national clinical guideline labeling, national clinical guideline
recommendations and other evidentiary recommendations and other evidentiary
standards standards

e Multiple dosage forms available for the e Multiple dosage forms available for the
same or similar chemical entities, or same or similar chemical entities, or
availability of unique dosage forms availability of unique dosage forms

e Availability of therapeutic alternatives, e Availability of therapeutic alternatives,
including generics, used to treat the same including generics, used to treat the same
condition condition

Definition of Factors
e Promote the use of the most cost-effective products in the therapeutic class; promote generics
and/or lower cost brands; Multiple dosage forms available for the same or similar chemical
entities, or availability of unique dosage forms; Availability of therapeutic alternatives, including
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generics, used to treat the same condition: Other recommended more cost effective alternatives
can be considered as supported by the resources described below, for the treatment of the

condition or illness

e (linical safety and adverse events based on FDA approved labeling, national clinical guideline
recommendations, and other evidentiary standards: Applying step therapy based on this factor
affords an opportunity to ensure that appropriate dosing and safety protocols based on clinical

standards of practice are maintained.

e (linical efficacy, based on FDA approved labeling, national clinical guideline recommendations
and other evidentiary standards: National treatment guidelines and the FDA’s evaluation of these
drugs determine their safety and efficacy for a particular disease or iliness and define the drug’s
use as initial therapy, second line therapy, or concurrent therapy. First line therapy refers to the
initial recommended treatment for a disease or illness.

Sources and evidentiary standards used to apply the factors in the development of pharmacy step

therapy:

Medical/Surgical

Mental Health/Substance Use Disorder

The sources and evidentiary standards considered
when establishing step therapy for drugs used in
MED/SURG conditions include:

e FDA product labeling for approved uses and
safety information

e Published peer-reviewed clinical literature —
e.g., Journal of the American Medical
Association (JAMA), New England Journal of
Medicine (NEJM)

e Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug Information (AHFS-
DI), Lexi-Drug, Clinical Pharmacology,
Micromedex Drugdex

e Accepted clinical practice guidelines,
consensus statements, or comparable
publications — e.g., Global Initiative for Chronic
Obstructive Lung Disease (GOLD) Guidelines
for treating COPD, American Diabetes
Association (ADA) Guidelines for Diabetes Care

e Standards of care noted in clinical literature,
medical or pharmacy societies, standard
clinical drug references

e Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The

The sources and evidentiary standards considered
when establishing step therapy for drugs used in
MH/SUD conditions include:

FDA product labeling for approved uses and
safety information

Published peer-reviewed clinical literature —
e.g., Journal of the American Medical
Association (JAMA), New England Journal of
Medicine (NEJM), Journal of Clinical Psychiatry
Approved drug compendia, including American
Hospital Formulary Service® Drug Information
(AHFS-DI), Lexi-Drug, Clinical Pharmacology,
Micromedex Drugdex

Accepted clinical practice guidelines, consensus
statements, or comparable publications —e.g.,
Diagnostic and Statistical Manual of Mental
Disorders, 5% Edition (DSM-5), American
Psychiatric Association (APA) Guidelines for
treating Depression, Substance Abuse and
Mental Health Services Administration
(SAMHSA) guidelines for treating SUD.
Standards of care noted in clinical literature,
medical or pharmacy societies, standard clinical
drug references

Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
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Medical/Surgical

Mental Health/Substance Use Disorder

Centers for Medicare & Medicaid Services
(CMS), FDA

e Comparison of similar drugs in terms of safety
and efficacy

e Annual review of UM criteria and clinical
programs by internal pharmacists in the
Clinical Development department and medical
directors in the Medical Affairs department

e Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by
external clinical experts, who are physicians
practicing in the relevant clinical area

e Review and approval of prior authorization
coverage criteria for clinical appropriateness
by the CVS Caremark National P&T Committee

Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), EDA

Comparison of similar drugs in terms of safety
and efficacy

Annual review of UM criteria and clinical
programs by internal pharmacists in the Clinical
Development department and medical
directors in the Medical Affairs department
Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by
external clinical experts, who are physicians
practicing in the relevant clinical area

Review and approval of prior authorization
coverage criteria for clinical appropriateness by
the CVS Caremark National P&T Committee

As Written:

Processes and strategies used in developing and applying step therapy

Step therapy programs are commonly applied to determine if the drug’s use is within the coverage
strategy of the plan’s pharmacy benefit. Plans may include step therapy programs to help identify the
most cost effective drug for the member at the right place in therapy.

The clinical pharmacists in the UM Development department use the factors, sources and evidentiary
standards to understand the drug’s place in therapy, and apply the drug information to derive clinical
content for step therapy criteria. This outcome is reviewed by internal clinical pharmacists, medical

directors and external expert consultants.

Considerations for application of step therapy programs may include, but are not limited to: drug has
potential for use in unproven indications, drug has potential for use as a first line therapy when other
equally safe, and cost effective alternative drugs are available. Step therapy programs and criteria are
developed based upon published clinical evidence supporting the different uses of a drug and coverage
conditions are not affected or altered by the medication’s intended area of utilization. For example, step
therapy criteria developed for medications used in mental health conditions require the same levels of
clinical evidence as those that are not used or indicated for mental health conditions.

Development and application of step therapy is done without regard to a drug’s formulary tier
placement. CVS Caremark develops standard step therapy programs independent of the formulary plans
and the programs can be applied to the various template formulary offerings. A plan can choose to
include the standard UM program bundles along with a template formulary, add additional UM
programs, or customize UM programs included with the formulary offering.

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
Aetna Life Insurance Company and its affiliates (Aetna). Pharmacy benefits are administered by an affiliated pharmacy benefit
manager, CVS Caremark. Aetna is part of the CVS Health family of companies.

©2023 Aetna Inc.




A

Medically necessary drugs or products are those necessary to prevent, diagnose, manage or treat
conditions that cause acute suffering, endanger life, result in illness or infirmity, interfere with the
capacity for normal activity, or threaten some significant handicap. Medical necessity standards apply to
all prescription drugs, without regard to whether the drug is used to treat MED/SURG, MH or SUD
conditions.

When using the above factors to support application of step therapy to drugs, no more weight is given
to one factor over another in assessing the application of step therapy to drugs used to treat medical or
surgical conditions or to drugs used to treat mental health or substance use disorders conditions.

During the process of developing and assigning step therapy to a given drug, the above sources and
evidentiary standards are reviewed to gather information about the drug as applicable, such as how it is
used to treat the condition, side effects and safety profile, and how it compares to other drugs available
to treat the same condition. These sources provide the background information that is used when
considering the factors that determine when step therapy may be appropriate for the drug. The process
for when a new drug comes to market and is considered for possible step therapy programs includes the
following steps:

e The FDA labeling provides the UM development team with information around indication,
dosing, efficacy, and safety concerns, if any.

o Cost effectiveness is reviewed relative to alternatives in the same class.

e Clinical literature may provide further insight into the drug’s place in therapy, or other concerns
that may exist with this therapy.

e There is variability in timing of when new drugs are included in national guidelines, but the drug
would be included as part of that particular therapeutic class which may be recommended at a
given point in therapy. Guidelines are also reviewed during annual review of step therapy
criteria to determine if recommendations have changed in the past year.

e All of this information is compared against existing drugs in the same class, or that are used to
treat the same condition. If all clinical attributes are essentially equivalent between the new
drug and the existing drugs, then the determination may be made to apply step therapy to the
new drug requiring a trial of a more cost effective drug that treats the same condition and has
similar efficacy.

Coverage conditions take into consideration safety concerns in black box warnings and/or
contraindications in the product labeling if these situations can be effectively managed through a prior
authorization process. Additional safety-related concerns may be addressed at the recommendation of
the External Clinical Expert(s).

CVS Caremark utilizes the Clinical Program Oversight process for review and approval of any new
criteria, updates, and annual review of utilization criteria and clinical program content. As part of this
process, the step therapy criteria and clinical programs will be reviewed by one or more External
Consultants, who are practicing in the relevant clinical area. The CVS Caremark National P&T Committee
is an external advisory body of expert members from a variety of medical specialties, who reviews and
approves all UM criteria (i.e., prior authorization, step therapy and quantity limits outside of FDA-
approved labeling). CVS Caremark develops standard step therapy programs, and a plan or client
chooses which step therapy programs to include in the plan offering.

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
Aetna Life Insurance Company and its affiliates (Aetna). Pharmacy benefits are administered by an affiliated pharmacy benefit

manager, CVS Caremark. Aetna is part of the CVS Health family of companies.
©2023 Aetna Inc.



A

The P&T Committee is an external advisory body of experts composed of independent health care
professionals including physicians and pharmacists, who have broad clinical backgrounds and/or
academic expertise regarding prescription drugs. Members are included on the P&T Committee on the
basis of active involvement in clinical practice (patient care); in the academic, hospital or community
setting; national recognition in their specialty; contributions to medical and/or pharmacy literature; and
previous experience with pharmacy and therapeutics committees.

The P&T Committee ensures that each Formulary provides appropriate access to drugs that are
included in broadly accepted treatment guidelines and are indicative of general best practices, and
ensures that each Formulary does not discourage enrollment by any group of enrollees by reviewing
appropriateness of coverage for a range of disease states and utilization management tools. The P&T
Committee ensures that drugs for the treatment of mental health conditions and substance use
disorders are not managed more restrictively than drugs for other disease states.

The processes and strategies for developing and applying step therapy to drugs used to treat MH or SUD
conditions do not differ from the processes and strategies used in applying step therapy to drugs used to
treat MED/SURG conditions.

In Operation:

Methodology used in the testing and analysis of pharmacy step therapy:

The following is an analysis of the pharmacy step therapy:
e Drugs were grouped into MH, SUD and MED/SURG categories.
e Drug Count was derived from: Generic Product Indicator (GPI 12) code, Brand/Generic Code,
Dosage Form, Drug Name, and Route of Administration
e Counts and percentages of drugs with step therapy in each category were summarized.
e Testing and comparisons of MH/SUD drugs with step therapy compared to MED/SURG drugs
with step therapy at the drug class level were performed, showing:
o Percentage of drugs with step therapy, as well as the factors considered and applied, in
each of the MH/SUD drug classes
o Percentage of drugs with step therapy, as well as the factors considered and applied, in
each of the comparable MED/SURG drug classes

For this analysis, the following drug classes have been identified which contain drugs most commonly
used to treat mental health and substance use disorder conditions under the Pharmacy Benefit:

e Attention Deficit/Hyperactivity Disorder (ADHD) agents/stimulants

e Antianxiety agents

e Antidepressants

e Antipsychotics

e Hypnotics

e Substance Use Disorder (SUD) agents

Testing and comparison of coverage parity was done at the drug class level so that therapeutic classes
that are used to treat medical or surgical conditions with similar or greater magnitude of the NQTL, that
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have need for long term or chronic therapy, were compared against the specific universe of drug classes
that are used for mental health and substance use disorder conditions. This comparison is demonstrated
in the drug class comparison tables included as part of this analysis.

In the testing of step therapy between drugs used for MH/SUD conditions and drugs used for
MED/SURG conditions, the first step shows the comparison of the percentage of drugs subject to step
therapy at the MH, SUD and MED/SURG drug category levels. The next step displays the step therapy
testing results at the drug class level.

Notes on the comparability of the drugs in the analysis:
e The MH and SUD categories include drugs from a limited number of drug classes.
e The MED/SURG category, however, encompasses all other drugs to treat a myriad of disease
states that are not otherwise grouped as MH or SUD.
e The MED/SURG category also includes vaccines, vitamins, insulin syringes and needles, which
are part of the benefit but are not drugs, and therefore are not directly comparable to the drugs
in the MH/SUD categories.

The following table shows the number of drugs in each drug category to which step therapy has been
applied.

STEP THERAPY (ST) ANALYSIS
Plan: AETNA of GEORGIA - Advanced Control Formulary - 2023
Medical / Mental Substance
Surgical Health Use Disorder
TOTAL Drug Count 2,051 161 27
ST Drug Count 58 6 0
% of Drugs with ST 2.8% 3.7% 0.0%

When the factors for step therapy are considered consistently across all drugs and drug classes, the
outcome shows that step therapy is applied to a small percentage of drugs in the MH and MED/SURG
categories, and there is no step therapy applying to any drugs in the SUD category. Step therapy is
applied to:

e 2.8% (58 out of 2,051) of the drugs in the Medical/Surgical category

e 3.7% (6 out of 161) of the drugs in the Mental Health category

e None of the drugs in the Substance Use Disorder category

The development of step therapy is based on comparable processes, strategies, evidentiary standards,
and factors, for therapeutic drug classes used to treat MH, SUD, and MED/SURG conditions.

Testing results of the MH/SUD drug classes are below, showing the step therapy applied when the
factors were considered for each MH/SUD drug class:
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MH/SUD TOTAL | Countof | Percent
DRUG CLASSES Step Therapy Factors Drug Drugs of Drugs
WITH ST Count with ST with ST
ANTIANXIETY AGENTS 21 0 0%
ANTIDEPRESSANTS > Promote the use of most cost-effective products in the 44 2 5%
therapeutic class
> Generic equivalent or therapeutic alternative available
on preferred tier
ANTIPSYCHOTICS/ANTIMANIC 52 0 0%
AGENTS
HYPNOTICS > Promote the use of most cost-effective products in the 14 3 21%
therapeutic class
> Generic equivalent or therapeutic alternative available
on preferred tier
ADHD/STIMULANTS > Promote the use of most cost-effective products in the 30 1 3%
therapeutic class
> Multiple dosage forms available on a preferred tier
> Generic equivalent or therapeutic alternative available
on preferred tier
SuUD 27 0 0%

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List

The table below shows the testing results and factors that were considered for comparable MED/SURG
drug class. The following MED/SURG drug classes are considered to be comparable to MH/SUD drug
classes because they are those used to treat conditions with similar or greater magnitude of the NQTL,

that have need for long term or chronic therapy.

AETNA of GEORGIA - Advanced Control Formulary - 2023

> Generic equivalent or therapeutic alternative available on
preferred tier

MED/SURG TOTAL | Countof | Percent
DRUG CLASSES Step Therapy Factors Drug Drugs of Drugs
WITH ST Count with ST with ST
ANTIDIABETICS > Promote the use of the most cost-effective products in the 68 14 21%
therapeutic class
> Generic equivalent or therapeutic alternative available on
preferred tier
OSTEOPOROSIS > Promote the use of the most cost-effective products in the 19 5 26%
therapeutic class
> Generic equivalent or therapeutic alternative available on
preferred tier
ANTIHYPERTENSIVES > Promote the use of the most cost-effective products in the 51 1 2%
therapeutic class
> Generic equivalent or therapeutic alternative available on
preferred tier
URINARY > Promote the use of the most cost-effective products in the 15 2 13%
ANTISPASMODICS therapeutic class

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
Aetna Life Insurance Company and its affiliates (Aetna). Pharmacy benefits are administered by an affiliated pharmacy benefit
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MED/SURG TOTAL | Countof | Percent
DRUG CLASSES Step Therapy Factors Drug Drugs of Drugs
WITH ST Count with ST with ST

BPH > Promote the use of the most cost-effective products in the 7 1 14%

therapeutic class
> Generic equivalent or therapeutic alternative available on
preferred tier

FIBROMYALGIA > Promote the use of the most cost-effective products in the 2 2 100%
therapeutic class

> Generic equivalent or therapeutic alternative available on
preferred tier

MIGRAINE PRODUCTS > Promote the use of most cost-effective products in the 36 19 53%
therapeutic class

> Multiple dosage forms available on a preferred tier

> Generic equivalent or therapeutic alternative available on
preferred tier

DERM - ANTIPSORIATICS > Promote the use of most cost-effective products in the 19 2 11%
therapeutic class

> Multiple dosage forms available on a preferred tier

> Generic equivalent or therapeutic alternative available on
preferred tier

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List

Findings and Conclusion:

This comparative analysis conducted above demonstrates that step therapy as an NQTL is assigned in
the same manner to MED/SURG drugs as to MH/SUD drugs on this plan, and there is no step therapy
applying to any drugs in the SUD drug classes. As shown, the factors considered when applying step
therapy to drugs used to treat MH or SUD conditions are the same as those considered when applying
step therapy to drugs used to treat MED/SURG conditions.

The same types of sources and evidentiary standards are used when considering those factors. No more
weight is given to one factor or evidentiary standard over another when applying step therapy to drugs
in the MH/SUD category or to drugs in the MED/SURG category.

The processes and strategies for developing and applying step therapy to drugs used to treat MH/SUD
conditions do not differ from the processes and strategies for drugs used to treat MED/SURG conditions.

The analysis of the formulary data at the drug class level demonstrates that step therapy is applied to
drugs in the MH/SUD drug classes and MED/SURG drug classes based on similar factors, is applied at
lower or comparable rates in the MH/SUD drug classes, and there is no step therapy applying to any
drugs in the SUD drug classes. The comparison of the percentage of drugs with step therapy in the
MH/SUD and MED/SURG drug classes on this plan is summarized below:

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
Aetna Life Insurance Company and its affiliates (Aetna). Pharmacy benefits are administered by an affiliated pharmacy benefit
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Step Therapy in MH/SUD classes: Step Therapy in MED/SURG classes:
ANTIANXIETY 76% ANTIDIABETICS 21%
ANTIDEPRESSANTS 2% OSTEOPOROSIS 26%
ANTIPSYCHOTICS 4% ANTIHYPERTENSIVES 2%
HYPNOTICS 93% URINARY ANTISPASMODICS 13%
ADHD 93% BPH 14%
SUD 74% FIBROMYALGIA 100%
MIGRAINE PRODUCTS 53%
DERM - ANTIPSORIATICS 11%

In conclusion, this analysis has demonstrated that in the application of step therapy as an NQTL, the
factors, evidentiary standards, sources processes and strategies identified above, both as written and in
operation, are applied no more stringently to drugs used for mental health or substance use disorder
conditions than to drugs used for medical or surgical conditions.

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
Aetna Life Insurance Company and its affiliates (Aetna). Pharmacy benefits are administered by an affiliated pharmacy benefit
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NQTL: Quantity Limits | Prescription Drugs

Pharmacy Quantity Limits: Quantity Limits (QL) establish a maximum quantity of certain medications
that will be covered over a specified time period. The limit is expressed in terms of dose or quantity
dispensed per prescription, dose or quantity dispensed per time period, the amount covered for the
drug, or the number of prescription claims for the drug over a period of time. Pharmacy quantity limits

generally apply to both generic and brand drugs.

