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ACCESS GUIDE

Practical guide for providers prescribing UZEDY: 1 PRIOR AUTHORIZATION (PA)
Authorizations, exceptions, and appeals 11 Overview >
o | | | Documentation with PA Requests >
Thisisaresource to help providers understand how to work with government and private ,
. . .2 Checklist >
payers to secure coverage for medically necessary prescription drugs.
It covers the 3 primary categories or types of requests for additional information payers 2 EXCEPTIONS
may ask a provider to complete regarding a prescribed medication. 21 Overview >
These are: : :
Timelines >
* Prior authorization (PA) 2 2 Checklist >
 Exceptions(a type of coverage determination) |
* A |
PREal 3 APPEALS
Processes and procedures vary by plan and payer type. 3.1 Overview >
It often takes time for drugs that are new to market to be reviewed and added 3.2 Medicare Part D Appeals & Timelines >
to payer formularies. During that time, patients or providers may be required 3.3 Medicaid Appeals >
to submit exception requests to access their prescribed medications. 3.4 Checklist >

This guide focuses on practical tips and best practices for providing a payer

with the necessary information to help alleviate any barriers to patients’ access A SAMPLE FORMS & LETTERS >

to medications.

5 MEDICAID & MEDICARE RESOURCES >

6 TEVA SHARED SOLUTIONS® >

/ REFERENCES >

Please see the full Prescribing Information, including Boxed WARNING for UZEDY.
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OVERVIEW

PA is a common requirement of government and commercial payers, including
pharmacy benefit managers (PBMs). PA describes the processes payers Tips for success with PAs

use to ensure appropriate use of certain drugs and services.' Also called
pre-authorization (or pre-auth), a PA process generally requires providers
to submit payer-specific documentation of medical necessity for a requested

therapy or services to be approved for coverage.??

® Many payers have moved PA processes online to
streamline and automate review and authorization®

® Always check the payer’s provider portal
for the latest forms and information about

- The PA process requires the provider to contact a patient’s payer ,
how to submit

and receive approval before a certain drug or service will be covered

® PA support for UZEDY can also be obtained through

- The provider must demonstrate why the certain therapy or service
the CoverMyMeds portal

is medically necessary for the patient

DOCUMENTATION WITH PA REQUESTS

It's important to confirm each individual payer’s rules for submission of PA requests.® For example:

* Does the payer require use of plan- or product-specific PA forms? Preparing a Letter
of Medical Necessity

» Does the payer accept verbal PA requests and information? for Treatment with U EER
(risperidone) extended-release

. . injectabl '
* |s there a standard format for statements of medical necessity? 'njecaesus'pens'on

health plan may be necessary depending on the plan. A Letter of Medical
Necessity, while not always required, can help explain the clinical

If the payer requires use of specific forms, it may be beneficial to submit additional information, such as a letter of medical Download a UZEDY sample >
necessity, to supplement the brief narratives allowed on the form. Some of the types of information that payers may specifically letter of medical neccessity
request, or that the provider may choose to provide to support medical necessity include®>: M st

* Concomitant therapies - Comorbidities
* Previous medications and treatment outcomes * Protected class status of the drug
- Patient allergies or previous adverse reactions with no therapeutic equivalents

Please see the full Prescribing Information, including Boxed WARNING for UZEDY.
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.2 PRIOR AUTHORIZATION

CHECKLIST

Locate information about the payer’s PA process in
the patient or provider handbook or from customer service.
Review the process and access any required forms.

Develop a brief, clear statement of the patient’s needs and
rationale for the request and compile information to support
the medical necessity and urgency of the authorization.

Complete and submit using payer-specific forms
and submission methods.

Gather details on how and when the payer’s decision will be
delivered to the provider and/or the patient. Confirm timing,
based on standard or expedited timelines.

e
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NEXT STEPS

If coverage is not authorized

Complete and correct PA requests are frequently
authorized by payers. However, in the event a payer
determines that a patient does not meet its PA
criteria, the patient and/or provider may request
a coverage determination.*®

tewvq | shared Solutions

For additional support, contact Teva Shared Solutions.
Call 1-800-887-8100 (3am to 8pm ET, M-F)

Please see the full Prescribing Information, including Boxed WARNING for UZEDY.
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OVERVIEW

A coverage determination is a request for a response to a formal inquiry about

coverage. An exception request is a type of coverage determination.® CMS recognizes 2 types of exception requests for Medicare
Part D patient’

Medicare Part D exceptions

Most payers allow patients, designated representatives, or providers to request a

coverage determination, such as an exception request, regarding prescription drug * Formulary exception: To obtain a prescription drug that
coverage.” Similar processes may apply to coverage determinations for pharmacy Is not on a Part D plan sponsor’s formulary or to waive step
and medical benefit-covered drugs. therapy or quantity/dosing limits

