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Heather, patient since 2018

Understanding prior
authorization & reauthorization

Clear guidance to help you navigate insurance approvals
with confidence.

Prior authorization is a common and manageable part of specialty care—and you
don’t have to navigate it alone. PROLASTIN DIRECT® is here to help. If you or a

loved one is living with alpha_-antitrypsin deficiency (alpha-1), insurance approvals
are likely part of the treatment journey. This guide explains the process in simple
terms so you know what to expect and where to find support.
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What is prior authorization?

Prior authorization (sometimes called preauthorization or PA) is a common review process
used by insurance companies to approve certain treatments—especially specialty therapies.

Understanding how prior authorization works can help you better anticipate timelines and next steps.

During prior authorization, your healthcare or infusion provider submits documentation to your insurance company
to confirm that the treatment meets your plan’s coverage requirements.?

This documentation typically shows:
® Why the treatment is medically necessary
® That it meets your plan's coverage criteria
® That appropriate testing or diagnosis has been completed

Once the information is submitted, the insurance company reviews the request before approving coverage. Review
timelines can vary depending on your insurance provider.

Why is prior authorization common for alpha-17*

Augmentation therapy for alpha-1 is typically considered a specialty therapy used for long-term care. As a result,
insurance plans often request documentation to confirm important clinical details, such as:

® The alpha-1 diagnosis and genotype

® Deficiency level results

¢ Lung function testing results

® Documentation from your prescribing healthcare provider
¢ Qverall treatment plan

This review process helps confirm that your treatment meets your plan’s coverage requirements. While it can
sometimes feel frustrating, it's a routine part of specialty care, and we're here to help.

o
*Patients should verify coverage with their specific insurance plan or contact ' P ROLAST I NO
PROLASTIN DIRECT® for assistance. D | R E( : | ‘
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The authorization process: step by step

Understanding the authorization process can help you feel more prepared as you begin or
continue treatment. The process typically follows these 5 steps:

Prescription

Your or your loved one’s healthcare provider
prescribes augmentation therapy based on diagnosis
and clinical needs. This decision is based on medical
testing, symptoms, and your provider’s assessment.

Documentation submission

Your healthcare or infusion provider submits
documentation to your insurance company to request
prior authorization. This information may include:

® Lab results confirming alpha-1
e Spirometry or lung function test results

e Clinical notes from your provider

o Confirmation of diagnosis

Insurance review

The insurance company reviews the information
submitted by your provider to determine whether the
request meets your plan’s coverage criteria.
Timelines vary by plan, but decisions may take
several days to a few weeks, depending on the insurer
and the documentation required.

Please see Important Safety Information for PROLASTIN®-C LIQUID (alpha,-
proteinase inhibitor [human]) on page 7, and refer to full Prescribing Information.

@ Post-review results

After the review, one of several outcomes may occur:

® Approval, allowing treatment to begin
o Initial denial, which may require additional review
or documentation

o Request for additional documentation

Requests for additional information are common and
do not mean your treatment will be denied. Even if a
requestis initially denied, additional information may
be requested and reviewed. Connect with your
healthcare provider for assistance.

Understanding this timeline can help you anticipate
potential delays and plan next steps.

Treatment

PROLASTIN DIRECT® and its associated infusion
providers can help guide you through the prior
authorization process and connect you with
appropriate support.
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What is reauthorization?

Reauthorization is a routine part of managing ongoing specialty therapies. It helps ensure
that treatment continues without interruption.? Planning ahead for reauthorization can
help you avoid delays and keep your treatment on track.

Why reauthorization happens What information may be requested
Reauthorization occurs when the During reauthorization, your insurance company may
0 insurance company reviews the treatment request updated clinical information such as:
again after a set period of time.

¢ Updated lung function test results

® Confirmation that treatment is still medically

Many insuran n rove initi
any insurance plans approve initial necessary

Ll authorization for a limited timeframe,
= .O often 12 months, though this can vary. * Updated provider documentation
Reauthorization timelines can vary depending on
After that period, your provider may need your insurance plan. Staying in communication with
to submit updated documentation to your healthcare or infusion provider can help ensure
confirm that treatment should continue. that documentation is submitted on time and may

help prevent interruptions in treatment.