The document attached below is the Aetna of Georgia, Advanced Control Formulary 2023 Pharmacy
Utilization Management (UM) Program Drug List showing the drugs to which quantity limits have been

applied:

—]

AETNA-GA_ACF_202
3 Formulary NQTL D

Factors considered when applying quantity limits:

Medical/Surgical

Mental Health/Substance Use Disorder

The factors considered when establishing
pharmacy quantity limits for drugs used to treat
MED/SURG conditions include:
e Enhance patient safety
o Potential for a drug to be prescribed in
greater quantities and/or at a higher
dose than deemed safe and effective by
the FDA
o To promote appropriate drug dosing,
including strength and frequency
o To prevent overutilization
o When abuse or misuse by the patient is
possible
o For opioids and narcotics, when
appropriate dosing and appropriate
duration of use is based on treatment
for acute or chronic pain
e Cost and cost effectiveness
o Prevention of overutilization
o Discouragement of misuse and waste
through dose efficiency quantity limits,
which ensure that the appropriate tablet
strength is utilized
o Lack of documented efficacy/unknown
efficacy at higher doses
e Discourage misuse, waste, and abuse
o Maximum daily dosing or maximum

The factors considered when establishing
pharmacy quantity limits for drugs used to treat
MH/SUD conditions include:
e Enhance patient safety
o Potential for a drug to be prescribed in
greater quantities and/or at a higher
dose than deemed safe and effective by
the FDA
o To promote appropriate drug dosing,
including strength and frequency
o To prevent overutilization
o When abuse or misuse by the patient is
possible
o For opioids and narcotics, when
appropriate dosing and appropriate
duration of use is based on treatment
for acute or chronic pain
e Cost and cost effectiveness
o Prevention of overutilization
o Discouragement of misuse and waste
through dose efficiency quantity limits,
which ensure that the appropriate tablet
strength is utilized
o Lack of documented efficacy/unknown
efficacy at higher doses
e Discourage misuse, waste, and abuse
o Maximum daily dosing or maximum

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
Aetna Life Insurance Company and its affiliates (Aetna). Pharmacy benefits are administered by an affiliated pharmacy benefit
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Medical/Surgical

Mental Health/Substance Use Disorder

duration of use limits

duration of use limits

Definition of Factors:

e Enhance patient safety: Applying quantity limits based on this factor affords an opportunity to

ensure that safety and treatment goals of the drug are being met: National treatment guidelines and
the Food and Drug Administration’s evaluation of these drugs determine their safety and efficacy for

a particular disease or illness and define recommended duration of therapy

e Cost and cost effectiveness: Quantity limits are based on FDA-approved indications, standard
clinical practice, and guidelines: Dosing recommended treatment for a disease or illness. National
treatment guidelines and the FDA'’s evaluation of these drugs determine the appropriate dosing
based on safety and efficacy for a particular disease or illness. Excessive quantity is defined as a

guantity that exceeds the recommended dosing regimen or the recommended duration of therapy.

o Discourage misuse, waste, and abuse: practices that, directly or indirectly, result in unnecessary

costs, overusing services.

Sources and evidentiary standards considered with pharmacy quantity limits:

Medical/Surgical

Mental Health/Substance Use Disorder

The sources and evidentiary standards
considered when establishing quantity limits
for drugs used in MED/SURG conditions
include:

e FDA product labeling for approved uses
and safety information

e Published peer-reviewed clinical
literature — e.g., Journal of the American
Medical Association (JAMA), New
England Journal of Medicine (NEJM)

e Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug Information
(AHFS-DI), Lexi-Drug, Clinical
Pharmacology, Micromedex Drugdex

e Accepted clinical practice guidelines,
consensus statements, or comparable
publications — e.g., Global Initiative for
Chronic Obstructive Lung Disease (GOLD)
Guidelines for treating COPD, American
Diabetes Association (ADA) Guidelines for
Diabetes Care

The sources and evidentiary standards

considered when establishing quantity limits

for drugs used in MH/SUD conditions include:

e FDA product labeling for approved uses and
safety information

e Published peer-reviewed clinical literature
—e.g., Journal of the American Medical
Association (JAMA), New England Journal
of Medicine (NEJM), Journal of Clinical
Psychiatry

e Approved drug compendia, including
American Hospital Formulary Service® Drug
Information (AHFS-DI), Lexi-Drug, Clinical
Pharmacology, Micromedex Drugdex

e Accepted clinical practice guidelines,
consensus statements, or comparable
publications — e.g., Diagnostic and
Statistical Manual of Mental Disorders, 5t
Edition (DSM-5), American Psychiatric
Association (APA) Guidelines for treating
Depression, Substance Abuse and Mental
Health Services Administration (SAMHSA)
guidelines for treating SUD.
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Medical/Surgical

Mental Health/Substance Use Disorder

e Standards of care noted in clinical
literature, medical or pharmacy societies,
standard clinical drug references

e Appropriate clinical drug information
from other sources as applicable —e.g.,
clinical guidance from agencies such as
Centers for Disease Control and
Prevention (CDC), The Centers for
Medicare & Medicaid Services (CMS),
FDA

e Comparison of similar drugs in terms of
safety and efficacy

e Annual review of UM criteria and clinical
programs by internal pharmacists in the
Clinical Development department and
medical directors in the Medical Affairs
department

e Review of any new criteria, updates, and
annual review of utilization management

e Standards of care noted in clinical
literature, medical or pharmacy societies,
standard clinical drug references

e Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

e Comparison of similar drugs in terms of
safety and efficacy

e Annual review of UM criteria and clinical
programs by internal pharmacists in the
Clinical Development department and
medical directors in the Medical Affairs
department

e Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by

criteria, and clinical program content by
external clinical experts, who are
physicians practicing in the relevant .
clinical area

e Review and approval of prior
authorization coverage criteria for clinical
appropriateness by the CVS Caremark
National P&T Committee

external clinical experts, who are physicians
practicing in the relevant clinical area
Review and approval of prior authorization
coverage criteria for clinical
appropriateness by the CVS Caremark
National P&T Committee

As Written:

Processes and strategies used in developing and applying quantity limits

Quantity Limits establish a maximum quantity of certain medications that will be covered over a
specified time period by the Aetna of Georgia, Advanced Control Formulary. The limit is expressed in
terms of dose or quantity dispensed per prescription, dose or quantity dispensed per time period, the
amount of drug covered by the client, or the number of prescription claims allowed for the drug over a
period of time. When a prescription claim exceeds the established limit for the drug, the claim will not
adjudicate for coverage in the CVS Caremark claims processing system. Messaging is provided to the
dispensing pharmacy advising that the plan’s drug limitation has been exceeded or that a prior
authorization is required for coverage of an additional quantity.

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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Quantity limit programs are commonly applied to determine if the drug’s use is within the coverage
strategy of the plan’s pharmacy benefit. Plans may include quantity limit programs to allow the
appropriate quantity and duration of a drug to be covered.

The clinical pharmacists in the UM Development department use the factors, sources and evidentiary
standards to understand the drug’s place in therapy, and apply the drug information to derive clinical
content for quantity limit criteria. This outcome is reviewed by internal clinical pharmacists, medical
directors and external expert consultants.

Considerations for application of quantity limit programs may include, but are not limited to: drug has
potential for use in unproven indications, drug has potential for being prescribed in quantities exceeding
the recommended dosing regimens or quantities. Quantity limit programs and criteria are developed
based upon published clinical evidence supporting the different uses of a drug and coverage conditions
are not affected or altered by the medication’s intended area of utilization. For example, quantity limit
criteria developed for medications used in mental health conditions require the same levels of clinical
evidence as those that are not used or indicated for mental health conditions.

The decision to implement quantity limits is based on principles that consider the place in therapy for
the drug, how the drug might be used in clinical practice, and the quantity or duration of therapy
needed by most patients. Development and application of quantity limits is done without regard to a
drug’s formulary tier placement. CVS Caremark develops standard quantity limit programs independent
of the formulary plans and the programs can be applied to the various template formulary offerings. A
plan can choose to include the standard UM program bundles along with a template formulary, add
additional UM programs, or customize the UM programs to include with the formulary offering.

Medically necessary drugs or products are those necessary to prevent, diagnose, manage or treat
conditions that cause acute suffering, endanger life, result in illness or infirmity, interfere with the
capacity for normal activity, or threaten some significant handicap. Medical necessity standards apply to
all prescription drugs, without regard to whether the drugs are used to treat MED/SURG, MH or SUD
conditions.

When using the above factors to support application of quantity limits to drugs, no more weight is given
to one factor over another in assessing the application of quantity limits to drugs used to treat medical
or surgical conditions or to drugs used to treat mental health or substance use disorders conditions.

During the process of developing and assigning quantity limits to a given drug, the above sources and
evidentiary standards are reviewed to gather information about the drug as applicable, such as how it is
used to treat the condition, side effects and safety profile, and how it compares to other drugs available
to treat the same condition. These sources provide the background information that is used when
considering the factors that determine when quantity limits may be appropriate for the drug. The
process for when a new drug comes to market and is considered for possible quantity limit programs
includes the following steps:

e The FDA labeling provides the UM development team with information around indication,
dosing, efficacy, and safety concerns, if any.
e Cost effectiveness is reviewed relative to alternatives in the same class.

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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e Clinical literature may provide further insight into the drug’s amount of use in therapy, or other
concerns that may exist with this therapy.

e There is variability in timing of when new drugs are included in national guidelines, but the drug
would be included as part of that particular therapeutic class which may be recommended at a
given point in therapy. Guidelines are also reviewed during annual review of quantity limit
criteria to determine if recommendations have changed in the past year.

e All of this information is compared against existing drugs in the same class, or that are used to
treat the same condition. If, for example, the new drug is available in many different strengths,
or does not have a defined recommended dose and can be used ‘as needed’, or may have
potential for abuse or misuse, then that drug may have a quantity limit applied to ensure an
appropriate amount is allowed per prescription.

Coverage conditions take into consideration safety concerns in black box warnings and/or
contraindications in the product labeling, if these situations can be effectively managed through a prior
authorization process. Additional safety-related concerns may be addressed at the recommendation of
the External Clinical Expert(s).

CVS Caremark utilizes the Clinical Program Oversight process for review and approval of any new
criteria, updates, and annual review of utilization criteria and clinical program content. As part of this
process, the quantity limit criteria and clinical programs will be reviewed by one or more External
Consultants, who are practicing in the relevant clinical area. The CVS Caremark National P&T Committee
is an external advisory body of expert members from a variety of medical specialties, who reviews and
approves all UM criteria (i.e., prior authorization, step therapy and quantity limits outside of FDA-
approved labeling). CVS Caremark develops standard quantity limit programs, and a plan or client
chooses which quantity limit programs to include in the plan offering.

The P&T Committee is an external advisory body of experts composed of independent health care
professionals including physicians and pharmacists, who have broad clinical backgrounds and/or
academic expertise regarding prescription drugs. Members are included on the P&T Committee on the
basis of active involvement in clinical practice (patient care); in the academic, hospital or community
setting; national recognition in their specialty; contributions to medical and/or pharmacy literature; and
previous experience with pharmacy and therapeutics committees.

The P&T Committee ensures that each Formulary provides appropriate access to drugs that are
included in broadly accepted treatment guidelines and are indicative of general best practices, and
ensures that each Formulary does not discourage enroliment by any group of enrollees by reviewing
appropriateness of coverage for a range of disease states and utilization management tools. The P&T
Committee ensures that drugs for the treatment of mental health conditions and substance use
disorders are not managed more restrictively than drugs for other disease states.

The processes and strategies for developing and applying quantity limits to drugs used to treat MH or
SUD conditions do not differ from the processes and strategies used in applying quantity limits to drugs
used to treat MED/SURG conditions.

In Operation:
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Methodology used in testing and analysis for the quantity limits:
The following is an analysis of the pharmacy quantity limits:
e Drugs were grouped into MH, SUD and MED/SURG categories.
e Drug Count was derived from: Generic Product Indicator (GPI 12) code, Brand/Generic Code,
Dosage Form, Drug Name, and Route of Administration
e Counts and percentages of drugs with quantity limits in each category were summarized.
e Testing and comparisons of MH/SUD drugs with quantity limits compared to MED/SURG drugs
with quantity limits at the drug class level were performed, showing:
o Percentage of drugs with quantity limits, as well as the factors considered and applied, in
each of the MH/SUD drug classes
o Percentage of drugs with quantity limits, as well as the factors considered and applied, in
each of the comparable MED/SURG drug classes

For this analysis, the following drug classes have been identified which contain drugs most commonly
used to treat mental health and substance use disorder conditions under the Pharmacy Benefit:

e Attention Deficit/Hyperactivity Disorder (ADHD) agents/stimulants

e Antianxiety agents

e Antidepressants

e Antipsychotics

e Hypnotics

e Substance Use Disorder (SUD) agents

Testing and comparison of coverage parity was done at the drug class level so that therapeutic classes
that are used to treat medical or surgical conditions with similar or greater magnitude of the NQTL, that
have need for long term or chronic therapy, were compared against the specific universe of drug classes
that are used for mental health and substance use disorder conditions. This comparison is demonstrated
in the drug class comparison tables included as part of this analysis.

In the testing of quantity limits between drugs used for MH/SUD conditions and drugs used for
MED/SURG conditions, the first step was to show the comparison of the percentage of drugs subject to
quantity limits at the MH, SUD and MED/SURG category levels. The next step was to display the quantity
limits testing results at the drug class level.

Notes on the comparability of the drugs in the analysis:
e The MH and SUD categories include drugs from a limited number of drug classes.
e The MED/SURG category, however, encompasses all other drugs to treat a myriad of disease
states that are not otherwise grouped as MH or SUD.
e The MED/SURG category also includes vaccines, vitamins, insulin syringes and needles, which
are part of the benefit but are not drugs, and therefore are not directly comparable to the drugs
in the MH/SUD categories.

The following table shows the number of drugs in each drug category to which quantity limits have been
applied.

QUANTITY LIMITS (QL) ANALYSIS

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
Aetna Life Insurance Company and its affiliates (Aetna). Pharmacy benefits are administered by an affiliated pharmacy benefit
manager, CVS Caremark. Aetna is part of the CVS Health family of companies.

©2023 Aetna Inc.



Plan: AETNA of GEORGIA - Advanced Control Formulary - 2023
Medical / Mental Substance
Surgical Health Use Disorder
TOTAL Drug Count 2,051 161 27
QL Drug Count 841 60 20
% of Drugs with QL 41.0% 37.3% 74.1%

When the factors for quantity limits are considered consistently across all drugs and drug classes, the
outcome shows that quantity limits are applied to a varying percentage of drugs across the MH, SUD and
MED/SURG drug categories. Quantity limits are applied to:

e 41.0% (841 out of 2,051) of the drugs in the Medical/Surgical category.

e 37.3% (60 out of 161) of the drugs in the Mental Health category.

e 74.1% (20 out of 27) of the drugs in the Substance Use Disorder category.

While the data shows that 74.1% of the drugs in the SUD drug category have quantity limits compared
to 41.0% in the MED/SURG drug category, that does not reflect the rate of quantity limits that is seen in
each of the drug classes in the MED/SURG drug category. As described above under Quantity Limit
Methodology, the MH and SUD drug categories include a limited number of drugs that are used to treat
specific conditions considered as mental health or substance use disorder conditions. The MED/SURG
drug category, however, encompasses drugs used to treat specific medical or surgical conditions, as well
as all other products included in the pharmacy benefit that are not categorized as MH or SUD drug
category. The products classified in the MED/SURG drug category also include drugs such as vaccines,
vitamins, insulin syringes and needles, and antibiotics that are used for short-term treatment, which are
not appropriate comparisons to the drugs that are used to treat opioid use disorder or tobacco use
disorder, for example. The inclusion of these types of drugs in the calculation of the rate of quantity
limits in the MED/SURG drug category results in a total that appears lower than it would be if it only
included the drugs used to treat chronic conditions like HIV, hepatitis-C, and multiple sclerosis, for
example.

The factors utilized when quantity limits were added in a given class are listed in the tables below, and
are similar between the MH/SUD drug classes and MED/SURG drug classes. A review of the percentage
of quantity limits at the drug class level, demonstrates the rate of application of quantity limits to drugs
in the MH/SUD drug classes is lower than the rate in the MED/SURG drug classes, as seen below:

Quantity Limits in MH/SUD classes: Quantity Limits in MED/SURG classes:
ANTIANXIETY 76% HIV 100%
ANTIDEPRESSANTS 2% HEPATITIS C 100%
ANTIPSYCHOTICS 4% ANTIEMETICS 5HT-3 100%
HYPNOTICS 93% MULTIPLE SCLEROSIS 100%
ADHD 93% OPIOIDS 98%
SUD 74% MIGRAINE AGENTS 94%
DERM - ANTIPSORIATICS 79%
DERM - PHN 86%
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IMMUNOSUPPRESSANTS

100%

Testing results of the MH/SUD drug classes are below, showing the quantity limits applied after the
factors were considered for each MH/SUD drug class:

AETNA of GEORGIA - Advanced Control Formulary - 2023

MH/SUD
DRUG CLASSES
WITH QL

Quantity Limit Factors

TOTAL
Drug
Count

Count of
Drugs
with QL

Percent of
Drugs
with QL

ANTIANXIETY AGENTS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

21

16

76%

ANTIDEPRESSANTS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

44

2%

ANTIPSYCHOTICS/ANTIMANIC
AGENTS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

52

4%

HYPNOTICS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

14

13

93%

ADHD/STIMULANTS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

> Cost-effectiveness

30

28

93%

SuD

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

> Cost-effectiveness

27

20

74%

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List

The SUD category represents a very small number of drugs, most of which are used to treat tobacco use
and opioid use disorders. A number of the SUD drugs are also opioids themselves, and have a significant
potential for abuse or misuse, suggesting the need for close monitoring. The antianxiety and hypnotics
classes also contain controlled substances with potential for misuse and abuse. Chronic use of hypnotics
for sleep disorders may actually be a sign of underlying physical or psychiatric disorders, it is important
to monitor their use in order to assess the need for further evaluation of the condition. Most of the
drugs used to treat ADHD are schedule Il controlled substances, which have the highest potential for
abuse among FDA approved prescription drugs. Quantity limits have been placed on these drugs to align
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with treatment guidelines, as well as FDA dosing recommendations. Methadone used for SUD has

quantity limits to comply with 21 CFR 1306.07(b) and (c).