* Tiering exception: To obtain a non-preferred drug at
Types of exceptions equivalent cost sharing to drugs in the preferred tier
Requesting an exception to a payer’s coverage policy may be appropriate

How to submit an exception request
if the provider’s benefits investigation uncovers that®’:

The patient, their representative, or the provider must submit

* Arequested drug is not on formulary a supporting statement to the plan sponsor that documents
_ . . -
» The payer has denied access to or payment for a requested drug the medical necessity of the requested exception.
* An exception is needed regarding the amount a patient must pay for a drug A Medicare Part D plan sponsor may have their
(also called a tiering exception) own request form, or a CMS Request for Medicare | °==—--me====mms==

being removed or was removed from this list during the plan year (formul
[ ] [ ] [ J [ J [ I request prior authorization for the drug my prescriber has prescribed.*
r r I t I n r v r t r m I n t I n [ I request an exception to the requirement that | try another drug before | get the drug my
prescriber prescribed (formulary exception).*
° [ ) [ ] [ ] ° [ [ [ °
[ I request an exception to the plan’s limit on the number of pills (quantity limit) | can receive so
° ere IS a quantity or aose iimi dl IS Inappropriate 1or tne patient, or the providaer
’ ° ® ° 7 [0 My drug plan charges a higher copayment for the drug my prescriber prescribed than it charges
for another drug that treats my condition, and | want to pay the lower
° copayment (tiering exception).*
O O O o [ I have been using a drug that was previously included on a lower copayment tier, but is being
elieves It Is medically necessary to not rollow step therapy rules o e sl e e
O My drug plan charged me a higher copayment for a drug than it should have
1 want to be reimbursed for a covered prescription drug that | paid for out of pocket
gur iber M i

* There is a need to determine whether PA or other requirements have been met

Go to CMS.gov to download the Request for Medicare

Prescription Drug Coverage Determination model form

TIMELINES

Payers must respond to exception requests within a 2 4 Expedited process: o .
specified amount of time, and both standard and expedited Payers must respond within 24 hours; For either process,
processes are available. The following response timelines hours reserved for high-risk patients clock starts with receipt
are as defined by CMS for Part D plan sponsors and reflect 72 Standard orocess. f’f prowd.er supporting
general standards followed by many commercial payers’®: P T information

hours Payers must respond within 72 hours

Please see the full Prescribing Information, including Boxed WARNING for UZEDY.
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2.2 EXCEPTIONS

CHECKLIST

Locate information about the payer’s exception request
process in the patient or provider handbook or from customer
service. Review the process and access any required forms.

Develop a brief, clear statement of the patient’s needs and
rationale for the request and compile information to support
the medical necessity and urgency of the exception request.

Gather details on how and when the payer's decision will be
delivered to the provider and/or the patient. Confirm timing,
based on standard or expedited timelines.

Complete and submit using payer-specific forms
and submission methods.

o...c‘o...o
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NEXT STEPS

If the exception request is denied

If an exception request is denied, the payer will
provide a written explanation of why and include
information about how to appeal the decision.’
A patient, their designated representative, or

a provider can follow the progressive series

of stepsin the appeals process.’

tewvq | shared Solutions

For additional support, contact Teva Shared Solutions.
Call 1-800-887-8100 (3am to 8pm ET, M-F)

Please see the full Prescribing Information, including Boxed WARNING for UZEDY.

v/ Checklist
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3.1 APPEALS

OVERVIEW

The next step after denial of an exception request is to appeal. An appeal is a formal
challenge of a payer’'s adverse coverage determination regarding benefits that a

provider believes a patient should receive.® All payers are required to have formal

appeals processes and to provide a written explanation of the next possible level

of appeal when a request is denied.™®" e

IMPORTANT SAFETY INFORMATION

Submitting an appeal to a patient’s health plan can help explain the
rationale and clinical decision-making behind the choice of a specific therapy.

NNNNNNN : INCREASED MORTALITY IN ELDERLY PATIENTS WITH DEMENTIA-RELATED PSYCHOSIS

approverd for use in patients with dementia-related psychosis and has not been studied in this patient population.

CONTRAINDICATIONS: UZEDY is contraindicated in patients with a known hypersensitivity to risperidone, its metabolite, paliperidone,
or to any of its components. Hypersensitivity reactions, including anaphylactic reactions and angioedema, have
been reported in patients treated with risperidone or paliperidone.

Cerebrovascular Adverse Reactions: In trials of elderly patients with dementia-related psychosis, there was a significantly higher

risperidone compared to placebo. UZEDY is not approved for use in patients with dementia-related psychosis.

Neuroleptic Malignant Syndrome (NMS): NMS, a potentially fatal symptom complex, has been reported in association with antipsychotic
drugs. Clinical manifestations of NMS are hyperpyrexia, muscle rigidity, altered mental status including delirium, and autonomic instability

symptomatic treatment and monitoring.