Reauthorization may happen when:
® The initial authorization period expires
® Your insurance plan renews each year
© Coverage rules change within your plan
These reviews are common for long-term therapies

and are part of how coverage is managed for
specialty medications.
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Practical tips & resources

You or your loved one doesn't need to know every insurance rule to successfully navigate
your care. Staying informed and knowing where to turn for help can make the process
smoother. Consider these suggestions:

@ Be prepared with questions

Understanding what has been submitted and what happens next can help you feel more prepared.
Questions to ask

o Has prior authorization been submitted?

o What documentation was included?

o What is the expected review timeline?

Stay organized while waiting

Reviews can take time, but staying organized can help you understand next steps and may help prevent delays.
Ways to stay organized

® Keep copies of insurance letters, such as approvals or communications.

® Track important dates and timelines.

 Stay in contact with your provider’s office.

® Ask who will notify you when a decision is made.

If coverage is delayed or denied

Denials can be discouraging, but they don't always mean the process is over. Coverage decisions can take time, and
sometimes additional information may be needed before a decision is finalized. Working closely with your
healthcare provider and support program can help ensure all required information is submitted and reviewed.

Questions to ask
® Is more documentation needed?
¢ Are there timelines | should know about?
® Who will submit any additional information?

Taking these steps can help you feel more confident
and in control throughout the process.
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How PROLASTIN
DIRECT® can help

Jesus and Toya, actual patients

PROLASTIN DIRECT offers support beyond treatment to help patients and caregivers
navigate the complexities of specialty care:

Insurance verification and help completing prescription processing

Support is available at every step, from getting started to ongoing care.

o Pharmacy services, supplies, and delivery to your home or infusion center
o Infusion coordination with a registered nurse trained in alpha-1 care

o Assistance connecting you with an AlphaNet® Coordinator. If you are not receiving PROLASTIN®-C LIQUID
(alpha -proteinase inhibitor [human]) through Accredo specialty pharmacy, reach out to AlphaNet directly to be
connected to a coordinator.

o If you receive PROLASTIN-C LIQUID from Accredo specialty pharmacy, call 1-833-PHONE (746-6321) for
assistance. If you receive it from another pharmacy, contact your infusion provider.

Patient Access Liaisons (PALs) are reimbursement and coverage specialists who can help
patients with a prescription for PROLASTIN-C LIQUID understand their options and provide
general education about insurance coverage, reimbursement, and access matters related to
PROLASTIN-C LIQUID. Learn more about PALs.
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Important Safety Information

PROLASTIN®-C LIQUID is an alpha,-proteinase inhibitor (human) (alpha,-Pl) indicated for chronic augmentation
and maintenance therapy in adults with clinical evidence of emphysema due to severe hereditary deficiency of
alpha,-Pl (alpha,-antitrypsin deficiency).

Limitations of Use

- The effect of augmentation therapy with any alpha,-PI, including PROLASTIN-C LIQUID, on pulmonary
exacerbations and on the progression of emphysema in alpha,-PI deficiency has not been conclusively
demonstrated in randomized, controlled clinical trials

- Clinical data demonstrating the long-term effects of chronic augmentation or maintenance therapy with
PROLASTIN-C LIQUID are not available

* PROLASTIN-C LIQUID is not indicated as therapy for lung disease in patients in whom severe alpha_-PI
deficiency has not been established

PROLASTIN-C LIQUID is contraindicated in immunoglobulin A (IgA)-deficient patients with antibodies against IgA or
patients with a history of anaphylaxis or other severe systemic reaction to alpha,-PI products.

Hypersensitivity reactions, including anaphylaxis, may occur. Monitor vital signs and observe the patient carefully
throughout the infusion. If hypersensitivity symptoms occur, promptly stop PROLASTIN-C LIQUID infusion and
begin appropriate therapy.

Because PROLASTIN-C LIQUID is made from human plasma, it may carry a risk of transmitting infectious agents,
eg, viruses, the variant Creutzfeldt-Jakob disease (vCJD) agent, and, theoretically, the Creutzfeldt-Jakob disease
(CJD) agent. This also applies to unknown or emerging viruses and other pathogens.

The most common adverse reactions during PROLASTIN-C LIQUID clinical trials in >5% of subjects were diarrhea
and fatigue, each of which occurred in 2 subjects (6%).
Please see full Prescribing Information for PROLASTIN-C LIQUID.

You are encouraged to report negative side effects of prescription drugs to the FDA. Visit http://www.fda.gov/medwatch,
or call 1-800-FDA-1088.
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