The table below shows the testing results and factors that were considered for comparable MED/SURG
drug classes. The following MED/SURG drug classes are considered to be comparable to MH/SUD drug
classes because they are those used to treat conditions with similar or greater magnitude of the NQTL,
that have need for long term or chronic therapy.

AETNA of GEORGIA - Advanced Control Formulary - 2023

MED/SURG
DRUG CLASSES
WITH QL

Quantity Limit Factors

TOTAL
Drug
Count

Count of
Drugs
with QL

Percent of
Drugs
with QL

HIV

> Potential for unsafe and ineffective dose escalation
> Dose optimization
> Unknown or lack of efficacy at higher doses

56

56

100%

HEPATITIS C

> Potential for unsafe and ineffective dose escalation
> Dose optimization
> Unknown or lack of efficacy at higher doses

11

11

100%

ANTIEMETICS 5HT-3

> Potential for unsafe and ineffective dose escalation
> Dose optimization
> Unknown or lack of efficacy at higher doses

100%

MULTIPLE SCLEROSIS

> Dose optimization
> Unknown or lack of efficacy at higher doses
> Potential for abuse or misuse

32

32

100%

OPIOIDS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

> Cost-effectiveness

44

43

98%

MIGRAINE PRODUCTS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

> Cost-effectiveness

36

34

94%

DERM - ANTIPSORIATICS

> Dose optimization
> Unknown or lack of efficacy at higher doses
> Potential for abuse or misuse

19

15

79%

DERM - PHN

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

> Cost-effectiveness

86%

IMMUNOSUPPRESSANTS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

> Cost-effectiveness

24

24

100%

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List
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Findings and Conclusion:

This comparative analysis conducted above demonstrates that quantity limits as an NQTL are assigned in
the same manner to MED/SURG drugs as to MH/SUD drugs on this plan. As shown, the factors
considered when applying quantity limits to drugs used to treat MH or SUD conditions are the same as
those considered when applying the quantity limit NQTL to drugs used to treat MED/SURG conditions.

The same types of sources and evidentiary standards are used when considering those factors. No more
weight is given to one factor or evidentiary standard over another when applying quantity limits to
drugs in the MH/SUD category or to drugs in the MED/SURG category.

The processes and strategies for developing and applying quantity limits to drugs used to treat MH/SUD
conditions do not differ from the processes and strategies for drugs used to treat MED/SURG conditions.

The analysis of the formulary data at the drug class level demonstrates that quantity limits are applied
to drugs in the MH/SUD drug classes and MED/SURG drug classes based on similar factors, are applied at
lower or comparable rates and are applied no more stringently in the MH/SUD drug classes. The
comparison of the percentage of drugs with quantity limits in the MH/SUD and MED/SURG drug classes
on this plan is summarized below:

Quantity Limits in MH/SUD classes: Quantity Limits in MED/SURG classes:
ANTIANXIETY 76% HIV 100%
ANTIDEPRESSANTS 2% HEPATITIS C 100%
ANTIPSYCHOTICS 4% ANTIEMETICS 5HT-3 100%
HYPNOTICS 93% MULTIPLE SCLEROSIS 100%
ADHD 93% OPIOIDS 98%
SUD 74% MIGRAINE AGENTS 94%
DERM - ANTIPSORIATICS 79%
DERM - PHN 86%
IMMUNOSUPPRESSANTS 100%

In conclusion, this analysis has demonstrated that in the application of quantity limits as an NQTL, the
factors, evidentiary standards, sources, processes, and strategies, identified above, both as written and
in operation, are applied no more stringently to drugs used for mental health or substance use disorder
conditions than to drugs used for medical or surgical conditions.
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Mental Health Parity
Prescription Drug Benefit - Non-Quantitative Treatment Limitations

Aetna of Georgia, Marketplace Exchange Formulary
2023 Pharmacy Benefit plan
Analysis conducted December 2023

The contact for the client level CVS Caremark NQTL Comparative Analysis is the CVS Caremark Account
Team supporting Aetna of Georgia. The Pharmacy NQTL Comparative Analysis is developed by a
multidisciplinary team from various CVS Caremark business and clinical support areas coordinated
through the CVS Caremark Medical Affairs department.

The Paul Wellstone and Pete Domenici Mental Health Parity and Addiction Equity Act of 2008 (MHPAEA)
is a federal law that generally prohibits group health plans and health insurance issuers that provide
mental health or substance use disorder (MH/SUD) benefits from imposing less-favorable benefit
limitations on those benefits than on medical/surgical (MED/SURG) benefits. Benefit treatment
limitations include quantitative treatment limits (QTLs), which are expressed numerically (such as a
certain number of outpatient visit limits), and non-quantitative treatment limits (NQTLs), which
otherwise limit the scope or duration of benefits for treatment under a plan or coverage.

As part of a prescription drug benefit plan offering, CVS Caremark utilizes formulary and utilization
management tools. These tools are essential to optimizing patient outcomes, reducing waste and
unnecessary drug use, and providing cost-effective prescription drug benefit coverage. CVS Caremark
considers the following formulary and UM tools as the prescription drug benefit NQTLs used in client
plan offerings:

e Formulary tiering

e  Prior Authorization (PA)
e Step Therapy (ST)

e Quantity Limits (QL)

The above formulary and UM tools, or prescription drug benefit NQTLs, are designed and applied
consistently across all drugs and drug classes without regard to whether a drug is generally prescribed
for MED/SURG or MH/SUD conditions. Any coverage factors, processes, evidentiary standards, and
development or implementation strategies applied to drugs used to treat MH/SUD conditions are
comparable to, and are applied no more stringently than the coverage factors, evidentiary standards,
processes, and development or implementation strategies used in applying the limitations to drugs used
to treat MED/SURG conditions.

CVS Caremark has identified the following drug classes which contain drugs most commonly used to
treat mental health and substance use disorder conditions under the Pharmacy Benefit:

¢ Attention Deficit/Hyperactivity Disorder ¢ Antidepressants
(ADHD) agents/stimulants ¢ Antipsychotics
e Antianxiety agents e Hypnotics

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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¢ Substance Use Disorder (SUD) agents

NQTL: Formulary tiering and design | Prescription Drugs
Formulary Tiering: A formulary is a list of drugs covered by a plan that offers prescription drug benefits.

A formulary is sometimes referred to as a covered drug list. A tiered formulary is one that divides drugs
into tiers that are ranked based on certain factors, including cost, whether the drug is generic or brand,
or whether the product is considered preferred or non-preferred. The tiers on a formulary may
determine the amount of cost share the member pays for a covered prescription drug. Formulary tier
descriptions for this plan are listed below.

Tier O = ACA Preventive Drugs

Tier 1 = Preferred Generics

Tier 2 = Preferred Brands

Tier 3 = Non-Preferred Brands and Generics
Tier 4 = Specialty Preferred Brands

Tier 5 = Specialty Non-Preferred Brands

Attached is the 2023 Drug List Document:
https://fm.formularynavigator.com/FBO/41/2023 Aetna Health Exchange Plan.pdf

Factors considered when implementing formulary tiering and design:

Medical/Surgical Mental Health / Substance Use Disorder

The factors considered when establishing The factors considered when establishing

formulary tier designation for drugs used to formulary tier designation for drugs used to

treat MED/SURG conditions include: treat MH/SUD conditions include:

e Brand or generic status of the drug . Brand or generic status of the drug

e Specialty drug status, if applicable for the e  Specialty drug status, if applicable for
plan the plan

e Impact of generic drugs or drugs . Impact of generic drugs or drugs
designated to become available over-the- designated to become available over-
counter the-counter

e Brand and generic pipeline . Brand and generic pipeline

e Line of business e Line of business

e Drug labeling approved by the U.S. Food . Drug labeling approved by the U.S. Food
and Drug Administration (FDA) and Drug Administration (FDA)

e Availability of therapeutic alternatives e  Availability of therapeutic alternatives

e Utilization trends e  Utilization trends

e Plan sponsor cost . Plan sponsor cost

e Applicable manufacturer agreement e  Applicable manufacturer agreement

e Potential impact on members . Potential impact on members

Definition of Factors:
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e Brand or generic status of the drug — The brand or generic status of the drugs as designated by FDA.
Generic drugs are typically placed on lower tiers.

e Specialty drug status, if applicable for the plan — Specialty drugs are those that require special

handling, special storage, or close clinical monitoring of the member. Due to the special handling of

the drug or the drug’s limited distribution, the prescription may need to be dispensed from a

Specialty Pharmacy.

e Drug pipeline for brands, generics, supplemental indications or drugs designated to become
available over-the-counter — Monitoring of drugs in development and visibility into new therapies
and changes in treatment options which may be available in the future and may impact how
formulary products are placed or covered on the formulary.

o FDA approved uses - Information on the drug's effects have been reviewed by the FDA, and the

drug is determined to provide benefits that outweigh its known and potential risks for the intended

population

e Availability of therapeutic alternatives — If there are alternative drugs available to treat the same
condition, the more cost-effective alternative drug will typically be included in the lowest

appropriate tier.

e Line of business/Regulatory Requirements —State and federal regulations may restrict/dictate how
certain drugs should be covered on the formulary. Plans participating in government programs may

have standard practices that direct how brands and generics are placed.
e Utilization trends — drug utilization reports help show use in order to assess impact of tiering on

member access.

e Plan sponsor costs — cost to the plan can influence tier placement.
e Manufacturer agreement — agreements with drug manufacturers may include requirements for

coverage on the formulary.

e Potential impact on members — Impact to member access may be considered when deciding to
move a drug from a certain tier despite other factors, in order to promote medication adherence,

for instance.

When the above factors are considered in the decision-making process for determining tier placement
for drugs on the formulary, no more weight is given to one factor over another when determining tier

placement for drugs used to treat MED/SURG conditions or for drugs used to treat MH/SUD conditions.

The sources and evidentiary standards used to apply the factors for formulary tiering and

design:

Medical/Surgical

Mental Health/Substance Use Disorder

The sources and evidentiary standards

considered when establishing formulary tier

designation for drugs used in MED/SURG

conditions include:

e FDA product labeling for approved uses and
safety information. For example, if there is
only one drug available on the market for a

The sources and evidentiary standards

considered when establishing formulary tier

designation for drugs used in MH/SUD

conditions include:

e FDA product labeling for approved uses and
safety information. For example, if there is
only one drug available on the market for a
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Medical/Surgical

Mental Health/Substance Use Disorder

given indication, it would likely not be
placed on the highest tier.

e Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug Information
(AHFS-DI), Lexi-Drug, Clinical
Pharmacology, Micromedex Drugdex

e Consensus documents and nationally
sanctioned guidelines — e.g., Global
Initiative for Chronic Obstructive Lung
Disease (GOLD) Guidelines for treating
COPD, American Diabetes Association (ADA)
Guidelines for Diabetes Care

e Publications of the National Institutes of
Health (NIH), Agency for Healthcare
Research and Quality (AHRQ), and other
organizations or government agencies

e Evidence-based reviews of peer-reviewed
medical literature — e.g., Journal of the
American Medical Association (JAMA), New
England Journal of Medicine (NEJM)

e Standards of care recommended by clinical
literature, medical or pharmacy societies,
standard clinical drug references

e Appropriate clinical drug information from

other sources as applicable — e.g., clinical

guidance from agencies such as Centers for

Disease Control and Prevention (CDC), The

Centers for Medicare & Medicaid Services

(CMS), FDA

Input from physicians practicing in the

relevant clinical area

given indication, it would likely not be
placed on the highest tier.

e Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug Information (AHFS-
Dl), Lexi-Drug, Clinical Pharmacology,
Micromedex Drugdex

e Consensus documents and nationally
sanctioned guidelines — e.g., Diagnostic and
Statistical Manual of Mental Disorders, 5t
Edition (DSM-5), American Psychiatric
Association (APA) Guidelines for treating
Depression, Substance Abuse and Mental
Health Services Administration (SAMHSA)
guidelines for treating SUD.

e Publications of the National Institutes of
Health (NIH), Agency for Healthcare
Research and Quality (AHRQ), and other
organizations or government agencies

e Evidence-based reviews of peer-reviewed
medical literature — e.g., Journal of the
American Medical Association (JAMA), New
England Journal of Medicine (NEJM), Journal
of Clinical Psychiatry

e Standards of care recommended by clinical
literature, medical or pharmacy societies,
standard clinical drug references

e Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

e Input from physicians practicing in the
relevant clinical area

As Written:

Processes and strategies applied when determining formulary tiering and design

Drug-tier designation takes into account a variety of factors, such as indications, clinical evidence
(scientific evidence, standards of practice, peer-reviewed medical literature, accepted clinical practice
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guidelines), adverse event profile, available dosage forms, dosing frequency, generic competition, and
adherence factors. The formulary selection process includes a comparison of similar drugs in terms of
safety and effectiveness. In addition, drug and drug class appropriateness is taken into account when

considering a drug for inclusion on a drug list.

During the process of determining tiering for a given drug, the above sources and evidentiary standards
are reviewed to gather information about the drug as applicable, such as how it is used to treat the
condition, side effects and safety profile, and how it compares to other drugs available to treat the same
condition. These sources provide the background information that is used when considering the factors
that determine which tier may be appropriate for the drug.

Formulary Review Committee (FRC) is an internal CVS Caremark committee that evaluates factors that
may affect the formulary. The FRC makes business recommendations based on such factors to the P&T
Committee.

Drug products must first be deemed safe and effective by the P&T Committee before they are eligible
for inclusion on a CVS Caremark Formulary or Drug List. The Formulary Review Committee (FRC) is an
internal CVS Caremark committee that evaluates the above-described factors when determining which
drugs are placed in which tiers. The FRC makes recommendations based on such factors to the CVS
Caremark National Pharmacy & Therapeutics (P&T) Committee for review and approval.

The P&T Committee reviews all standard formularies annually. The review is conducted by drug class to
assure that the formulary recommendations previously established are maintained and to recommend
additional changes for clinical appropriateness if advisable based on newly available pharmaceutical
information.

The P&T Committee is an external advisory body of experts composed of independent health care
professionals including physicians and pharmacists, who have broad clinical backgrounds and/or
academic expertise regarding prescription drugs. Members are included on the P&T Committee on the
basis of active involvement in clinical practice (patient care); in the academic, hospital or community
setting; national recognition in their specialty; contributions to medical and/or pharmacy literature; and
previous experience with pharmacy and therapeutics committees.

The P&T Committee ensures that each Formulary provides appropriate access to drugs that are
included in broadly accepted treatment guidelines and are indicative of general best practices, and
ensures that each Formulary does not discourage enrollment by any group of enrollees by reviewing
appropriateness of coverage for a range of disease states and utilization management tools. The P&T
Committee ensures that drugs for the treatment of mental health conditions and substance use
disorders are not managed more restrictively than drugs for other disease states.

The processes and strategies for developing formulary tier designation to drugs used to treat MH or SUD
conditions do not differ from the processes and strategies used in developing tier designation applying
to drugs used to treat MED/SURG conditions.

In Operation:
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The following table illustrates the number of drugs on each formulary tier within each drug category.
The factors are applied in a comparable manner and no more stringently for drugs used to treat
MH/SUD as for MED/SURG conditions.

Formulary Tiering Methodology:
The following is an analysis of the formulary tier designation:
e Drugs were grouped into MH, SUD and MED/SURG categories.
e Drugs were organized into formulary tier groups.
e Drug Count was derived from: Generic Product Indicator (GPI 12) code, Brand/Generic Code,
Dosage Form, Drug Name, and Route of Administration
e Counts of drugs and percentages on each formulary tier were summarized.
Percentages of drugs with preferred status were summarized.
o Preferred Tiers for the plan include: Tier 0 ACA preventive drugs, Tier 1 generics, Tier 2
preferred brands, and Tier 4 specialty preferred brands

For this analysis, the following drug classes have been identified which contain drugs most commonly
used to treat mental health and substance use disorder conditions under the Pharmacy Benefit:
e Attention Deficit/Hyperactivity Disorder (ADHD) agents/stimulants
e Antianxiety agents
Antidepressants
e Antipsychotics
e Hypnotics
Substance Use Disorder (SUD) agents

FORMULARY TIER DESCRIPTIONS:
e Tier 0 = ACA Preventive Drugs
o Tier 1 =Preferred Generics
e Tier 2 = Preferred Brands
e Tier 3 = Non-Preferred Brands and Generics
e Tier 4 = Specialty Preferred Brands
e Tier 5 =Specialty Non-Preferred Brands

FORMULARY TIERING ANALYSIS
Plan: AETNA of GEORGIA - GA Exchange Formulary - 2023

Category Results
. Medical / Surgical Tier0 | Tierl | Tier2 | Tier3 | Tier4 | Tier5 Total %
Medical / Drugs | Preferred
Surgical Drug Count by Tier 77 670 121 375 155 342 1,740 58.8%

% of Drug Count per Tier | 4.4% | 385% | 7.0% | 21.6% | 8.9% | 19.7%
.|

Mental Health Tier0 | Tier1 | Tier2 | Tier3 | Tiera | Tiers | 1o %
Mental Drugs | Preferred
Health Drug Count by Tier 0 86 1 38 1 3 129 68.2%

% of Drug Count per Tier | 0.0% | 66.7% | 0.8% | 29.5% | 0.8% 2.3%
./ _____________________________________ |

0,
Subs.tance LA Tier0 | Tierl | Tier2 | Tier3 | Tier4 | Tier5 Uil 0
Disorder Drugs Preferred
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Substance Drug Count by Tier 11 10 0 1 1 0 23 95.7%

Use

) % of Drug Count per Tier | 47.8% | 43.5% | 0.0% | 43% | 43% | 0.0%
Disorder

When the factors for formulary tier designation are considered consistently across all drugs and drug
classes, the outcome shows that there is a higher percentage of drugs covered at preferred or lower
cost-share formulary tiers in the MH and SUD drug categories, compared to the MED/SURG drug
category.

e The Medical/Surgical category has 58.8% of the drugs at a preferred or lower-cost formulary tier.

e The Mental Health category has 68.2% of the drugs at a preferred or lower-cost formulary tier.

e The Substance Use Disorder category has 95.7% of the drugs at a preferred or lower-cost formulary

tier.