Please see the full Prescribing Information for UZEDY, including Boxed WARNING.

APPEALS

Administrative denial

In many cases, the denial may be the result of an administrative error or omission such as': , ,
Providers can amend and resubmit the request,

* Incorrect dates rather than launching a formal appeal.™

* Improper coding
* Missing documentation

Clinical denial

In the event of a clinical denial - for example, the payer has determined a patient has

not met the PA criteria for the requested drug - an appeal may be appropriate®™: Many payers follow the well-established

Medicare Part D appeals model."
* Payer appeal processes generally have several levels

* Individual payers and PBMs may have unique appeals processes

Please see the full Prescribing Information, including Boxed WARNING for UZEDY. 6
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3.2 APPEALS
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MEDICARE PART D APPEALS & TIMELINES

Appeals levels

Payers are required to respond to each level of appeal within a specified time frame and offer both standard and expedited processes." The figure below illustrates
the Medicare timelines for each level of appeal.”®™ Non-Medicare payers may have different timelines:

Standard: /2 hours™ Standard: 7 days®

Standard: 7 days*
Expedited: 24 hours Expedited: 72 hours Expedited: 72 hours
Request for Coverage Level 1 Level 2
Determination Appeal Appeal
l.e., formulary or tiering Redetermination by the Reconsideration by the
exception request Part D plan sponsor Independent Review Entity

If denied, 60 days allowed to file next-level appeal.

*Time limits shown are for benefit-related appeals. Plans are allowed up to 14 days to respond to payment-related appeals.

Appeals must be filed by the deadline that For rTmre information about
Medicare provides to the patient. Medicare Part D appeals
However, appeals are possible if a good reason

for missing the deadline can be shown.”®

Learn more at CMS.gov >

Please see the full Prescribing Information, including Boxed WARNING for UZEDY.
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3.3 APPEALS

MEDICAID APPEALS

Federal requirements and state options

Federal law requires that state Medicaid programs have a process for beneficiaries to appeal adverse decisions. These rules apply to decisions about eligibility
or coverage of services under fee-for-service Medicaid or by a Medicaid managed care plan.”

Federal
Federal requirements for Medicaid plan appeals include®:
* Initiation of the process by providing to the beneficiary a written notice from the Medicaid program or heath plan of an intended termination or suspension

State
States can opt to offer the beneficiary a local hearing(at the local or county level) before a state-level appeal.

* |f the state does not offer local hearings, a state-level hearing, if requested, must be provided within a reasonable time frame'™

* In general, states must take action within 90 days after a request for a hearing has been received®

- States may not terminate or reduce services until a final decision is reached®

Tips and more information about your state

Medicaid plan rules vary by state.' The offical Medicaid website has compiled a state-by-state
summary of Medicaid and Children’s Health Insurance Program (CHIP) plans.

Learn more at Medlcald gov >

Please see the full Prescribing Information, including Boxed WARNING for UZEDY.
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CHECKLIST

NEXT STEPS

If the appeals are unsuccessful

Locate information about the payer’s appeals process
In the patient or provider handbook or from customer service.
Review the process and access any required forms.

* An unfavorable decision by the payer at any level of
appeal will include information about requirements
to file for the next level of appeal™

| | * |f the appeal reaches an external review, the payer
Develop a brief, clear statement of the patient’s needs and must accept the reviewer’s decision"

rationale for the appeal and compile information to support
the medical necessity and urgency of the appeal.

* A provision of the Affordable Care Act(ACA)was to
require all health insurers in all states to participate
in an external review process that meets minimum
consumer protection standards"

* Note that the ACA external review process
Complete and submit using payer-specific forms rules do not apply to self-funded plans. If your
and submission methods. patient belongs to a self-funded plan, it may be

appropriate to contact the employer's human
resources department foradditional guidance”

* Once allinternal appeal levels have been exhausted,
the case may be eligible for external review®

Gather details on how and when the payer’s decision will be
delivered to the provider and/or the patient. Confirm timing,
based the type or level of appeal.

tevq | shared Solutions

For additional support, contact Teva Shared Solutions.
Call 1-800-887-8100 (9am to 8pm ET, M-F)

Please see the full Prescribing Information, including Boxed WARNING for UZEDY.
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Preparing a Letter

of Medical Necessity

for Treatment with UZEDY*
(risperidone) extended-release
injectable suspension

Submitting a request for coverage or a prior authorization to a patient’s
health plan may be necessary depending on the plan. A Letter of Medical
Necessity, while not always required, can help explain the clinical
rationale for choosing UZEDY.

INDICATION AND USAGE
UZEDY (risperi d-release injectable ion for use is indicated for the treatment of schizophrenia in adults.

IMPORTANT SAFETY INFORMATION

'WARNING: INCREASED MORTALITY IN ELDERLY PATIENTS WITH DEMENTIA-RELATED PSYCHOSIS
Elderly patients with di tia-related psychosis treated with drugs are at an increased risk of death. UZEDY is not
approved for use in patients with dementia-related psychosis and has not been studied in this patient population.

CON : UZEDY is indi in patients with a known hypersensitivity to risperidone, its metabolite, paliperidone,
or to any of its components. Hypersensitivity reactions, including anaphylactic reactions and angioedema, have
been reported in patients treated with risperidone or paliperidone.

WARNINGS AND PRECAUTIONS
Cerebrovascular Adverse Reactions: In trials of elderly patients with di ia-related psychosis, there was a signifit higher
incidence of cerebrovascular adverse events (e.g., stroke, transient ischemic attack), including fatalities, in patients treated with oral
risperidone compared to placebo. UZEDY is not approved for use in patients with dementia-related psychosis.
Neuroleptic Malignant Syndrome (NMS): NMS, a potentially fatal symptom complex, has been reported in association with antipsychotic
drugs. Clinical manifestations of NMS are hyperpyrexia, muscle rigidity, altered mental status including delirium, and autonomic instability
(irregular pulse or blood pressure, tachycardia, diaphoresis, and cardiac dysrhythmia). Additional signs may include elevated creatine

i inuria (r is), and acute renal failure. If NMS is suspected, immediately discontinue UZEDY and provide
symptomatic treatment and monitoring.

Please see the full Prescribing Information for UZEDY, including Boxed WARNING.

4 SAMPLE FORMS & LETTERS

UZEDY sample letter of medical necessity )

tevd UZEbYa

(risperidone) &t i
A Letter of Medical Necessity may be required when UZEDY:
« s subject to step therapy or prior authorization
« is not preferred or not available on the plan’s formulary and a formulary exception request is necessary
« has unfavorable coverage or no established coverage policy with the plan

Tips and approaches:

!~ Understand the plan’s specific guidelines to help avoid denials when making prior authorization

- O = or exception requests (eg, complete plan-specific forms, obtain necessary referrals, determine
= if treatment must be given in a particular setting).

——] Deadlines must be met when a plan requests additional documentation to support a prior
: authorization or exception request. If approved, always check with the plan to determine
the length of authorization and any re-authorization requirements, as these can vary.

@ Comprehensive details are essential when composing a Letter of Medical Necessity.
Specific information may include:
«  Patient information:
- Full name and date of birth
- Policy and group numbers
- Case ID number (if available)
«  Overview of the prescriber’s credentials, experience in their specialty, and relevant
professional affiliations
« Patient diagnosis and indication for UZEDY
«  Overview of the clinical course of schizophrenia and treatment challenges
«  Severity of patient’s condition and symptoms, including functional status and limitations

«  Summary of previous treatments, including oral and/or other long-acting injectable medications,
duration and response to treatment, and rationale for discontinuation

«  Recent emergency treatment, hospitalization, and number of prior relapses and re-hospitalizations

IMPORTANT SAFETY INFORMATION (continued)

Tardive Dyskinesia (TD): TD, a syndrome consisting of potentially irreversible, involuntary, dyskinetic movements, may develop in
patients treated with antipsychotic drugs. Although the prevalence of the syndrome appears to be highest among the elderly, especially
elderly women, it is impossible to predict which patients will develop the syndrome. Whether antipsychotic drug products differ in their
potential to cause TD is unknown.

The risk of developing TD and the likelihood that it will become irreversible are believed to increase with the duration of treatment and
the cumulative dose. The syndrome can develop, after relatively brief treatment periods, even at low doses. It may also occur after discontinuation.
TD may remit, partially or if antij ic treatment is di: i i ic treatment, itself, however, may suppress
(or partially suppress) the signs and symptoms of the syndrome, possibly masking the underlying process. The effect that symptomatic
suppression has upon the long-term course of the syndrome is unknown.

If signs and symptoms of TD appear in a patient treated with UZEDY, drug discontinuation should be considered. However, some patients may
require treatment with UZEDY despite the presence of the syndrome. In patients who do require chronic treatment, use the lowest dose and
the shortest duration of treatment producing a satisfactory clinical response. Periodically reassess the need for continued treatment.

Please see the full Prescribing Information for UZEDY, Boxed

UZEDY sample letter of appeal

.

of Appeal for Treatment
with UZEDY?® (risperidone)
extended-release
injectable suspension

Submitting an appeal to a patient’s health plan can help explain the
rationale and clinical decision-making behind the choice of a specific therapy.
A Letter of Appeal may be needed when a patient’s health plan denies

a request for prior authorization or coverage for UZEDY.