Findings and Conclusion:

This comparative analysis demonstrates that formulary tiering is applied to MED/SURG drugs as well as
MH/SUD drugs on this plan. As shown, the factors considered when determining formulary tier
placement for drugs used to treat MH or SUD conditions are the same as those considered when
determining formulary tier placement for drugs used to treat MED/SURG conditions.

The same types of sources and evidentiary standards are used when considering those factors. No more
weight is given to one factor or evidentiary standard over another when determining formulary tier
placement for drugs in the MH/SUD category or for drugs in the MED/SURG category.

The processes and strategies for determining formulary tier placement for drugs used to treat MH/SUD
conditions do not differ from the processes and strategies for drugs used to treat MED/SURG conditions.

The analysis of the formulary data demonstrates that formulary tier placement decisions for drugs in the
MH/SUD drug classes and MED/SURG drug classes are based on similar factors. The testing and
comparison of the percentage of drugs on preferred formulary tiers in the MH/SUD and MED/SURG drug
classes on this plan is summarized below:

% of MED/SURG drugs on preferred or lower-cost tiers: 58.8%
% of MH drugs on preferred or lower-cost tiers: 68.2%
% of SUD drugs on preferred or lower-cost tiers: 95.7%

In conclusion, this analysis has demonstrated that in the determination of formulary tier placement as
an NQTL, the factors, evidentiary standards, sources, processes and strategies identified above, both as
written and in operation, are applied no more stringently to drugs used for mental health or substance
use disorder conditions than to drugs used for medical or surgical conditions.
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NQTL: Prior Authorization | Prescription Drugs

Pharmacy prior authorization (PA): Prior authorization is a utilization management tool used to
determine whether the intended use of a prescription drug meets a plan’s medical necessity standards.
Prior authorization is granted when member meets the plan’s medical necessity requirements. When
the criteria for prior authorization is not met, coverage for the drug is denied.

The document attached below is the Aetna of Georgia, Marketplace Exchange Formulary 2023
Pharmacy Utilization Management (UM) Program Drug List showing the drugs to which prior
authorization has been applied:

AETNA-GA_EXCHAN
GE_2023 Formulary |

Factors considered when applying prior authorization to prescription drugs:

Medical/Surgical Mental Health/Substance Use Disorder

The factors considered when establishing The factors considered when establishing

pharmacy prior authorization for drugs used in pharmacy prior authorization for drugs used in

MED/SURG include: MH/SUD include:

e Patient safety concerns exist with a drug or e Patient safety concerns exist with a drug or
drug class; unknown long-term safety or drug class; unknown long-term safety or
durability durability

e Applicable lab values or other test results e Applicable lab values or other test results
required for appropriate treatment required for appropriate treatment

e Appropriate medication uses for indications e Appropriate medication uses for indications
or conditions based on national guidelines or conditions based on national guidelines

e Use in appropriate patient populations e Use in appropriate patient populations

e Use limited to a specific population based on | e Use limited to a specific population based on
FDA-approved indications, standard clinical FDA-approved indications, standard clinical
practice, and guidelines practice, and guidelines

e Potential for inappropriate or off-label use e Potential for inappropriate or off-label use

e Opportunity for optimizing patient outcomes, | ® Opportunity for optimizing patient outcomes,
to ensure treatment goals of the drug are to ensure treatment goals of the drug are
being met being met

e Generic equivalent or alternative available on | ¢ Generic equivalent or alternative available on
preferred tier preferred tier

e  Multiple other dosage forms available on e  Multiple other dosage forms available on
preferred tier preferred tier

e Reduce waste, unnecessary drug use, fraud, e Reduce waste, unnecessary drug use, fraud,
or abuse or abuse

e Requirement for additional treatment e Requirement for additional treatment
supportive therapies, including but not supportive therapies, including but not
limited to behavioral counseling, diet limited to behavioral counseling, diet

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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Medical/Surgical

Mental Health/Substance Use Disorder

therapy, case management, and other
standard non-drug supportive therapies

therapy, case management, and other
standard non-drug supportive therapies

Definition of Factors:
Patient safety concerns with a drug or drug class; unknown long-term safety or durability —
Imposing prior authorization based on this factor affords an opportunity to ensure that safety

protocols are maintained.

Applicable lab values or other test results required for appropriate treatment — Prior authorization
may be imposed in order to ensure appropriate monitoring and testing in patient treatment
Appropriate medication uses for indications or conditions based on national guidelines; Use in
appropriate patient populations — National treatment guidelines and the FDA’s evaluation of these
drugs determine their safety and efficacy for a particular disease or illness within the intended
population, and define the drug’s use as initial therapy, second line therapy, or concurrent therapy.
First line therapy refers to the initial recommended treatment for a disease or illness.

Potential for inappropriate or off-label use — National treatment guidelines and the Food and Drug
Administration’s evaluation of these drugs determine their safety and efficacy for a particular
disease or illness and define recommended duration of therapy

Opportunity for optimizing patient outcomes and to ensure treatment goals of the drug are being
met — Confirm patient is responding to therapy, e.g., A1C or cholesterol targets are being met.
Generic equivalent or alternative available on preferred tier; multiple other dosage forms
available on preferred tier — Other treatment options may be covered on a preferred tier, that do
not have prior authorization or step therapy required but would be therapeutically equivalent.
Reduce waste, unnecessary drug use, fraud, or abuse — practices that, directly or indirectly, result

in unnecessary costs, overusing services.

Requirement for additional treatment supportive therapies — Additional supportive therapies, in
addition to medications, may be recommended in the guidelines as the most effective treatment
approach for a given condition. These therapies include but are not limited to behavioral counseling,
diet therapy, case management, and other standard non-drug supportive therapies.

Sources and evidentiary standards used to apply prior authorization:

Medical/Surgical

Mental Health/Substance Use Disorder

The sources and evidentiary standards

considered when establishing prior authorization

for drugs used in MED/SURG conditions include:

e FDA product labeling for approved uses and
safety information

e Published peer-reviewed clinical literature —
e.g., Journal of the American Medical
Association (JAMA), New England Journal of
Medicine (NEJM)

The sources and evidentiary standards

considered when establishing prior authorization

for drugs used in MH/SUD conditions include:

e  FDA product labeling for approved uses and
safety information

e Published peer-reviewed clinical literature —
e.g., Journal of the American Medical
Association (JAMA), New England Journal of
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Medical/Surgical

Mental Health/Substance Use Disorder

e Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug, Lexi-Drug, Clinical
Pharmacology, Micromedex Drugdex

e Accepted clinical practice guidelines,
consensus statements, or comparable
publications — e.g., Global Initiative for
Chronic Obstructive Lung Disease (GOLD)
Guidelines for treating COPD, American
Diabetes Association (ADA) Guidelines for
Diabetes Care

e Standards of care noted in clinical literature,
medical or pharmacy societies, standard
clinical drug references

e Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

e Comparison of similar drugs in terms of
safety and efficacy

e Annual review of UM criteria and clinical
programs by internal pharmacists in the
Clinical Development department and
medical directors in the Medical Affairs
department

e Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by
external clinical experts, who are physicians
practicing in the relevant clinical area

e Review and approval of prior authorization
coverage criteria for clinical appropriateness
by the CVS Caremark National P&T
Committee

Medicine (NEJM), Journal of Clinical
Psychiatry

e Approved drug compendia, including
American Hospital Formulary Service® Drug,
Lexi-Drug, Clinical Pharmacology,
Micromedex Drugdex

e Accepted clinical practice guidelines,

consensus statements, or comparable
publications — e.g., Diagnostic and Statistical
Manual of Mental Disorders, 5t Edition
(DSM-5), American Psychiatric Association
(APA) Guidelines for treating Depression,
Substance Abuse and Mental Health Services
Administration (SAMHSA) guidelines for
treating SUD.

e Standards of care noted in clinical literature,
medical or pharmacy societies, standard
clinical drug references

e Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

e Comparison of similar drugs in terms of
safety and efficacy

e Annual review of UM criteria and clinical
programs by internal pharmacists in the
Clinical Development department and
medical directors in the Medical Affairs
department

e Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by
external clinical experts, who are physicians
practicing in the relevant clinical area

e Review and approval of prior authorization
coverage criteria for clinical appropriateness
by the CVS Caremark National P&T
Committee
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As Written:

Processes and strategies used in developing and applying prior authorization

Prior authorization programs are commonly applied to determine if the drug’s use is within the coverage
strategy of the plan’s pharmacy benefit. Plans may include prior authorization programs to help identify
the right drug, for the right member.

The clinical pharmacists in the UM Development department use the factors, sources and evidentiary
standards to understand the drug’s place in therapy, and apply the drug information to derive clinical
content for prior authorization criteria. This outcome is reviewed by internal clinical pharmacists,
medical directors and external expert consultants.

Considerations for application of prior authorization programs may include, but are not limited to:
ensuring the drug is used in the appropriate place in therapy, drug has potential for use in unproven
indications. Prior authorization programs and criteria are developed based upon published clinical
evidence supporting the different uses of a drug, and coverage conditions are not affected or altered by
the medication’s intended area of utilization. For example, prior authorization criteria developed for
medications used in mental health conditions require the same levels of clinical evidence as those that
are not used or indicated for mental health conditions.

Development and application of prior authorization is done without regard to a drug’s formulary tier
placement. CVS Caremark develops standard prior authorization programs independent of the
formulary plans and the programs can be applied to the various template formulary offerings. A
plan can choose to include the standard UM program bundles along with a template formulary, add
additional UM programs, or customize UM programs that are included with the formulary offering.

Medically necessary drugs or products are those necessary to prevent, diagnose, manage or treat
conditions that cause acute suffering, endanger life, result in illness or infirmity, interfere with the
capacity for normal activity, or threaten some significant handicap. Medical necessity standards apply to
all prescription drugs, without regard to whether the drug is used to treat MED/SURG, MH or SUD
conditions.

When using the above factors to support application of prior authorization to drugs, no more weight is
given to one factor over another in assessing the application of prior authorization to drugs used to treat
medical or surgical conditions or to drugs used to treat mental health or substance use disorder
conditions.

During the process of developing and assigning prior authorization to a given drug, the above sources
and evidentiary standards are reviewed to gather information about the drug as applicable, such as how
it is used to treat the condition, side effects and safety profile, and how it compares to other drugs
available to treat the same condition. These sources provide the background information that is used
when considering the factors that determine when prior authorization may be appropriate for the drug.
The process for when a new drug comes to market and is considered for possible prior authorization
programs includes the following steps:

e The FDA labeling provides the UM development team with information around indication,

dosing, efficacy, and safety concerns, if any.
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o Cost effectiveness is reviewed relative to alternatives in the same class.

e Clinical literature may provide further insight into the drug’s place in therapy, or other concerns
that may exist with this therapy.

e There is variability in timing of when new drugs are included in national guidelines, but the drug
would be included as part of that particular therapeutic class which may be recommended at a
given point in therapy. Guidelines are also reviewed during annual review of prior authorization
criteria to determine if recommendations have changed in the past year.

e All of this information is compared against existing drugs in the same class, or that are used to
treat the same condition. If, for example, there is a particular safety concern with the new drug,
or there are tests or lab values that need to be confirmed prior to starting therapy, or the drug is
restricted to a specific population or place in therapy, then the new drug may have prior
authorization applied to ensure the drug is used for the appropriate patients at the appropriate
place in therapy.

Coverage conditions take into consideration safety concerns in black box warnings and/or
contraindications in the product labeling, if these situations can be effectively managed through a prior
authorization process. Additional safety-related concerns may be addressed at the recommendation of
the External Clinical Expert(s).

CVS Caremark utilizes the Clinical Program Oversight process for review and approval of any new
criteria, updates, and annual review of utilization criteria and clinical program content. As part of this
process, the prior authorization criteria and clinical program will be reviewed by one or more external
consultants, who are practicing in the relevant clinical area. The CVS Caremark National P&T Committee
is an external advisory body of expert members from a variety of medical specialties, who reviews and
approves all UM criteria (i.e., prior authorization, step therapy and quantity limits outside of FDA-
approved labeling). CVS Caremark develops standard prior authorization programs, and a plan chooses
which prior authorization programs to include in the plan offering.

The P&T Committee is an external advisory body of experts composed of independent health care
professionals including physicians and pharmacists, who have broad clinical backgrounds and/or
academic expertise regarding prescription drugs. Members are included on the P&T Committee on the
basis of active involvement in clinical practice (patient care); in the academic, hospital or community
setting; national recognition in their specialty; contributions to medical and/or pharmacy literature; and
previous experience with pharmacy and therapeutics committees.

The P&T Committee ensures that each Formulary provides appropriate access to drugs that are
included in broadly accepted treatment guidelines and are indicative of general best practices, and
ensures that each Formulary does not discourage enroliment by any group of enrollees by reviewing
appropriateness of coverage for a range of disease states and utilization management tools. The P&T
Committee ensures that drugs for the treatment of mental health conditions and substance use
disorders are not managed more restrictively than drugs for other disease states.

The processes and strategies for developing and applying prior authorization to drugs used to treat MH
or SUD conditions do not differ from the processes and strategies used in applying prior authorization to
drugs used to treat MED/SURG conditions.
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In Operation:

Methodology used in the testing and analysis of prior authorization:
The following is an analysis of the pharmacy prior authorization:
e Drugs were grouped into MH, SUD and MED/SURG categories.
e Drug Count was derived from: Generic Product Indicator (GPI 12) code, Brand/Generic Code,
Dosage Form, Drug Name, and Route of Administration
e Counts and percentages of drugs with prior authorization in each category were summarized.
e Testing and comparisons of MH/SUD drugs with pharmacy prior authorization applying
compared to MED/SURG drugs with pharmacy prior authorization applying at the drug class
level were performed, showing:
o Percentage of drugs with pharmacy prior authorization, as well as the factors considered
and applied, in each of the MH/SUD drug classes
o Percentage of drugs with pharmacy prior authorization, as well as the factors considered
and applied, in each of the comparable MED/SURG drug classes

For this analysis, the following drug classes have been identified which contain drugs most commonly
used to treat mental health and substance use disorder conditions under the Pharmacy Benefit:
e Attention Deficit/Hyperactivity Disorder (ADHD) agents/stimulants
e Antianxiety agents
o Antidepressants
Antipsychotics
Hypnotics
e Substance Use Disorder (SUD) agents

Testing and comparison of coverage parity was done at the drug class level so that therapeutic classes
that are used to treat medical or surgical conditions with similar or greater magnitude of the NQTL, that
have need for long term or chronic therapy, were compared against the specific universe of drug classes
that are used for mental health and substance use disorder conditions. This comparison is demonstrated
in the drug class comparison tables included as part of this analysis.

In the testing of prior authorization between drugs used for MH/SUD conditions and drugs used for
MED/SURG conditions, the first step shows the comparison of the percentage of drugs subject to prior
authorization at the MH, SUD and MED/SURG drug category levels. The next step was to display the
prior authorization testing results at the drug class level.

Notes on the comparability of the drugs in the analysis:

e The MH and SUD categories include drugs from a limited number of drug classes.

e The MED/SURG category, however, encompasses all other drugs to treat a myriad of disease states
that are not otherwise grouped as MH or SUD.

e The MED/SURG category also includes vaccines, vitamins, insulin syringes and needles, which are
part of the benefit but are not drugs, and therefore are not directly comparable to the drugs in the
MH/SUD categories.
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The following table shows the number of drugs in each drug category to which prior authorization has

been applied.
PRIOR AUTHORIZATION (PA) ANALYSIS
Plan: AETNA of GEORGIA - GA Exchange Formulary - 2023
Medical / Mental Substance
Surgical Health Use Disorder

TOTAL Drug Count 1,740 129 23

PA Drug Count 732 29 1
% of Drugs with PA 42.1% 22.5% 4.3%

When the factors for pharmacy prior authorization are considered consistently across all drugs and drug
classes, the outcome shows that prior authorization is applied to a lower percentage of drugs in the MH
and SUD drug categories compared to the MED/SURG drug category. Pharmacy prior authorization is

applied to:

e 42.1% (732 out of 1,740) of the drugs in the Medical/Surgical category
o 22.5% (29 out of 129) of the drugs in the Mental Health category
e 4.3% (1 out of 23) of the drugs in the Substance Use Disorder category

The development of prior authorization is based on comparable processes, strategies, evidentiary
standards, and factors, for therapeutic drug classes used to treat MH, SUD, and MED/SURG conditions.

Testing results of the MH/SUD drug classes are below, showing the prior authorization applied when the
factors were considered for each MH/SUD drug class:

AETNA of GEORGIA - GA Exchange Formulary - 2023

MH/SUD TOTAL | Countof | Percent
DRUG CLASSES Prior Authorization Factors Drug Drugs of Drugs
WITH PA Count | with PA with PA
ANTIANXIETY AGENTS > Use in appropriate patient populations 18 3 17%
> Potential for waste or unnecessary drug use
> Population age
ANTIDEPRESSANTS > Patient safety concerns; unknown long-term safety 43 16 37%
> Evidence-based drug uses
> Use in appropriate patient populations
> Population age
ANTIPSYCHOTICS/ANTIMANIC | > Evidence-based drug uses 33 4 12%
AGENTS > Use in appropriate patient populations
HYPNOTICS > Use in appropriate patient populations 14 5 36%
> Potential for inappropriate use
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ADHD/STIMULANTS

> Patient safety concerns; unknown long-term safety

> Evidence-based drug uses

> Applicable lab values or other test results required for
appropriate treatment

> Use in appropriate patient populations

21

5%

SuD

> Use in appropriate patient populations

> Potential for inappropriate use

> Requirement for additional treatment-supportive
therapies

23

4%

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List

The table below shows the testing results and factors that were considered for comparable MED/SURG
drug classes. The following MED/SURG classes are considered to be comparable to MH/SUD drug classes
because they are those used to treat conditions with similar or greater magnitude of the NQTL, that
have need for long term or chronic therapy.