INDICATION AND USAGE
UZEDY (risperit { injectable ion for use is indicated for the treatment of schizophrenia in adults.
IMPORTANT SAFETY INFORMATION

'WARNING: INCREASED MORTALITY IN ELDERLY PATIENTS WITH DEMENTIA-RELATED PSYCHOSIS
Elderly patients with di ia-related psychosis treated with antij ic drugs are at an increased risk of death. UZEDY is not
approved for use in patients with dementia-related psychosis and has not been studied in this patient population.

CON TIONS: UZEDY is indi in patients with a known hypersensitivity to risperidone, its metabolite, paliperidone,
or to any of its components. Hypersensitivity reactions, including anaphylactic reactions and angioedema, have
been reported in patients treated with risperidone or paliperidone.

WARNINGS AND PRECAUTIONS
Cerebrovascular Adverse Reactions: In trials of elderly patients with dementia-related psychosis, there was a significantly higher

incidence of cerebrovascular adverse events (e.g., stroke, transient ischemic attack), including fatalities, in patients treated with oral
risperidone compared to placebo. UZEDY is not approved for use in patients with dementia-related psychosis.

Neuroleptic Malignant Syndrome (NMS): NMS, a potentially fatal symptom complex, has been reported in association with antipsychotic
drugs. Clinical manifestations of NMS are hyperpyrexia, muscle rigidity, altered mental status including delirium, and autonomic instability
(irreqular pulse or blood pressure, tachycardia, diaphoresis, and cardiac dysrhythmia). Additional signs may include elevated creatine

i inuria (r is), and acute renal failure. If NMS is suspected, immediately discontinue UZEDY and provide
symptomatic treatment and monitoring.

Please see the full Prescribing Information for UZEDY, Boxed
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the reason(s) for a denial by reviewing the explanation of benefits (EOB)

or the denial letter. Coverage can be denied for a variety of reasons:
For administrative denials caused by errors such as incorrect coding, missing clinical
documentation, or failure to obtain necessary prior authorizations, contact the payer
and inquire about re-submission
For clinical denials, or those indicating the treatment may not be considered medically
necessary, a more detailed appeal will be required. Follow the plan’s specific guidance
on how to submit a formal appeal

must be met for plan-specific appeals processes.

are essential when composing a Letter of Appeal.
Specific information may include:

Patient information:

Full name and date of birth

Policy and group numbers

Case ID number (if available)
Introductory statement describing the purpose of the Letter of Appeal that indicates familiarity
with the health plan’s coverage policy or formulary restrictions
Overview of the prescriber’s credentials, experience in their specialty, and relevant
professional affiliations
Date of the denial letter and the reason given for denial
Patient diagnosis and indication for UZEDY
Severity of patient’s condition and symptoms, including functional status and limitations

Summary of previous treatments, including oral and/or other long-acting injectable medications,
duration and response to treatment, and rationale for discontinuation

Recent emergency treatment, hospitalization, and number of prior relapses and re-hospitalizations

IMPORTANT SAFETY INFORMATION (continued)

Tardive Dyskinesia (TD): TD, a syndrome consisting of potentially irreversible, involuntary, dyskinetic movements, may develop in
patients treated with antipsychotic drugs. Although the prevalence of the syndrome appears to be highest among the elderly, especially
elderly women, it is impossible to predict which patients will develop the syndrome. Whether antipsychotic drug products differ in their
potential to cause TD is unknown.

The risk of developing TD and the likelihood that it will become irreversible are believed to increase with the duration of treatment and
the cumulative dose. The syndrome can develop, after relatively brief treatment periods, even at low doses. It may also occur after discontinuation.
TD may remit, partially or if antij ic treatment is di i i ic treatment, itself, however, may suppress
(or partially suppress) the signs and symptoms of the syndrome, possibly masking the underlying process. The effect that symptomatic
suppression has upon the long-term course of the syndrome is unknown.

If signs and symptoms of TD appear in a patient treated with UZEDY, drug discontinuation should be considered. However, some patients may
require treatment with UZEDY despite the presence of the syndrome. In patients who do require chronic treatment, use the lowest dose and
the shortest duration of treatment producing a satisfactory clinical response. Periodically reassess the need for continued treatment.

Please see the full Prescribing Information for UZEDY, i ing Boxed
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Request for a Medicare Prescription

Coverage Determination Form

CMS Model Covera

ge Determination

This form may be sent to us by mail or fax:

Address: Fax Number:
[Insert plan address(es)] [Insert plan fax number(s)]

You may also ask us for a coverage determination by phone at [insert plan telephone number] or
through our website at [insert plan web address].

Who May Make a Request: Your prescriber may ask us for a coverage determination on your
behalf. If you want another individual (such as a family member or friend) to make a request for
you, that individual must be your representative. Contact us to learn how to name a representative.

Enrollee’s Information
Enrollee’s Name ‘ Date of Birth

Enrollee’s Address

City State Zip Code

Phone Enrollee’s Member ID #

Complete the following section ONLY if the person making this request is not the enrollee
or prescriber:
Requestor's Name

Requestor’s Relationship to Enrollee

Address

City State Zip Code

Phone

Representation documentation for requests made by someone other than enrollee or the
enrollee’s prescriber:
Attach documentation showing the authority to represent the enrollee (a completed
Authorization of Representation Form CMS-1696 or a written equivalent). For more
information on appointing a representative, contact your plan or 1-800-Medicare.

Name of prescription drug you are requesting (if known, include strength and quantity
requested per month):

O I need a drug that is not on the plan’s list of covered drugs (formulary exception).*

O I have been using a drug that was previously included on the plan’s list of covered drugs, but is
being removed or was removed from this list during the plan year (formulary exception).*

O I request prior authorization for the drug my prescriber has prescribed.*

[ I request an exception to the requirement that | try another drug before | get the drug my
prescriber prescribed (formulary exception).*

[ I request an exception to the plan’s limit on the number of pills (quantity limit) | can receive so
that | can get the number of pills my prescriber prescribed (formulary exception).*

[0 My drug plan charges a higher copayment for the drug my prescriber prescribed than it charges
for another drug that treats my condition, and | want to pay the lower
copayment (tiering exception).*

O I have been using a drug that was previously included on a lower copayment tier, but is being
moved to or was moved to a higher copayment tier (tiering exception).*

O My drug plan charged me a higher copayment for a drug than it should have.

Ol want to be reimbursed for a covered prescription drug that | paid for out of pocket.

*NOTE: If you are asking for a formulary or tiering exception, your prescriber MUST provide
a statement supporting your request. Requests that are subject to prior authorization (or
any other utilization management requirement), may require supporting information. Your
prescriber may use the attached “Supporting Information for an Exception Request or Prior
Authorization” to support your request.

Additional information we should consider (attach any supporting documents):

If you or your prescriber believe that waiting 72 hours for a standard decision could seriously harm
your life, health, or ability to regain maximum function, you can ask for an expedited (fast) decision.
If your prescriber indicates that waiting 72 hours could seriously harm your health, we will
automatically give you a decision within 24 hours. If you do not obtain your prescriber's support for
an expedited request, we will decide if your case requires a fast decision. You cannot request an
expedited coverage determination if you are asking us to pay you back for a drug you already
received.

[JCHECK THIS BOX IF YOU BELIEVE YOU NEED A DECISION WITHIN 24 HOURS (if you
have a supporting statement from your prescriber, attach it to this request).

Signature: Date:

FORMULARY and TIERING EXCEPTION requests cannot be processed without a prescriber’s
supporting statement. PRIOR AUTHORIZATION requests may require supporting information.

[JREQUEST FOR EXPEDITED REVIEW: By checking this box and signing below, I certify
that applying the 72 hour standard review timeframe may seriously jeopardize the life or
health of the enrollee or the enrollee’s ability to regain maximum function.

Name

Address

City ‘ State ‘ Zip Code
Office Phone ‘ Fax

Prescriber’s Signature ‘ Date

Medication: Strength and Route of Administration: | Frequency:

Date Started: Expected Length of Therapy: Quantity per 30 days
O NEW START

Height/Weight: Drug Allergies:

DIAGNOSIS - Please list all diagnoses being treated with the requested ICD-10 Code(s)

drug and corresponding ICD-10 codes.
(If the condition being treated with the requested drug is a symptom e.g. anorexia, weight loss, shortness of
breath, chest pain, nausea, etc., provide the diagnosis causing the symptom(s) if known)

Other RELAVENT DIAGNOSES: ICD-10 Code(s)

DRUGS TRIED DATES of Drug Trials |RESULTS of previous drug trials

(if quantity limit is an issue, list unit FAILURE vs INTOLERANCE (explain)
doseftotal daily dose tried)

\What is the enrollee’s current drug regimen for the condition(s) requiring the requested drug?

Any FDA NOTED CONTRAINDICATIONS to the requested drug? OYES ONO
Any concern for a DRUG INTERACTION with the addition of the requested drug to the enrollee’s current
drug regimen? OYES ONO

If the answer to either of the questions noted above is yes, please 1) explain issue, 2) discuss the benefits
vs potential risks despite the noted concern, and 3) monitoring plan to ensure safety

HIGH RISK MANAGEMENT OF DRUGS IN THE ELDERLY

If the enrollee is over the age of 65, do you feel that the benefits of treatment with the requested drug

outweigh the potential risks in this elderly patient? OYES ONO
OPIOIDS - (please plete the following questions if the requested drug is an opioid)

What is the daily cumulative Morphine Equivalent Dose (MED)? | | mg/day
Are you aware of other opioid prescribers for this enrollee? OYES ONO

If so, please explain.