AETNA of GEORGIA - GA Exchange Formulary - 2023

> Applicable lab values or other test results required for
appropriate treatment
> Use in appropriate patient populations

MED/SURG TOTAL | Countof | Percent
DRUG CLASSES Prior Authorization Factors Drug Drugs of Drugs
WITH PA Count with PA with PA
HEPATITIS C > Evidence-based drug uses 20 18 90%
> Use in appropriate patient populations
ANTINEOPLASTICS > Evidence-based drug uses 149 127 85%
> Applicable lab values or other test results required for
appropriate treatment
> Use in appropriate patient populations
PANCREATIC ENZYMES > Evidence-based drug uses 4 4 100%
> Use in appropriate patient populations
ANTI-NARCOLEPSY/ANTI- > Patient safety concerns; unknown long-term safety 4 4 100%
OBESITY/ANOREXIANTS > Applicable lab values or other test results required for
appropriate treatment
> Use in appropriate patient populations
MULTIPLE SCLEROSIS > Evidence-based drug uses 36 36 100%
> Applicable lab values or other test results required for
appropriate treatment
> Use in appropriate patient populations
FIBROMYALGIA > Evidence-based drug uses 2 2 100%
> Use in appropriate patient populations
> Potential for inappropriate use
OPIOIDS > Use in appropriate patient populations 32 31 97%
> Potential for inappropriate use
> Potential for waste or unnecessary drug use
ANTI-INFLAMMATORY > Patient safety concerns; unknown long-term safety 68 46 68%
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AETNA of GEORGIA - GA Exchange Formulary - 2023

MED/SURG TOTAL | Countof | Percent
DRUG CLASSES Prior Authorization Factors Drug Drugs of Drugs
WITH PA Count with PA with PA
MUSCULOSKELETAL > Patient safety concerns; unknown long-term safety 12 9 75%
THERAPY AGENTS > Use in appropriate patient populations

> Potential for inappropriate use
> Population age

DERM - ANTIPSORIATICS > Patient safety concerns; unknown long-term safety 19 18 95%
> Use in appropriate patient populations

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List

Findings and Conclusion:

This comparative analysis conducted above demonstrates that prior authorization as an NQTL is
assigned in the same manner to MED/SURG drugs as to MH/SUD drugs on this plan. As shown, the
factors considered when applying prior authorization to drugs used to treat MH or SUD conditions are
the same as those considered when applying prior authorization to drugs used to treat MED/SURG
conditions.

The same types of sources and evidentiary standards are used when considering those factors. No more
weight is given to one factor or evidentiary standard over another when applying prior authorization to
drugs in the MH/SUD category or to drugs in the MED/SURG category.

The processes and strategies for developing and applying prior authorization to drugs used to treat
MH/SUD conditions do not differ from the processes and strategies for drugs used to treat MED/SURG

conditions.

The analysis of the formulary data at the drug class level demonstrates that prior authorization is
applied to drugs in the MH/SUD drug classes and MED/SURG drug classes based on similar factors, and
is applied at lower rates in the MH and SUD drug classes, demonstrating no parity concerns with respect
to application of prior authorization as an NQTL. The comparison of the percentage of drugs with prior
authorization in the MH/SUD and MED/SURG drug classes on this plan is summarized below:

Prior Authorization in MH/SUD classes: Prior Authorization in MED/SURG classes:
ANTIANXIETY 17% HEPATITIS C 90%
ANTIDEPRESSANTS 37% ANTINEOPLASTICS 85%
ANTIPSYCHOTICS 12% PANCREATIC ENZYMES 100%
HYPNOTICS 36% ANTI-NARCOLEPTICS 100%
ADHD 5% MULTIPLE SCLEROSIS 100%
SuUD 4% FIBROMYALGIA 100%
OPIOIDS 97%
ANTI-INFLAMMATORY 68%
MUSCULOSKELETAL THERAPY AGENTS 75%
DERM — ANTIPSORIATICS 95%
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In conclusion, this analysis has demonstrated that in the application of prior authorization as an NQTL,
the factors, evidentiary standards, sources, processes, and strategies identified above, both as written
and in operation, are applied no more stringently to drugs used for mental health or substance use
disorder conditions than to drugs used for medical or surgical conditions.
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NQTL: Step Therapy | Prescription Drugs

Pharmacy Step Therapy: Step therapy (ST) is a utilization management strategy typically employed in
therapeutic classes with broad generic availability. Step therapy is generally used to promote the use of
the most cost-effective products in the therapeutic class, provided efficacy and safety are equivalent,
and the intended use of the drug meets the plan’s medical necessity standards. Step therapy protocols
require that alternative drugs be tried first, when clinically warranted, and for a certain duration before
the prescribed drug can be covered by a plan.

The document attached below is the Aetna of Georgia, Marketplace Exchange Formulary 2023
Pharmacy Utilization Management (UM) Program NQTL Drug List showing the drugs to which step
therapy has been applied.

AETNA-GA_EXCHAN
GE_2023 Formulary |

Factors considered with the development of pharmacy step therapy:

Medical/Surgical Mental Health/Substance Use Disorder

The factors considered when establishing step The factors considered when establishing step
therapy for drugs used in MED/SURG conditions | therapy for drugs used in MH/SUD conditions
include: include:

e Promote the use of the most cost-effective | @ Promote the use of the most cost-effective
products in the therapeutic class; promote products in the therapeutic class; promote
generics and/or lower cost brands generics and/or lower cost brands

e Clinical safety and adverse events based on | e Clinical safety and adverse events based
FDA approved labeling, national clinical on FDA approved labeling, national clinical
guideline recommendations, and other guideline recommendations, and other
evidentiary standards evidentiary standards

e Clinical efficacy, based on FDA approved e Clinical efficacy, based on FDA approved
labeling, national clinical guideline labeling, national clinical guideline
recommendations and other evidentiary recommendations and other evidentiary
standards standards

e Multiple dosage forms available for the e Multiple dosage forms available for the
same or similar chemical entities, or same or similar chemical entities, or
availability of unique dosage forms availability of unique dosage forms

e Availability of therapeutic alternatives, e Availability of therapeutic alternatives,
including generics, used to treat the same including generics, used to treat the same
condition condition

Definition of Factors
e Promote the use of the most cost-effective products in the therapeutic class; promote generics
and/or lower cost brands; Multiple dosage forms available for the same or similar chemical
Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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entities, or availability of unique dosage forms; Availability of therapeutic alternatives, including
generics, used to treat the same condition: Other recommended more cost effective alternatives
can be considered as supported by the resources described below, for the treatment of the

condition or illness

e (linical safety and adverse events based on FDA approved labeling, national clinical guideline
recommendations, and other evidentiary standards: Applying step therapy based on this factor
affords an opportunity to ensure that appropriate dosing and safety protocols based on clinical

standards of practice are maintained.

e (linical efficacy, based on FDA approved labeling, national clinical guideline recommendations
and other evidentiary standards: National treatment guidelines and the FDA’s evaluation of these
drugs determine their safety and efficacy for a particular disease or iliness and define the drug’s
use as initial therapy, second line therapy, or concurrent therapy. First line therapy refers to the
initial recommended treatment for a disease or illness.

Sources and evidentiary standards used to apply the factors in the development of pharmacy step

therapy:

Medical/Surgical

Mental Health/Substance Use Disorder

The sources and evidentiary standards considered
when establishing step therapy for drugs used in
MED/SURG conditions include:

e  FDA product labeling for approved uses and
safety information

e Published peer-reviewed clinical literature —
e.g., Journal of the American Medical
Association (JAMA), New England Journal of
Medicine (NEJM)

e Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug Information (AHFS-
DI), Lexi-Drug, Clinical Pharmacology,
Micromedex Drugdex

e Accepted clinical practice guidelines,
consensus statements, or comparable
publications — e.g., Global Initiative for Chronic
Obstructive Lung Disease (GOLD) Guidelines
for treating COPD, American Diabetes
Association (ADA) Guidelines for Diabetes Care

e Standards of care noted in clinical literature,
medical or pharmacy societies, standard
clinical drug references

e Appropriate clinical drug information from
other sources as applicable — e.g., clinical

The sources and evidentiary standards considered
when establishing step therapy for drugs used in
MH/SUD conditions include:

FDA product labeling for approved uses and
safety information

Published peer-reviewed clinical literature —
e.g., Journal of the American Medical
Association (JAMA), New England Journal of
Medicine (NEJM), Journal of Clinical Psychiatry
Approved drug compendia, including American
Hospital Formulary Service® Drug Information
(AHFS-DI), Lexi-Drug, Clinical Pharmacology,
Micromedex Drugdex

Accepted clinical practice guidelines, consensus
statements, or comparable publications —e.g.,
Diagnostic and Statistical Manual of Mental
Disorders, 5% Edition (DSM-5), American
Psychiatric Association (APA) Guidelines for
treating Depression, Substance Abuse and
Mental Health Services Administration
(SAMHSA) guidelines for treating SUD.
Standards of care noted in clinical literature,
medical or pharmacy societies, standard clinical
drug references

Appropriate clinical drug information from
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Medical/Surgical

Mental Health/Substance Use Disorder

guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

e Comparison of similar drugs in terms of safety
and efficacy

e Annual review of UM criteria and clinical
programs by internal pharmacists in the
Clinical Development department and medical
directors in the Medical Affairs department

e Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by
external clinical experts, who are physicians
practicing in the relevant clinical area

e Review and approval of prior authorization
coverage criteria for clinical appropriateness
by the CVS Caremark National P&T Committee

other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

Comparison of similar drugs in terms of safety
and efficacy

Annual review of UM criteria and clinical
programs by internal pharmacists in the Clinical
Development department and medical
directors in the Medical Affairs department
Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by
external clinical experts, who are physicians
practicing in the relevant clinical area

Review and approval of prior authorization
coverage criteria for clinical appropriateness by
the CVS Caremark National P&T Committee

As Written:

Processes and strategies used in developing and applying step therapy

Step therapy programs are commonly applied to determine if the drug’s use is within the coverage
strategy of the plan’s pharmacy benefit. Plans may include step therapy programs to help identify the
most cost effective drug for the member at the right place in therapy.

The clinical pharmacists in the UM Development department use the factors, sources and evidentiary
standards to understand the drug’s place in therapy, and apply the drug information to derive clinical
content for step therapy criteria. This outcome is reviewed by internal clinical pharmacists, medical

directors and external expert consultants.

Considerations for application of step therapy programs may include, but are not limited to: drug has
potential for use in unproven indications, drug has potential for use as a first line therapy when other
equally safe, and cost effective alternative drugs are available. Step therapy programs and criteria are
developed based upon published clinical evidence supporting the different uses of a drug and coverage
conditions are not affected or altered by the medication’s intended area of utilization. For example, step
therapy criteria developed for medications used in mental health conditions require the same levels of
clinical evidence as those that are not used or indicated for mental health conditions.

Development and application of step therapy is done without regard to a drug’s formulary tier
placement. CVS Caremark develops standard step therapy programs independent of the formulary plans
and the programs can be applied to the various template formulary offerings. A plan can choose to
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include the standard UM program bundles along with a template formulary, add additional UM
programs, or customize UM programs included with the formulary offering.

Medically necessary drugs or products are those necessary to prevent, diagnose, manage or treat
conditions that cause acute suffering, endanger life, result in illness or infirmity, interfere with the
capacity for normal activity, or threaten some significant handicap. Medical necessity standards apply to
all prescription drugs, without regard to whether the drug is used to treat MED/SURG, MH or SUD
conditions.

When using the above factors to support application of step therapy to drugs, no more weight is given
to one factor over another in assessing the application of step therapy to drugs used to treat medical or
surgical conditions or to drugs used to treat mental health or substance use disorders conditions.

During the process of developing and assigning step therapy to a given drug, the above sources and
evidentiary standards are reviewed to gather information about the drug as applicable, such as how it is
used to treat the condition, side effects and safety profile, and how it compares to other drugs available
to treat the same condition. These sources provide the background information that is used when
considering the factors that determine when step therapy may be appropriate for the drug. The process
for when a new drug comes to market and is considered for possible step therapy programs includes the
following steps:

e The FDA labeling provides the UM development team with information around indication,
dosing, efficacy, and safety concerns, if any.

e Cost effectiveness is reviewed relative to alternatives in the same class.

e Clinical literature may provide further insight into the drug’s place in therapy, or other concerns
that may exist with this therapy.

e There is variability in timing of when new drugs are included in national guidelines, but the drug
would be included as part of that particular therapeutic class which may be recommended at a
given point in therapy. Guidelines are also reviewed during annual review of step therapy
criteria to determine if recommendations have changed in the past year.

e All of this information is compared against existing drugs in the same class, or that are used to
treat the same condition. If all clinical attributes are essentially equivalent between the new
drug and the existing drugs, then the determination may be made to apply step therapy to the
new drug requiring a trial of a more cost effective drug that treats the same condition and has
similar efficacy.

Coverage conditions take into consideration safety concerns in black box warnings and/or
contraindications in the product labeling if these situations can be effectively managed through a prior
authorization process. Additional safety-related concerns may be addressed at the recommendation of
the External Clinical Expert(s).

CVS Caremark utilizes the Clinical Program Oversight process for review and approval of any new
criteria, updates, and annual review of utilization criteria and clinical program content. As part of this
process, the step therapy criteria and clinical programs will be reviewed by one or more External
Consultants, who are practicing in the relevant clinical area. The CVS Caremark National P&T Committee
is an external advisory body of expert members from a variety of medical specialties, who reviews and
approves all UM criteria (i.e., prior authorization, step therapy and quantity limits outside of FDA-
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approved labeling). CVS Caremark develops standard step therapy programs, and a plan or client
chooses which step therapy programs to include in the plan offering.

The P&T Committee is an external advisory body of experts composed of independent health care
professionals including physicians and pharmacists, who have broad clinical backgrounds and/or
academic expertise regarding prescription drugs. Members are included on the P&T Committee on the
basis of active involvement in clinical practice (patient care); in the academic, hospital or community
setting; national recognition in their specialty; contributions to medical and/or pharmacy literature; and
previous experience with pharmacy and therapeutics committees.

The P&T Committee ensures that each Formulary provides appropriate access to drugs that are
included in broadly accepted treatment guidelines and are indicative of general best practices, and
ensures that each Formulary does not discourage enrollment by any group of enrollees by reviewing
appropriateness of coverage for a range of disease states and utilization management tools. The P&T
Committee ensures that drugs for the treatment of mental health conditions and substance use
disorders are not managed more restrictively than drugs for other disease states.

The processes and strategies for developing and applying step therapy to drugs used to treat MH or SUD
conditions do not differ from the processes and strategies used in applying step therapy to drugs used to
treat MED/SURG conditions.

In Operation:

Methodology used in the testing and analysis of pharmacy step therapy:

The following is an analysis of the pharmacy step therapy:
e Drugs were grouped into MH, SUD and MED/SURG categories.
e Drug Count was derived from: Generic Product Indicator (GPI 12) code, Brand/Generic Code,
Dosage Form, Drug Name, and Route of Administration
e Counts and percentages of drugs with step therapy in each category were summarized.
e Testing and comparisons of MH/SUD drugs with step therapy compared to MED/SURG drugs
with step therapy at the drug class level were performed, showing:
o Percentage of drugs with step therapy, as well as the factors considered and applied, in
each of the MH/SUD drug classes
o Percentage of drugs with step therapy, as well as the factors considered and applied, in
each of the comparable MED/SURG drug classes

For this analysis, the following drug classes have been identified which contain drugs most commonly
used to treat mental health and substance use disorder conditions under the Pharmacy Benefit:

e Attention Deficit/Hyperactivity Disorder (ADHD) agents/stimulants

e Antianxiety agents

e Antidepressants

e Antipsychotics

e Hypnotics

e Substance Use Disorder (SUD) agents
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Testing and comparison of coverage parity was done at the drug class level so that therapeutic classes
that are used to treat medical or surgical conditions with similar or greater magnitude of the NQTL, that
have need for long term or chronic therapy, were compared against the specific universe of drug classes
that are used for mental health and substance use disorder conditions. This comparison is demonstrated
in the drug class comparison tables included as part of this analysis.

In the testing of step therapy between drugs used for MH/SUD conditions and drugs used for
MED/SURG conditions, the first step shows the comparison of the percentage of drugs subject to step
therapy at the MH, SUD and MED/SURG drug category levels. The next step displays the step therapy
testing results at the drug class level.

Notes on the comparability of the drugs in the analysis:
e The MH and SUD categories include drugs from a limited number of drug classes.
e The MED/SURG category, however, encompasses all other drugs to treat a myriad of disease
states that are not otherwise grouped as MH or SUD.
e The MED/SURG category also includes vaccines, vitamins, insulin syringes and needles, which
are part of the benefit but are not drugs, and therefore are not directly comparable to the drugs
in the MH/SUD categories.

The following table shows the number of drugs in each drug category to which step therapy has been
applied.

STEP THERAPY (ST) ANALYSIS
Plan: AETNA of GEORGIA - GA Exchange Formulary - 2023
Medical / Mental Substance
Surgical Health Use Disorder
TOTAL Drug Count 1,740 129 23
ST Drug Count 33 5 0
% of Drugs with ST 1.9% 3.9% 0.0%

When the factors for step therapy are considered consistently across all drugs and drug classes, the
outcome shows that step therapy is applied to a small percentage of drugs in the MH and MED/SURG
drug categories, and there is no step therapy applying to any drugs in the SUD drug category. Step
therapy is applied to:

e 1.9% (33 out of 1,740) of the drugs in the Medical/Surgical category

e 3.9% (5 out of 129) of the drugs in the Mental Health category

e None of the drugs in the Substance Use Disorder category

The development of step therapy is based on comparable processes, strategies, evidentiary standards,
and factors, for therapeutic drug classes used to treat MH, SUD, and MED/SURG conditions.

Testing results of the MH/SUD drug classes are below, showing the step therapy applied when the
factors were considered for each MH/SUD drug class:

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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MH/SUD TOTAL | Countof | Percent
DRUG CLASSES Step Therapy Factors Drug Drugs of Drugs
WITH ST Count with ST with ST
ANTIANXIETY AGENTS 18 0 0%
ANTIDEPRESSANTS > Promote the use of most cost-effective products in the 43 4 9%
therapeutic class
> Generic equivalent or therapeutic alternative available
on preferred tier
ANTIPSYCHOTICS/ANTIMANIC | > Promote the use of most cost-effective products in the 33 1 3%
AGENTS therapeutic class
> Multiple dosage forms available on a preferred tier
> Generic equivalent or therapeutic alternative available
on preferred tier
HYPNOTICS 14 0 0%
ADHD/STIMULANTS 21 0 0%
SUD 23 0 0%

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List

The table below shows the testing results and factors that were considered for comparable MED/SURG
drug class. The following MED/SURG drug classes are considered to be comparable to MH/SUD drug

classes because they are those used to treat conditions with similar or greater magnitude of the NQTL,
that have need for long term or chronic therapy.