Is the stated daily MED dose noted medically necessary? OYES ONO
Would a lower total daily MED dose be insufficient to control the enrollee’s pain? OYES ONO

O Alternate drug(s) contraindicated or previously tried, but with adverse outcome, e.g.
toxicity, allergy, or therapeutic failure [Specify below if not already noted in the DRUG HISTORY
section earlier on the form: (1) Drug(s) tried and results of drug trial(s) (2) if adverse outcome, list drug(s)
and adverse outcome for each, (3) if therapeutic failure, list maximum dose and length of therapy for
drug(s) trialed, (4) if contraindication(s), please list specific reason why preferred drug(s)/other formulary
drug(s) are contraindicated]

[ Patient is stable on current drug(s); high risk of significant adverse clinical outcome with
medication change A specific explanation of any anticipated significant adverse clinical outcome and
why a significant adverse outcome would be expected is required — e.g. the condition has been difficult to
control (many drugs tried, multiple drugs required to control condition), the patient had a significant adverse
outcome when the condition was not controlled previously (e.g. hospitalization or frequent acute medical
visits, heart attack, stroke, falls, significant limitation of functional status, undue pain and suffering),etc.

[ Medical need for different dosage form and/or higher dosage [Specify below: (1) Dosage
form(s) and/or dosage(s) tried and outcome of drug trial(s); (2) explain medical reason (3) include why less
frequent dosing with a higher strength is not an option — if a higher strength exists]

[0 Request for formulary tier exception Specify below if not noted in the DRUG HISTORY section
earlier on the form: (1) formulary or preferred drug(s) tried and results of drug trial(s) (2) if adverse outcome,
list drug(s) and adverse outcome for each, (3) if therapeutic failure/not as effective as requested drug, list
maximum dose and length of therapy for drug(s) trialed, (4) if contraindication(s), please list specific reason
why preferred drug(s)/other formulary drug(s) are contraindicated]

[ Other (explain below)

Required Explanation

Please see the full Prescribing Information, including Boxed WARNING for UZEDY.
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Medicare appeals

Providers & Services
7 Chat

Basics ~  Health & Drug Plans~
Search

Medicare.gov

Home » Providers & Services » Claims. Appeals. and Complaints » Filing an appeal

uidance on how to file an appeal for
Original Medicare, Medicare Advantage,

and Part D plans

Filing an appeal
If you disagree with a coverage or payment decision by Original Medicare, your Medicare Advantage or other Medicare health plan, or your Madicare drug plan you can

Before you start an appeal, you can ask your provider or supplier for any information to make your appeal stronger. If you're in a Medicare Advantage plan, other health
plan. or a drug plan. check your plan materials, or contact your plan. for details about your appeal rights. The plan must tell you. in writing. how to appeal. Generally, you

file an appeal.
can find your plan’s contact information on your plan membership card.

Use the interactive map to view
information about Medicaid m———— .

plans in your state

Q Search Archive Site Map
» Pay for a health care service, supply. item, or drug you already got.
« Change the amount you must pay for a health care service, supply, item, or drug.

Medicaid.gov
! BEoan

CHIP ~
= Medicare or your plan stops praviding or paying for all or part of a health care sarvice, supply, item, or drug you think you still need.

Keeping America Healthy
Resources for States Medicaid -
You can also file an appeal if:
* Your plan's drug management program labels you as "at-risk” because you meet the Overutilization Menitering System criteria. This means your plan limits your

Go to Medicare.gov )

Federal Policy Guidance
access to coverage far drugs like oploids and benzadiazepines.

Heme » State Overviews > State Profiles

State Profiles

Every state's Medicaid and CHIP program is changing and improving - most states are expanding coverage for low-income adults; all states are modernizing their
Medicaid/CHIP eligibility, enrollment and renewal processes and systems, and taking advantage of many of the new flexibilities provided by the Affordable Care Act.
Finally, states are coordinating the application and enrollment process with the messaging and policies for the Health Insurance Marketplace operating in their state

What if | want to challenge a Local Coverage Determination? @

How do appeals work?
The appeals process varies based on the kind of coverage you have. Generally, there are 5 lavels of appeals. If you disagree with the decision made at any lavel of the
process, you can usually go to the next level. At each level you'll get a decision letter with instructions on how to move to the next level of appeal.

Get specific information on how to file an appeal based on the kind of coverage you have:

to ensure that there is no wrong door to coverage.

Click on the map below or select from drop down to see each state’s Medicaid and CHIP profile.

Select a state

-
¥

Select state

View interactive map )

fact sheet

Medicare drug plans

Information about Medicare Part D

| planformulary rules

August 2022
fed a formulary. Plans

State health insurance assistance program

are the

How Medicare Plans Use Pharmacies,
Formularies, & Common Coverage Rules
Scription drug
Plans are required to
tics, antid .
L 1Ds dr;gipressanlx,

Each Medicare plan must give at least a standard level of coverage set by
Medicare. Medicare plans can vary on pharmacies they use, prescription drugs
most cases, 3
doctor or other
believes none of

they cover, and how much they charge. Plans design their prescription drug
/OU can ask for an

coverage using different methods, like:
Eption.
e year if it follows

Y

Go to Medicare.gov )

& SHIP Login

CovID-19

o) SHIP
local contact for assistance
navigating Medicare

Go to Shiphelp.or

Navigating Medicare

Local Medicare Help

Trusted, unbiased, one-on-one
counseling and assistance.

Help people in your community.
Volunteer with SHIP.

ate Medicare.

Dedicated SHIP volunteers help people na

SHIP Locator

Looking for help? Find your local SHIP here:

Text Size: + = eyword searc
Find tat Ifi
« Network pharmacies
« List of covered prescription drugs (formulary)
ing the year
d, or new medical

« Coverage rules
In this fact sheet, the term “Medicare plans” includes both Medicare
Prescription Drug Plans and Medicare Advantage Plans with prescription

drug coverage.

you take regularly.

prescription drugs.

Network pharmacies
Medicare plans have contracts with pharmacies that are part of the plan’s
“network”” If you go to a pharmacy that isn’t in your plan’s network, your plan
might not cover your drugs. Along with retail pharmacies, your plan’s network
fect you during

might include preferred pharmacies, a mail-order program, or an option for

retail pharmacies to supply a 2- or 3-month supply.

« Mail-order programs
Some plans may offer a mail-order program that allows you to get up to a
3-month supply of your covered prescription drugs sent directly to your
home. This may be a cost-effective and convenient way to fill prescriptions
Payment or

« 2-or 3-month retail pharmacy programs
Some retail pharmacies may also offer a 2- or 3-month supply of covered

the Food and
ufacturer removes
Immediately
with new
th, for
tly taking any of
fterwards,

Payment.

COpaymen.

becomes

« Preferred pharmacies
If your plan has preferred pharmacies, you may save money by using them.
Your prescription drug costs (like a copayment or coinsurance) may be less at a
preferred pharmacy because it has agreed with your plan to charge less. and at least 5
lso ask for ap |
their dry g |

ug that

eneric drugs

Medicaid & Medicare

lease see the full Prescribing Information, including Boxed WARNING for UZEDY.

Resources



https://www.uzedyhcp.com/globalassets/UZEDY/prescribing-information.pdf
https://www.medicaid.gov/state-overviews/state-profiles/index.html
https://www.shiphelp.org
https://www.medicare.gov/publications/11136-pharmacies-formularies-coverage-rules.pdf
https://www.medicare.gov/providers-services/claims-appeals-complaints/appeals
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6 TEVA SHARED SOLUTIONS®

Teva Shared Solutions is designed and committed to help patients gain affordable
access to UZEDY. A dedicated team provides support through the following services
and offerings to help patients get started and stay on treatment.

Financial Assistance
Help patients identify financial support options for UZEDY

Savings Offer

. L. . ) Reduces costs for commercially insured patients(eligible patients
Patient Initiation and Coordination may pay as little as SO for once-monthly or once-every-2-month

Help patients get started with UZEDY dosing options of UZEDY)*

*Offer is available for patients with commercial insurance only. This offer is NOT available for patients eligible

Benefits Verification . or |
for Medicare, Medicaid, or any other form of government insurance coverage.

Confirms prescription coverage and pharmacy options based on

specific eligibility and coverage Alternate Site-of-Care Network

PA/Appeals Support Help patients find convenient site-of-care locations

Communicates the prior authorization requirements, and supports
the appeals process as requested

Directory

. o , . Provides a directory of available treatment locations
Medicare and Medicaid Benefits Navigation Support

Reviews Medicare and Medicald coverage options

Nurse Support

Coordination With a Dispensing Pharmacy Help patients stay informed about their treatment journey with UZEDY

Coordinates care with the patient, prescriber, dispensing pharmacy,
and site of care

Over-the-Phone Support and Education

Provides an introductory program welcome call and nurse support
to patients and caregivers to answer questions and help with
treatment adherence

TEVA SHARED
SOLUTIONS BROCHURE

Download the Teva > te\ﬂq ‘ Shared Solutions
Shared Solutions Brochure

For additional support, contact Teva Shared Solutions.
Call 1-800-887-8100 (9am to 8pm ET, M-F)

Please see the full Prescribing Information, including Boxed WARNING for UZEDY. 12

___ Teva
 VChecklit | /Checklit | /Checklit Shared Solutions



https://www.uzedyhcp.com/globalassets/UZEDY/prescribing-information.pdf
tel:1-800-887-8100
https://www.uzedyhcp.com/globalassets/uzedyhcp/shared-solutions-101-brochure-digital.pdf
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