AETNA of GEORGIA - GA Exchange Formulary - 2023

the therapeutic class
> Generic equivalent or therapeutic alternative available on
preferred tier

MED/SURG TOTAL | Countof | Percent
DRUG CLASSES Step Therapy Factors Drug Drugs of Drugs
WITH ST Count | withST with ST
ANTIDIABETICS > Promote the use of the most cost-effective products in 57 15 26%
the therapeutic class
> Generic equivalent or therapeutic alternative available on
preferred tier
OSTEOPOROSIS > Promote the use of the most cost-effective products in 13 1 8%
the therapeutic class
> Generic equivalent or therapeutic alternative available on
preferred tier
NASAL AGENTS - > Promote the use of the most cost-effective products in g 1 11%
SYSTEMIC AND TOPICAL the therapeutic class
> Generic equivalent or therapeutic alternative available on
preferred tier
BPH > Promote the use of the most cost-effective products in 7 1 14%

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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MED/SURG TOTAL | Count of | Percent

DRUG CLASSES Step Therapy Factors Drug Drugs of Drugs

WITH ST Count | with ST with ST
FIBROMYALGIA > Promote the use of the most cost-effective products in 2 2 100%

the therapeutic class
> Generic equivalent or therapeutic alternative available on
preferred tier

MIGRAINE PRODUCTS > Promote the use of most cost-effective products in the 19 3 16%
therapeutic class

> Multiple dosage forms available on a preferred tier

> Generic equivalent or therapeutic alternative available on
preferred tier

GOUT AGENTS > Promote the use of the most cost-effective products in 5 1 20%
the therapeutic class

> Generic equivalent or therapeutic alternative available on
preferred tier

ANTICONVULSANTS > Promote the use of the most cost-effective products in 57 2 4%
the therapeutic class

> Generic equivalent or therapeutic alternative available on
preferred tier

GLAUCOMA > Promote the use of the most cost-effective products in 15 1 7%
the therapeutic class

> Generic equivalent or therapeutic alternative available on
preferred tier

DERM - ANTIPSORIATICS > Promote the use of most cost-effective products in the 19 1 5%
therapeutic class

> Multiple dosage forms available on a preferred tier

> Generic equivalent or therapeutic alternative available on
preferred tier

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List

Findings and Conclusion:

This comparative analysis conducted above demonstrates that step therapy as an NQTL is assigned in
the same manner to MED/SURG drugs as to MH/SUD drugs on this plan, and there is no step therapy
applying to any drugs in the SUD drug classes. As shown, the factors considered when applying step
therapy to drugs used to treat MH or SUD conditions are the same as those considered when applying
step therapy to drugs used to treat MED/SURG conditions.

The same types of sources and evidentiary standards are used when considering those factors. No more
weight is given to one factor or evidentiary standard over another when applying step therapy to drugs
in the MH/SUD category or to drugs in the MED/SURG category.

The processes and strategies for developing and applying step therapy to drugs used to treat MH/SUD
conditions do not differ from the processes and strategies for drugs used to treat MED/SURG conditions.
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The analysis of the formulary data at the drug class level demonstrates that step therapy is applied to
drugs in the MH/SUD drug classes and MED/SURG drug classes based on similar factors, is applied at
lower or comparable rates and is applied no more stringently in the MH/SUD drug classes, and there is
no step therapy applying to any drugs in the SUD drug classes. The comparison of the percentage of
drugs with step therapy in the MH/SUD and MED/SURG drug classes on this plan is summarized below:

Step Therapy in MH/SUD classes: Step Therapy in MED/SURG classes:
ANTIANXIETY 0% ANTIDIABETICS 26%
ANTIDEPRESSANTS 9% OSTEOPOROSIS 8%
ANTIPSYCHOTICS 3% NASAL AGENTS 11%
HYPNOTICS 0% BPH 14%
ADHD 0% FIBROMYALGIA 100%
SUD 0% MIGRAINE PRODUCTS 16%
GOUT AGENTS 20%
ANTICONVULSANTS 4%
GLAUCOMA 7%
DERM - ANTIPSORIATICS 5%

In conclusion, this analysis has demonstrated that in the application of step therapy as an NQTL, the
factors, evidentiary standards, sources processes and strategies identified above, both as written and in
operation, are applied no more stringently to drugs used for mental health or substance use disorder
conditions than to drugs used for medical or surgical conditions.

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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NQTL: Quantity Limits | Prescription Drugs

Pharmacy Quantity Limits: Quantity Limits (QL) establish a maximum quantity of certain medications
that will be covered over a specified time period. The limit is expressed in terms of dose or quantity
dispensed per prescription, dose or quantity dispensed per time period, the amount covered for the
drug, or the number of prescription claims for the drug over a period of time. Pharmacy quantity limits

generally apply to both generic and brand drugs.

The document attached below is the Aetna of Georgia, Marketplace Exchange Formulary 2023
Pharmacy Utilization Management (UM) Program Drug List showing the drugs to which quantity limits

have been applied:

]

AETNA-GA_EXCHAN
GE_2023 Formulary |

Factors considered when applying quantity limits:

Medical/Surgical

Mental Health/Substance Use Disorder

The factors considered when establishing
pharmacy quantity limits for drugs used to treat
MED/SURG conditions include:
e Enhance patient safety
o Potential for a drug to be prescribed in
greater quantities and/or at a higher
dose than deemed safe and effective by
the FDA
o To promote appropriate drug dosing,
including strength and frequency
o To prevent overutilization
o When abuse or misuse by the patient is
possible
o For opioids and narcotics, when
appropriate dosing and appropriate
duration of use is based on treatment
for acute or chronic pain
e Cost and cost effectiveness
o Prevention of overutilization
o Discouragement of misuse and waste
through dose efficiency quantity limits,
which ensure that the appropriate tablet
strength is utilized
o Lack of documented efficacy/unknown
efficacy at higher doses
e Discourage misuse, waste, and abuse

The factors considered when establishing
pharmacy quantity limits for drugs used to treat
MH/SUD conditions include:
e Enhance patient safety
o Potential for a drug to be prescribed in
greater quantities and/or at a higher
dose than deemed safe and effective by
the FDA
o To promote appropriate drug dosing,
including strength and frequency
o To prevent overutilization
o When abuse or misuse by the patient is
possible
o For opioids and narcotics, when
appropriate dosing and appropriate
duration of use is based on treatment
for acute or chronic pain
e Cost and cost effectiveness
o Prevention of overutilization
o Discouragement of misuse and waste
through dose efficiency quantity limits,
which ensure that the appropriate tablet
strength is utilized
o Lack of documented efficacy/unknown
efficacy at higher doses
e Discourage misuse, waste, and abuse

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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Medical/Surgical

Mental Health/Substance Use Disorder

o Maximum daily dosing or maximum
duration of use limits

o Maximum daily dosing or maximum
duration of use limits

Definition of Factors:

e Enhance patient safety: Applying quantity limits based on this factor affords an opportunity to

ensure that safety and treatment goals of the drug are being met: National treatment guidelines and
the Food and Drug Administration’s evaluation of these drugs determine their safety and efficacy for

a particular disease or illness and define recommended duration of therapy

e Cost and cost effectiveness: Quantity limits are based on FDA-approved indications, standard
clinical practice, and guidelines: Dosing recommended treatment for a disease or illness. National
treatment guidelines and the FDA'’s evaluation of these drugs determine the appropriate dosing
based on safety and efficacy for a particular disease or illness. Excessive quantity is defined as a

quantity that exceeds the recommended dosing regimen or the recommended duration of therapy.

o Discourage misuse, waste, and abuse: practices that, directly or indirectly, result in unnecessary

costs, overusing services.

Sources and evidentiary standards considered with pharmacy quantity limits:

Medical/Surgical

Mental Health/Substance Use Disorder

The sources and evidentiary standards
considered when establishing quantity limits
for drugs used in MED/SURG conditions
include:

e FDA product labeling for approved uses
and safety information

e Published peer-reviewed clinical
literature — e.g., Journal of the American
Medical Association (JAMA), New
England Journal of Medicine (NEJM)

e Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug Information
(AHFS-DI), Lexi-Drug, Clinical
Pharmacology, Micromedex Drugdex

e Accepted clinical practice guidelines,
consensus statements, or comparable
publications — e.g., Global Initiative for
Chronic Obstructive Lung Disease (GOLD)
Guidelines for treating COPD, American
Diabetes Association (ADA) Guidelines for
Diabetes Care

The sources and evidentiary standards
considered when establishing quantity limits
for drugs used in MH/SUD conditions include:

FDA product labeling for approved uses and
safety information

Published peer-reviewed clinical literature
—e.g., Journal of the American Medical
Association (JAMA), New England Journal
of Medicine (NEJM), Journal of Clinical
Psychiatry

Approved drug compendia, including
American Hospital Formulary Service® Drug
Information (AHFS-DI), Lexi-Drug, Clinical
Pharmacology, Micromedex Drugdex
Accepted clinical practice guidelines,
consensus statements, or comparable
publications — e.g., Diagnostic and
Statistical Manual of Mental Disorders, 5t
Edition (DSM-5), American Psychiatric
Association (APA) Guidelines for treating
Depression, Substance Abuse and Mental
Health Services Administration (SAMHSA)
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Medical/Surgical

Mental Health/Substance Use Disorder

Standards of care noted in clinical
literature, medical or pharmacy societies,
standard clinical drug references
Appropriate clinical drug information
from other sources as applicable —e.g.,
clinical guidance from agencies such as
Centers for Disease Control and
Prevention (CDC), The Centers for
Medicare & Medicaid Services (CMS),
FDA

Comparison of similar drugs in terms of
safety and efficacy

Annual review of UM criteria and clinical
programs by internal pharmacists in the
Clinical Development department and
medical directors in the Medical Affairs
department

Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by
external clinical experts, who are
physicians practicing in the relevant
clinical area

Review and approval of prior
authorization coverage criteria for clinical
appropriateness by the CVS Caremark
National P&T Committee

guidelines for treating SUD.

Standards of care noted in clinical
literature, medical or pharmacy societies,
standard clinical drug references
Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

Comparison of similar drugs in terms of
safety and efficacy

Annual review of UM criteria and clinical
programs by internal pharmacists in the
Clinical Development department and
medical directors in the Medical Affairs
department

Review of any new criteria, updates, and
annual review of utilization management
criteria, and clinical program content by
external clinical experts, who are physicians
practicing in the relevant clinical area
Review and approval of prior authorization
coverage criteria for clinical
appropriateness by the CVS Caremark
National P&T Committee

As Written:

Processes and strategies used in developing and applying quantity limits

Quantity Limits establish a maximum quantity of certain medications that will be covered over a

specified time period by the Aetna of Georgia, Marketplace Exchange Formulary. The limit is expressed
in terms of dose or quantity dispensed per prescription, dose or quantity dispensed per time period, the
amount of drug covered by the client, or the number of prescription claims allowed for the drug over a
period of time. When a prescription claim exceeds the established limit for the drug, the claim will not
adjudicate for coverage in the CVS Caremark claims processing system. Messaging is provided to the
dispensing pharmacy advising that the plan’s drug limitation has been exceeded or that a prior
authorization is required for coverage of an additional quantity.
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Quantity limit programs are commonly applied to determine if the drug’s use is within the coverage
strategy of the plan’s pharmacy benefit. Plans may include quantity limit programs to allow the
appropriate quantity and duration of a drug to be covered.

The clinical pharmacists in the UM Development department use the factors, sources and evidentiary
standards to understand the drug’s place in therapy, and apply the drug information to derive clinical
content for quantity limit criteria. This outcome is reviewed by internal clinical pharmacists, medical
directors and external expert consultants.

Considerations for application of quantity limit programs may include, but are not limited to: drug has
potential for use in unproven indications, drug has potential for being prescribed in quantities exceeding
the recommended dosing regimens or quantities. Quantity limit programs and criteria are developed
based upon published clinical evidence supporting the different uses of a drug and coverage conditions
are not affected or altered by the medication’s intended area of utilization. For example, quantity limit
criteria developed for medications used in mental health conditions require the same levels of clinical
evidence as those that are not used or indicated for mental health conditions.

The decision to implement quantity limits is based on principles that consider the place in therapy for
the drug, how the drug might be used in clinical practice, and the quantity or duration of therapy
needed by most patients. Development and application of quantity limits is done without regard to a
drug’s formulary tier placement. CVS Caremark develops standard quantity limit programs independent
of the formulary plans and the programs can be applied to the various template formulary offerings. A
plan can choose to include the standard UM program bundles along with a template formulary, add
additional UM programs, or customize the UM programs to include with the formulary offering.

Medically necessary drugs or products are those necessary to prevent, diagnose, manage or treat
conditions that cause acute suffering, endanger life, result in illness or infirmity, interfere with the
capacity for normal activity, or threaten some significant handicap. Medical necessity standards apply to
all prescription drugs, without regard to whether the drugs are used to treat MED/SURG, MH or SUD
conditions.

When using the above factors to support application of quantity limits to drugs, no more weight is given
to one factor over another in assessing the application of quantity limits to drugs used to treat medical
or surgical conditions or to drugs used to treat mental health or substance use disorders conditions.

During the process of developing and assigning quantity limits to a given drug, the above sources and
evidentiary standards are reviewed to gather information about the drug as applicable, such as how it is
used to treat the condition, side effects and safety profile, and how it compares to other drugs available
to treat the same condition. These sources provide the background information that is used when
considering the factors that determine when quantity limits may be appropriate for the drug. The
process for when a new drug comes to market and is considered for possible quantity limit programs
includes the following steps:

e The FDA labeling provides the UM development team with information around indication,

dosing, efficacy, and safety concerns, if any.
o Cost effectiveness is reviewed relative to alternatives in the same class.

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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e Clinical literature may provide further insight into the drug’s amount of use in therapy, or other
concerns that may exist with this therapy.

e There is variability in timing of when new drugs are included in national guidelines, but the drug
would be included as part of that particular therapeutic class which may be recommended at a
given point in therapy. Guidelines are also reviewed during annual review of quantity limit
criteria to determine if recommendations have changed in the past year.

e All of this information is compared against existing drugs in the same class, or that are used to
treat the same condition. If, for example, the new drug is available in many different strengths,
or does not have a defined recommended dose and can be used ‘as needed’, or may have
potential for abuse or misuse, then that drug may have a quantity limit applied to ensure an
appropriate amount is allowed per prescription.

Coverage conditions take into consideration safety concerns in black box warnings and/or
contraindications in the product labeling, if these situations can be effectively managed through a prior
authorization process. Additional safety-related concerns may be addressed at the recommendation of
the External Clinical Expert(s).

CVS Caremark utilizes the Clinical Program Oversight process for review and approval of any new
criteria, updates, and annual review of utilization criteria and clinical program content. As part of this
process, the quantity limit criteria and clinical programs will be reviewed by one or more External
Consultants, who are practicing in the relevant clinical area. The CVS Caremark National P&T Committee
is an external advisory body of expert members from a variety of medical specialties, who reviews and
approves all UM criteria (i.e., prior authorization, step therapy and quantity limits outside of FDA-
approved labeling). CVS Caremark develops standard quantity limit programs, and a plan or client
chooses which quantity limit programs to include in the plan offering.

The P&T Committee is an external advisory body of experts composed of independent health care
professionals including physicians and pharmacists, who have broad clinical backgrounds and/or
academic expertise regarding prescription drugs. Members are included on the P&T Committee on the
basis of active involvement in clinical practice (patient care); in the academic, hospital or community
setting; national recognition in their specialty; contributions to medical and/or pharmacy literature; and
previous experience with pharmacy and therapeutics committees.

The P&T Committee ensures that each Formulary provides appropriate access to drugs that are
included in broadly accepted treatment guidelines and are indicative of general best practices, and
ensures that each Formulary does not discourage enroliment by any group of enrollees by reviewing
appropriateness of coverage for a range of disease states and utilization management tools. The P&T
Committee ensures that drugs for the treatment of mental health conditions and substance use
disorders are not managed more restrictively than drugs for other disease states.

The processes and strategies for developing and applying quantity limits to drugs used to treat MH or
SUD conditions do not differ from the processes and strategies used in applying quantity limits to drugs
used to treat MED/SURG conditions.
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In Operation:

Methodology used in testing and analysis for the quantity limits:
The following is an analysis of the pharmacy quantity limits:
e Drugs were grouped into MH, SUD and MED/SURG categories.
e Drug Count was derived from: Generic Product Indicator (GPI 12) code, Brand/Generic Code,
Dosage Form, Drug Name, and Route of Administration
e Counts and percentages of drugs with quantity limits in each category were summarized.
e Testing and comparisons of MH/SUD drugs with quantity limits compared to MED/SURG drugs
with quantity limits at the drug class level were performed, showing:
o Percentage of drugs with quantity limits, as well as the factors considered and applied, in
each of the MH/SUD drug classes
o Percentage of drugs with quantity limits, as well as the factors considered and applied, in
each of the comparable MED/SURG drug classes

For this analysis, the following drug classes have been identified which contain drugs most commonly
used to treat mental health and substance use disorder conditions under the Pharmacy Benefit:

e Attention Deficit/Hyperactivity Disorder (ADHD) agents/stimulants

e Antianxiety agents

e Antidepressants

e Antipsychotics

e Hypnotics

e Substance Use Disorder (SUD) agents

Testing and comparison of coverage parity was done at the drug class level so that therapeutic classes
that are used to treat medical or surgical conditions with similar or greater magnitude of the NQTL, that
have need for long term or chronic therapy, were compared against the specific universe of drug classes
that are used for mental health and substance use disorder conditions. This comparison is demonstrated
in the drug class comparison tables included as part of this analysis.

In the testing of quantity limits between drugs used for MH/SUD conditions and drugs used for
MED/SURG conditions, the first step was to show the comparison of the percentage of drugs subject to
quantity limits at the MH, SUD and MED/SURG category levels. The next step was to display the quantity
limits testing results at the drug class level.

Notes on the comparability of the drugs in the analysis:
e The MH and SUD categories include drugs from a limited number of drug classes.
e The MED/SURG category, however, encompasses all other drugs to treat a myriad of disease
states that are not otherwise grouped as MH or SUD.
e The MED/SURG category also includes vaccines, vitamins, insulin syringes and needles, which
are part of the benefit but are not drugs, and therefore are not directly comparable to the drugs
in the MH/SUD categories.

The following table shows the number of drugs in each drug category to which quantity limits have been
applied.
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QUANTITY LIMITS (QL) ANALYSIS
Plan: AETNA of GEORGIA - GA Exchange Formulary - 2023
Medical / Mental Substance
Surgical Health Use Disorder
TOTAL Drug Count 1,740 129 23
QL Drug Count 839 47 17
% of Drugs with QL 48.2% 36.4% 73.9%

When the factors for quantity limits are considered consistently across all drugs and drug classes, the
outcome shows that quantity limits are applied to a varying percentage of drugs across the MH, SUD,
and MED/SURG drug categories. Quantity limits are applied to:

o 48.2% (839 out of 1,740) of the drugs in the Medical/Surgical category.

o 36.4% (47 out of 129) of the drugs in the Mental Health category.

e 73.9% (17 out of 23) of the drugs in the Substance Use Disorder category.

While the data shows that 73.9% of the drugs in the SUD drug category have quantity limits compared
to 48.2% in the MED/SURG drug category, that does not reflect the rate of quantity limits that is seen in
each of the drug classes in the MED/SURG drug category. As described above under Quantity Limit
Methodology, the MH and SUD drug categories include a limited number of drugs that are used to treat
specific conditions considered as mental health or substance use disorder conditions. The MED/SURG
drug category, however, encompasses drugs used to treat specific medical or surgical conditions, as well
as all other products included in the pharmacy benefit that are not categorized as MH or SUD drug
category. The products classified in the MED/SURG drug category also include drugs such as vaccines,
vitamins, insulin syringes and needles, and antibiotics that are used for short-term treatment, which are
not appropriate comparisons to the drugs that are used to treat opioid use disorder or tobacco use
disorder, for example. The inclusion of these types of drugs in the calculation of the rate of quantity
limits in the MED/SURG drug category results in a total that appears lower than it would be if it only
included the drugs used to treat chronic conditions like hepatitis C, HIV, multiple sclerosis for example.

The factors utilized when quantity limits were added in a given class are listed in the tables below, and
are similar between the MH/SUD drug classes and MED/SURG drug classes. A review of the percentage
of quantity limits at the drug class level, demonstrates the rate of application of quantity limits to drugs
in the MH/SUD drug classes is comparable to the rate in the MED/SURG drug classes, as seen below:
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Quantity Limits in MH/SUD classes:

Quantity Limits in MED/SURG classes:

ANTIANXIETY
ANTIDEPRESSANTS
ANTIPSYCHOTICS
HYPNOTICS

ADHD

SUD

67% HIV

7% HEPATITIS C
6% NASAL AGENTS
71% PPIs

OPIOIDS

95% ANTIEMETICS 5HT-3
74% MULTIPLE SCLEROSIS

MIGRAINE PRODUCTS
IMMUNOSUPPRESSANTS

100%
100%
89%
100%
100%
100%
97%
89%
100%

Testing results of the MH/SUD drug classes are below, showing the quantity limits applied after the
factors were considered for each MH/SUD drug class:

AETNA of GEORGIA - GA Exchange Formulary - 2023

MH/SUD
DRUG CLASSES
WITH QL

Quantity Limit Factors

TOTAL
Drug
Count

Count of
Drugs
with QL

Percent
of Drugs
with QL

ANTIANXIETY AGENTS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

18

12

67%

ANTIDEPRESSANTS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

43

7%

ANTIPSYCHOTICS/ANTIMANIC
AGENTS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

33

6%

HYPNOTICS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

14

10

71%

ADHD/STIMULANTS

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

> Cost-effectiveness

21

20

95%

SUD

> Potential for unsafe and ineffective dose escalation
> Dose optimization

> Unknown or lack of efficacy at higher doses

> Potential for abuse or misuse

> Cost-effectiveness

23

17

74%

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List
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The SUD category represents a very small number of drugs, most of which are used to treat tobacco use
and opioid use disorders. A number of the SUD drugs are also opioids themselves, and have a significant
potential for abuse or misuse, suggesting the need for close monitoring. The antianxiety and hypnotics

classes also contain controlled substances with potential for misuse and abuse. Chronic use of hypnotics

for sleep disorders may be a sign of underlying physical or psychiatric disorders, it is important to

monitor their use in order to assess the need for further evaluation of the condition. Most of the drugs
used to treat ADHD are schedule Il controlled substances, which have the highest potential for abuse
among FDA approved prescription drugs. Quantity limits have been placed on these drugs to align with
treatment guidelines, as well as FDA dosing recommendations. Methadone used for SUD has quantity
limits to comply with 21 CFR 1306.07(b) and (c).

The table below shows the testing results and factors that were considered for comparable MED/SURG
drug classes. The following MED/SURG drug classes are considered to be comparable to MH/SUD drug
classes because they are those used to treat conditions with similar or greater magnitude of the NQTL,
that have need for long term or chronic therapy.

AETNA of GEORGIA - GA Exchange Formulary - 2023

> Dose optimization

> Unknown or lack of efficacy at higher doses
> Potential for abuse or misuse

> Cost-effectiveness

MED/SURG TOTAL | Count of | Percent
DRUG CLASSES Quantity Limit Factors Drug Drugs of Drugs
WITH QL Count with QL with QL
HIV > Potential for unsafe and ineffective dose escalation 57 57 100%
> Dose optimization
> Unknown or lack of efficacy at higher doses
HEPATITIS C > Potential for unsafe and ineffective dose escalation 20 20 100%
> Dose optimization
> Unknown or lack of efficacy at higher doses
NASAL AGENTS - > Potential for unsafe and ineffective dose escalation 9 8 89%
SYSTEMIC AND TOPICAL > Dose optimization
> Unknown or lack of efficacy at higher doses
> Cost-effectiveness
PPIs > Potential for unsafe and ineffective dose escalation 7 7 100%
> Dose optimization
> Unknown or lack of efficacy at higher doses
> Cost-effectiveness
ANTIEMETICS 5HT-3 > Potential for unsafe and ineffective dose escalation 5 5 100%
> Dose optimization
> Unknown or lack of efficacy at higher doses
MULTIPLE SCLEROSIS > Dose optimization 36 36 100%
> Unknown or lack of efficacy at higher doses
> Potential for abuse or misuse
OPIOIDS > Potential for unsafe and ineffective dose escalation 32 31 97%

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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MED/SURG TOTAL | Countof | Percent

DRUG CLASSES Quantity Limit Factors Drug Drugs of Drugs

WITH QL Count | with QL with QL
MIGRAINE PRODUCTS > Potential for unsafe and ineffective dose escalation 19 17 89%

> Dose optimization

> Unknown or lack of efficacy at higher doses
> Potential for abuse or misuse

> Cost-effectiveness

IMMUNOSUPPRESSANTS > Potential for unsafe and ineffective dose escalation 15 15 100%
> Dose optimization

> Unknown or lack of efficacy at higher doses
> Potential for abuse or misuse

> Cost-effectiveness

Note: Drugs with the NQTL in each class are found in the attached Formulary NQTL Drug List

Findings and Conclusion:

This comparative analysis conducted above demonstrates that quantity limits as an NQTL are assigned in
the same manner to MED/SURG drugs as to MH/SUD drugs on this plan. As shown, the factors
considered when applying quantity limits to drugs used to treat MH or SUD conditions are the same as
those considered when applying the quantity limit NQTL to drugs used to treat MED/SURG conditions.

The same types of sources and evidentiary standards are used when considering those factors. No more
weight is given to one factor or evidentiary standard over another when applying quantity limits to
drugs in the MH/SUD category or to drugs in the MED/SURG category.

The processes and strategies for developing and applying quantity limits to drugs used to treat MH/SUD
conditions do not differ from the processes and strategies for drugs used to treat MED/SURG conditions.

The analysis of the formulary data at the drug class level demonstrates that quantity limits are applied
to drugs in the MH/SUD drug classes and MED/SURG drug classes based on similar factors, are applied at
lower or comparable rates and are applied no more stringently in the MH/SUD drug classes. The
comparison of the percentage of drugs with quantity limits in the MH/SUD and MED/SURG drug classes
on this plan is summarized below:

Quantity Limits in MH/SUD classes: Quantity Limits in MED/SURG classes:
ANTIANXIETY 67% HIV 100%
ANTIDEPRESSANTS 7% HEPATITIS C 100%
ANTIPSYCHOTICS 6% NASAL AGENTS 89%
HYPNOTICS 71% PPIs 100%
ADHD 95% ANTIEMETICS 5HT-3 100%
SUD 74% MULTIPLE SCLEROSIS 100%
OPIOIDS 97%
MIGRAINE PRODUCTS 89%
IMMUNOSUPPRESSANTS 100%

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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In conclusion, this analysis has demonstrated that in the application of quantity limits as an NQTL, the
factors, evidentiary standards, sources, processes and strategies identified above, both as written and in
operation, are applied no more stringently to drugs used for mental health or substance use disorder
conditions than to drugs used for medical or surgical conditions.

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
Aetna Life Insurance Company and its affiliates (Aetna). Pharmacy benefits are administered by an affiliated pharmacy benefit
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Mental Health Parity
Prescription Drug Benefit - Non-Quantitative Treatment Limitations

Aetna of Georgia, Standard Opt-Out Formulary with ACSF
2023 Pharmacy Benefit plan
Analysis conducted December 2023

The contact for the client level CVS Caremark NQTL Comparative Analysis is the Aetna Account Team
supporting Aetna of Georgia. The Pharmacy NQTL Comparative Analysis is developed by a
multidisciplinary team from various CVS Caremark business and clinical support areas coordinated
through the CVS Caremark Medical Affairs department.

The Paul Wellstone and Pete Domenici Mental Health Parity and Addiction Equity Act of 2008 (MHPAEA)
is a federal law that generally prohibits group health plans and health insurance issuers that provide
mental health or substance use disorder (MH/SUD) benefits from imposing less-favorable benefit
limitations on those benefits than on medical/surgical (MED/SURG) benefits. Benefit treatment
limitations include quantitative treatment limits (QTLs), which are expressed numerically (such as a
certain number of outpatient visit limits), and non-quantitative treatment limits (NQTLs), which
otherwise limit the scope or duration of benefits for treatment under a plan or coverage.

As part of a prescription drug benefit plan offering, CVS Caremark utilizes formulary and utilization
management tools. These tools are essential to optimizing patient outcomes, reducing waste and
unnecessary drug use, and providing cost-effective prescription drug benefit coverage. CVS Caremark
considers the following formulary and UM tools as the prescription drug benefit NQTLs most commonly
used in client plan offerings:

e Formulary tiering

e  Prior Authorization (PA)
e Step Therapy (ST)

e Quantity Limits (QL)

The above formulary and UM tools, or prescription drug benefit NQTLs, are designed and applied
consistently across all drugs and drug classes without regard to whether a drug is generally prescribed
for MED/SURG or MH/SUD conditions. Any coverage factors, processes, evidentiary standards, and
development or implementation strategies applied to drugs used to treat MH/SUD conditions are
comparable to, and are applied no more stringently than the coverage factors, evidentiary standards,
processes, and development or implementation strategies used in applying the limitations to drugs used
to treat MED/SURG conditions.

CVS Caremark has identified the following drug classes which contain drugs most commonly used to
treat mental health and substance use disorder conditions under the Pharmacy Benefit:

¢ Attention Deficit/Hyperactivity Disorder e Antianxiety agents
(ADHD) agents/stimulants ¢ Antidepressants

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
Aetna Life Insurance Company and its affiliates (Aetna). Pharmacy benefits are administered by an affiliated pharmacy benefit
manager, CVS Caremark. Aetna is part of the CVS Health family of companies.
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¢ Antipsychotics ¢ Substance Use Disorder (SUD) agents
e Hypnotics

NQTL: Formulary tiering and design | Prescription Drugs

Formulary Tiering: A formulary is a list of drugs covered by a plan that offers prescription drug benefits.
A formulary is sometimes referred to as a covered drug list. A tiered formulary is one that divides drugs
into tiers that are ranked based on certain factors, including cost, whether the drug is generic or brand,
or whether the product is considered preferred or non-preferred. The tiers on a formulary may
determine the amount of cost share the member pays for a covered prescription drug. Formulary tier
descriptions for this plan are listed below.

e Tier 1= Generics

e Tier 2 = Preferred Brands

e Tier 3 = Non-Preferred Brands
e Tier 4 = Specialty

Attached is the 2023 Drug List Document:
https://fm.formularynavigator.com/FBO/41/2023 Standard Opt Out Aetna.pdf

Factors considered when implementing formulary tiering and design:

Medical/Surgical Mental Health / Substance Use Disorder

The factors considered when establishing The factors considered when establishing

formulary tier designation for drugs used to formulary tier designation for drugs used to

treat MED/SURG conditions include: treat MH/SUD conditions include:

e Brand or generic status of the drug e  Brand or generic status of the drug

e Specialty drug status, if applicable for the e  Specialty drug status, if applicable for
plan the plan

e Impact of generic drugs or drugs ° Impact of generic drugs or drugs
designated to become available over-the- designated to become available over-
counter the-counter

e Brand and generic pipeline e  Brand and generic pipeline

e Line of business . Line of business

e Drug labeling approved by the U.S. Food ° Drug labeling approved by the U.S. Food
and Drug Administration (FDA) and Drug Administration (FDA)

e Availability of therapeutic alternatives e  Availability of therapeutic alternatives

e Utilization trends . Utilization trends

e Plan sponsor cost e  Plan sponsor cost

e Applicable manufacturer agreement e  Applicable manufacturer agreement

e Potential impact on members . Potential impact on members

Definition of Factors:

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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e Brand or generic status of the drug — The brand or generic status of the drugs as designated by FDA.
Generic drugs are typically placed on lower tiers.

e Specialty drug status, if applicable for the plan — Specialty drugs are those that require special

handling, special storage, or close clinical monitoring of the member. Due to the special handling of

the drug or the drug’s limited distribution, the prescription may need to be dispensed from a

Specialty Pharmacy.

e Drug pipeline for brands, generics, supplemental indications or drugs designated to become
available over-the-counter — Monitoring of drugs in development and visibility into new therapies
and changes in treatment options which may be available in the future and may impact how
formulary products are placed or covered on the formulary.

o FDA approved uses - Information on the drug's effects have been reviewed by the FDA, and the

drug is determined to provide benefits that outweigh its known and potential risks for the intended

population

e Availability of therapeutic alternatives — If there are alternative drugs available to treat the same
condition, the more cost-effective alternative drug will typically be included in the lowest

appropriate tier.

e Line of business/Regulatory Requirements —State and federal regulations may restrict/dictate how
certain drugs should be covered on the formulary. Plans participating in government programs may

have standard practices that direct how brands and generics are placed.
e Utilization trends — drug utilization reports help show use in order to assess impact of tiering on

member access.

e Plan sponsor costs — cost to the plan can influence tier placement.
e Manufacturer agreement — agreements with drug manufacturers may include requirements for

coverage on the formulary.

e Potential impact on members — Impact to member access may be considered when deciding to
move a drug from a certain tier despite other factors, in order to promote medication adherence,

for instance.

When the above factors are considered in the decision-making process for determining tier placement
for drugs on the formulary, no more weight is given to one factor over another when determining tier

placement for drugs used to treat MED/SURG conditions or for drugs used to treat MH/SUD conditions.

The sources and evidentiary standards used to apply the factors for formulary tiering and

design:

Medical/Surgical

Mental Health/Substance Use Disorder

The sources and evidentiary standards

considered when establishing formulary tier

designation for drugs used in MED/SURG

conditions include:

e FDA product labeling for approved uses and
safety information. For example, if there is

The sources and evidentiary standards

considered when establishing formulary tier

designation for drugs used in MH/SUD

conditions include:

e FDA product labeling for approved uses and
safety information. For example, if there is
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Aetna Life Insurance Company and its affiliates (Aetna). Pharmacy benefits are administered by an affiliated pharmacy benefit

manager, CVS Caremark. Aetna is part of the CVS Health family of companies.

©2023 Aetna Inc.




A

Medical/Surgical

Mental Health/Substance Use Disorder

only one drug available on the market for a
given indication, it would likely not be
placed on the highest tier.

e Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug Information
(AHFS-DI), Lexi-Drug, Clinical
Pharmacology, Micromedex Drugdex

e Consensus documents and nationally
sanctioned guidelines — e.g., Global
Initiative for Chronic Obstructive Lung
Disease (GOLD) Guidelines for treating
COPD, American Diabetes Association (ADA)
Guidelines for Diabetes Care

e Publications of the National Institutes of
Health (NIH), Agency for Healthcare
Research and Quality (AHRQ), and other
organizations or government agencies

e Evidence-based reviews of peer-reviewed
medical literature — e.g., Journal of the
American Medical Association (JAMA), New
England Journal of Medicine (NEJM)

e Standards of care recommended by clinical
literature, medical or pharmacy societies,
standard clinical drug references

e Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

e Input from physicians practicing in the
relevant clinical area

only one drug available on the market for a
given indication, it would likely not be
placed on the highest tier.

e Nationally recognized and approved drug
compendia, including American Hospital
Formulary Service® Drug Information (AHFS-
Dl), Lexi-Drug, Clinical Pharmacology,
Micromedex Drugdex

e Consensus documents and nationally
sanctioned guidelines — e.g., Diagnostic and
Statistical Manual of Mental Disorders, 5t
Edition (DSM-5), American Psychiatric
Association (APA) Guidelines for treating
Depression, Substance Abuse and Mental
Health Services Administration (SAMHSA)
guidelines for treating SUD.

e Publications of the National Institutes of
Health (NIH), Agency for Healthcare
Research and Quality (AHRQ), and other
organizations or government agencies

e Evidence-based reviews of peer-reviewed
medical literature — e.g., Journal of the
American Medical Association (JAMA), New
England Journal of Medicine (NEJM), Journal
of Clinical Psychiatry

e Standards of care recommended by clinical
literature, medical or pharmacy societies,
standard clinical drug references

e Appropriate clinical drug information from
other sources as applicable — e.g., clinical
guidance from agencies such as Centers for
Disease Control and Prevention (CDC), The
Centers for Medicare & Medicaid Services
(CMS), FDA

e Input from physicians practicing in the
relevant clinical area

As Written:

Processes and strategies applied when determining formulary tiering and design

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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Drug-tier designation takes into account a variety of factors, such as indications, clinical evidence
(scientific evidence, standards of practice, peer-reviewed medical literature, accepted clinical practice
guidelines), adverse event profile, available dosage forms, dosing frequency, generic competition, and
adherence factors. The formulary selection process includes a comparison of similar drugs in terms of
safety and effectiveness. In addition, drug and drug class appropriateness is taken into account when
considering a drug for inclusion on a drug list.

During the process of determining tiering for a given drug, the above sources and evidentiary standards
are reviewed to gather information about the drug as applicable, such as how it is used to treat the
condition, side effects and safety profile, and how it compares to other drugs available to treat the same
condition. These sources provide the background information that is used when considering the factors
that determine which tier may be appropriate for the drug.

Formulary Review Committee (FRC) is an internal CVS Caremark committee that evaluates factors that
may affect the formulary. The FRC makes business recommendations based on such factors to the P&T
Committee.

Drug products must first be deemed safe and effective by the P&T Committee before they are eligible
for inclusion on a CVS Caremark Formulary or Drug List. The Formulary Review Committee (FRC) is an
internal CVS Caremark committee that evaluates the above-described factors when determining which
drugs are placed in which tiers. The FRC makes recommendations based on such factors to the CVS
Caremark National Pharmacy & Therapeutics (P&T) Committee for review and approval.

The P&T Committee reviews all standard formularies annually. The review is conducted by drug class to
assure that the formulary recommendations previously established are maintained and to recommend
additional changes for clinical appropriateness if advisable based on newly available pharmaceutical
information.

The P&T Committee is an external advisory body of experts composed of independent health care
professionals including physicians and pharmacists, who have broad clinical backgrounds and/or
academic expertise regarding prescription drugs. Members are included on the P&T Committee on the
basis of active involvement in clinical practice (patient care); in the academic, hospital or community
setting; national recognition in their specialty; contributions to medical and/or pharmacy literature; and
previous experience with pharmacy and therapeutics committees.

The P&T Committee ensures that each Formulary provides appropriate access to drugs that are
included in broadly accepted treatment guidelines and are indicative of general best practices, and
ensures that each Formulary does not discourage enroliment by any group of enrollees by reviewing
appropriateness of coverage for a range of disease states and utilization management tools. The P&T
Committee ensures that drugs for the treatment of mental health conditions and substance use
disorders are not managed more restrictively than drugs for other disease states.

The processes and strategies for developing formulary tier designation to drugs used to treat MH or SUD
conditions do not differ from the processes and strategies used in developing tier designation applying
to drugs used to treat MED/SURG conditions.

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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In Operation:

The following table illustrates the number of drugs on each formulary tier within each drug category.
The factors are applied in a comparable manner and no more stringently for drugs used to treat
MH/SUD as for MED/SURG conditions.

Formulary Tiering Methodology:
The following is an analysis of the formulary tier designation:
e Drugs were grouped into MH, SUD and MED/SURG categories.
e Drugs were organized into formulary tier groups.
e Drug Count was derived from: Generic Product Indicator (GPI 12) code, Brand/Generic Code,
Dosage Form, Drug Name, and Route of Administration
e Counts of drugs and percentages on each formulary tier were summarized.
e Percentages of drugs with preferred status were summarized.
o Preferred Tiers for the plan include: Tier 1 generics, Tier 2 preferred brands

For this analysis, the following drug classes have been identified which contain drugs most commonly
used to treat mental health and substance use disorder conditions under the Pharmacy Benefit:

e Attention Deficit/Hyperactivity Disorder (ADHD) agents/stimulants

e Antianxiety agents

e Antidepressants

e Antipsychotics

e Hypnotics
Substance Use Disorder (SUD) agents

FORMULARY TIER DESCRIPTIONS:
e Tier 1= Generics
e Tier 2 = Preferred Brands
e Tier 3 = Non-Preferred Brands
e Tier 4 = Specialty

FORMULARY TIERING ANALYSIS
Plan: AETNA of GEORGIA - Standard Opt Out Formulary with ACSF - 2023

Category Results
. . . . . Total o
Medical / Medical / Surgical Tier1 | Tier2 | Tier3 Drugs % Preferred
Surgical Drug Count by Tier 1,131 469 854 2,454 65.2%

% of Drug Count per Tier | 46.1% | 19.1% | 34.8%
/' /|

Mental Health Tier1 | Tier2 | Tier3 WL % Preferred
Mental Drugs
Health Drug Count by Tier 130 18 43 191 77.5%

% of Drug Count per Tier | 68.1% | 9.4% | 22.5%
|

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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Substance SUbs_t s Ui Tier1l | Tier2 | Tier3 Wil % Preferred
Use Disorder Drugs
Disorder Drug Count by Tier 19 3 9 31 71.0%
% of Drug Count per Tier | 61.3% | 9.7% | 29.0%

When the factors for formulary tier designation are considered consistently across all drugs and drug
classes, the outcome shows that the MH and SUD drug categories have a higher percentage of drugs
covered at preferred or lower-cost formulary tiers compared to the MED/SURG drug category.
e The Medical/Surgical category has 65.2% of the drugs at a preferred or lower-cost formulary tier.
e The Mental Health category has 77.5% of the drugs at a preferred or lower-cost formulary tier.
e The Substance Use Disorder category has 71.0% of the drugs at a preferred or lower-cost formulary
tier.

Findings and Conclusion:

This comparative analysis demonstrates that formulary tiering is applied to MED/SURG drugs as well as
MH/SUD drugs on this plan. As shown, the factors considered when determining formulary tier
placement for drugs used to treat MH or SUD conditions are the same as those considered when
determining formulary tier placement for drugs used to treat MED/SURG conditions.

The same types of sources and evidentiary standards are used when considering those factors. No more
weight is given to one factor or evidentiary standard over another when determining formulary tier
placement for drugs in the MH/SUD category or for drugs in the MED/SURG category.

The processes and strategies for determining formulary tier placement for drugs used to treat MH/SUD
conditions do not differ from the processes and strategies for drugs used to treat MED/SURG conditions.

The analysis of the formulary data demonstrates that formulary tier placement decisions for drugs in the
MH/SUD drug classes and MED/SURG drug classes are based on similar factors. The testing and
comparison of the percentage of drugs on preferred formulary tiers in the MH/SUD and MED/SURG drug
classes on this plan is summarized below:

% of MED/SURG drugs on preferred or lower-cost tiers: 65.2 %
% of MH drugs on preferred or lower-cost tiers: 77.5%
% of SUD drugs on preferred or lower-cost tiers: 71.0%

In conclusion, this analysis has demonstrated that in the determination of formulary tier placement as
an NQTL, the factors, evidentiary standards, sources, processes, and strategies identified above, both as
written and in operation, are applied no more stringently to drugs used for mental health or substance
use disorder conditions than to drugs used for medical or surgical conditions.

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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NQTL: Prior Authorization | Prescription Drugs

Pharmacy prior authorization (PA): Prior authorization is a utilization management tool used to
determine whether the intended use of a prescription drug meets a plan’s medical necessity standards.
Prior authorization is granted when member meets the plan’s medical necessity requirements. When
the criteria for prior authorization is not met, coverage for the drug is denied.

The document attached below is the Aetna of Georgia, Standard Opt-Out Formulary with ACSF 2023
Pharmacy Utilization Management (UM) Program Drug List showing the drugs to which prior
authorization has been applied:

AETNA-GA_SOO_20
23 Formulary NQTL [
Factors considered when applying prior authorization to prescription drugs:

Medical/Surgical Mental Health/Substance Use Disorder

The factors considered when establishing The factors considered when establishing

pharmacy prior authorization for drugs used in pharmacy prior authorization for drugs used in

MED/SURG include: MH/SUD include:

e Patient safety concerns exist with a drug or e Patient safety concerns exist with a drug or
drug class; unknown long-term safety or drug class; unknown long-term safety or
durability durability

e Applicable lab values or other test results e Applicable lab values or other test results
required for appropriate treatment required for appropriate treatment

e Appropriate medication uses for indications e Appropriate medication uses for indications
or conditions based on national guidelines or conditions based on national guidelines

e Use in appropriate patient populations e Use in appropriate patient populations

e Use limited to a specific population based on | e Use limited to a specific population based on
FDA-approved indications, standard clinical FDA-approved indications, standard clinical
practice, and guidelines practice, and guidelines

e Potential for inappropriate or off-label use e Potential for inappropriate or off-label use

e Opportunity for optimizing patient outcomes, | ® Opportunity for optimizing patient outcomes,
to ensure treatment goals of the drug are to ensure treatment goals of the drug are
being met being met

e Generic equivalent or alternative available on | ¢ Generic equivalent or alternative available on
preferred tier preferred tier

e  Multiple other dosage forms available on e  Multiple other dosage forms available on
preferred tier preferred tier

e Reduce waste, unnecessary drug use, fraud, e Reduce waste, unnecessary drug use, fraud,
or abuse or abuse

e Requirement for additional treatment e Requirement for additional treatment
supportive therapies, including but not supportive therapies, including but not
limited to behavioral counseling, diet limited to behavioral counseling, diet

Aetna is the brand name used for products and services provided by one or more of the Aetna group of companies, including
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Medical/Surgical Mental Health/Substance Use Disorder
therapy, case management, and other therapy, case management, and other
standard non-drug supportive therapies standard non-drug supportive therapies

Definition of Factors:

Patient safety concerns with a drug or drug class; unknown long-term safety or durability —
Imposing prior authorization based on this factor affords an opportunity to ensure that safety
protocols are maintained.

Applicable lab values or other test results required for appropriate treatment — Prior authorization
may be imposed in order to ensure appropriate monitoring and testing in patient treatment
Appropriate medication uses for indications or conditions based on national guidelines; Use in
appropriate patient populations — National treatment guidelines and the FDA’s evaluation of these
drugs determine their safety and efficacy for a particular disease or illness within the intended
population, and define the drug’s use as initial therapy, second line therapy, or concurrent therapy.
First line therapy refers to the initial recommended treatment for a disease or illness.

Potential for inappropriate or off-label use — National treatment guidelines and the Food and Drug
Administration’s evaluation of these drugs determine their safety and efficacy for a particular
disease or illness and define recommended duration of therapy

Opportunity for optimizing patient outcomes and to ensure treatment goals of the drug are being
met — Confirm patient is responding to therapy, e.g., A1C or cholesterol targets are being met.
Generic equivalent or alternative available on preferred tier; multiple other dosage forms
available on preferred tier — Other treatment options may be covered on a preferred tier, that do
not have prior authorization or step therapy required but would be therapeutically equivalent.
Reduce waste, unnecessary drug use, fraud, or abuse — practices that, directly or indirectly, result
in unnecessary costs, overusing services.

Requirement for additional treatment supportive therapies — Additional supportive therapies, in
addition to medications, may be recommended in the guidelines as the most effective treatment
approach for a given condition. These therapies include but are not limited to behavioral counseling,
diet therapy, case management, and other standard non-drug supportive therapies.

Sources and evidentiary standards used to apply prior authorization:

Medical/Surgical Mental Health/Substance Use Disorder

The sources and evidentiary standards The sources and evidentiary standards
considered when establishing prior authorization | considered when establishing prior authorization
for drugs used in MED/SURG conditions include: for drugs used in MH/SUD conditions include:

FDA product labeling for approved uses and e  FDA product labeling for approved uses and

safety information safety information
Published peer-reviewed clinical literature — e Published peer-reviewed clinical literature —
e.g., Journal of the American Medical e.g., Journal of the American Medical

Association (JAMA), New England Journal of
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Medical/Surgical Mental Health/Substance Use Disorder
Association (JAMA), New England Journal of Medicine (NEJM), Journal of Clinical
Medicine (NEJM) Psychiatry

e Nationally recognized and approved drug e Approved drug compendia, including
compendia, including American Hospital American Hospital Formulary Service® Drug,
Formulary Service® Drug, Lexi-Drug, Clinical Lexi-Drug, Clinical Pharmacology,
Pharmacology, Micromedex Drugdex Micromedex Drugdex

e Accepted clinical practice guidelines, e Accepted clinical practice guidelines,
consensus statements, or comparable consensus statements, or comparable
publications — e.g., Global Initiative for publications — e.g., Diagnostic and Statistical
Chronic Obstructive Lung Disease (GOLD) Manual of Mental Disorders, 5™ Edition
Guidelines for treating COPD, American (DSM-5), American Psychiatric Association
Diabetes Association (ADA) Guidelines for (APA) Guidelines for treating Depression,
Diabetes Care Substance Abuse and Mental Health Services

e Standards of care noted in clinical literature, Administration (SAMHSA) guidelines for
medical or pharmacy societies, standard treating SUD.
clinical drug references e Standards of care noted in clinical literature,

e Appropriate clinical drug information from medical or pharmacy societies, standard
other sources as applicable — e.g., clinical clinical drug references
guidance from agencies such as Centers for e Appropriate clinical drug information from
Disease Control and Prevention (CDC), The other sources as applicable — e.g., clinical
Centers for Medicare & Medicaid Services guidance from agencies such as Centers for
(CMS), FDA Disease Control and Prevention (CDC), The

e Comparison of similar drugs in terms of Centers for Medicare & Medicaid Services
safety and efficacy (CMS), FDA

e Annual review of UM criteria and clinical e Comparison of similar drugs in terms of
programs by internal pharmacists in the safety and efficacy
Clinical Development department and e Annual review of UM criteria and clinical
medical directors in the Medical Affairs programs by internal pharmacists in the
department Clinical Development department and

e Review of any new criteria, updates, and medical directors in the Medical Affairs
annual review of utilization management department
criteria, and clinical program content by e Review of any new criteria, updates, and
external clinical experts, who are physicians annual review of utilization management
practicing in the relevant clinical area criteria, and clinical program content by

e Review and approval of prior authorization external clinical experts, who are physicians
coverage criteria for clinical appropriateness practicing in the relevant clinical area
by the CVS Caremark National P&T e Review and approval of prior authorization
Committee coverage criteria for clinical appropriateness

by the CVS Caremark National P&T
Committee
As Written:
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Processes and strategies used in developing and applying prior authorization

Prior authorization programs are commonly applied to determine if the drug’s use is within the coverage
strategy of the plan’s pharmacy benefit. Plans may include prior authorization programs to help identify
the right drug, for the right member.

The clinical pharmacists in the UM Development department use the factors, sources and evidentiary
standards to understand the drug’s place in therapy, and apply the drug information to derive clinical
content for prior authorization criteria. This outcome is reviewed by internal clinical pharmacists,
medical directors and external expert consultants.

Considerations for application of prior authorization programs may include, but are not limited to:
ensuring the drug is used in the appropriate place in therapy, drug has potential for use in unproven
indications. Prior authorization programs and criteria are developed based upon published clinical
evidence supporting the different uses of a drug, and coverage conditions are not affected or altered by
the medication’s intended area of utilization. For example, prior authorization criteria developed for
medications used in mental health conditions require the same levels of clinical evidence as those that
are not used or indicated for mental health conditions.

Development and application of prior authorization is done without regard to a drug’s formulary tier
placement. CVS Caremark develops standard prior authorization programs independent of the
formulary plans and the programs can be applied to the various template formulary offerings. A
plan can choose to include the standard UM program bundles along with a template formulary, add
additional UM programs, or customize UM programs that are included with the formulary offering.

Medically necessary drugs or products are those necessary to prevent, diagnose, manage or treat
conditions that cause acute suffering, endanger life, result in illness or infirmity, interfere with the
capacity for normal activity, or threaten some significant handicap. Medical necessity standards apply to
all prescription drugs, without regard to whether the drug is used to treat MED/SURG, MH or SUD
conditions.

When using the above factors to support application of prior authorization to drugs, no more weight is
given to one factor over another in assessing the application of prior authorization to drugs used to treat
medical or surgical conditions or to drugs used to treat mental health or substance use disorder
conditions.

During the process of developing and assigning prior authorization to a given drug, the above sources
and evidentiary standards are reviewed to gather information about the drug as applicable, such as how
it is used to treat the condition, side effects and safety profile, and how it compares to other drugs
available to treat the same condition. These sources provide the background information that is used
when considering the factors that determine when prior authorization may be appropriate for the drug.
The process for when a new drug comes to market and is considered for possible prior authorization
programs includes the following steps:

e The FDA labeling provides the UM development team with information around indication,

dosing, efficacy, and safety concerns, if any.
o Cost effectiveness is reviewed relative to alternatives in the same class.
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e Clinical literature may provide further insight into the drug’s place in therapy, or other concerns
that may exist with this therapy.

e There is variability in timing of when new drugs are included in national guidelines, but the drug
would be included as part of that particular therapeutic class which may be recommended at a
given point in therapy. Guidelines are also reviewed during annual review of prior authorization
criteria to determine if recommendations have changed in the past year.

e All of this information is compared against existing drugs in the same class, or that are used to
treat the same condition. If, for example, there is a particular safety concern with the new drug,
or there are tests or lab values that need to be confirmed prior to starting therapy, or the drug is
restricted to a specific population or place in therapy, then the new drug may have prior
authorization applied to ensure the drug is used for the appropriate patients at the appropriate
place in therapy.

Coverage conditions take into consideration safety concerns in black box warnings and/or
contraindications in the product labeling, if these situations can be effectively managed through a prior
authorization process. Additional safety-related concerns may be addressed at the recommendation of
the External Clinical Expert(s).

CVS Caremark utilizes the Clinical Program Oversight process for review and approval of any new
criteria, updates, and annual review of utilization criteria and clinical program content. As part of this
process, the prior authorization criteria and clinical program will be reviewed by one or more external
consultants, who are practicing in the relevant clinical area. The CVS Caremark National P&T Committee
is an external advisory body of expert members from a variety of medical specialties, who reviews and
approves all UM criteria (i.e., prior authorization, step therapy and quantity limits outside of FDA-
approved labeling). CVS Caremark develops standard prior authorization programs, and a plan chooses
which prior authorization programs to include in the plan offering.

The P&T Committee is an external advisory body of experts composed of independent health care
professionals including physicians and pharmacists, who have broad clinical backgrounds and/or
academic expertise regarding prescription drugs. Members are included on the P&T Committee on the
basis