
QUICK TIPS

PRIOR AUTHORIZATION 
SUBMISSIONS

Prior Authorization (PA) may be required before a health plan agrees to provide coverage for 
a Biogen therapy for relapsing multiple sclerosis (MS)

Most relapsing MS therapies require a PA. PAs may be denied, not just because the drug is not covered, but also because 
the wrong form was submitted, the form was incomplete, or the information provided on it was incorrect. Some PA denials can 
be avoided by accurately completing the proper form. 

When the PA form is completed, there are 2 ways it can be submitted to the patient’s 
health plan:

Contact your Biogen representative for help understanding the  
PA requirements for most individual insurance carriers in your area.

SUBMIT THE COMPLETED PA DIRECTLY TO THE PLAN. 
PAs are often sent via fax or completed over the phone. Be sure to check with the health plan to 
confirm its preferred method of communication.

SUBMIT AN ELECTRONIC PA (ePA) USING AN ONLINE PORTAL, SUCH AS iAssist®  
OR CoverMyMeds®.   
You can initiate, submit, and monitor the status of PAs directly through an ePA portal such as 
CoverMyMeds. Biogen works with CoverMyMeds to provide additional support when a Biogen 
product requires a PA.

You may also submit a PA using an electronic prescribing (eRx) service such as iAssist. Biogen 
works with iAssist to facilitate the process of eRx for Biogen relapsing MS products. 

Contact your Biogen representative to learn more about CoverMyMeds and iAssist.
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Adverse Reactions with VUMERITY in Clinical Studies  

In clinical studies assessing safety in patients with RRMS, the types of adverse reactions observed with VUMERITY were 
consistent with the DMF clinical trial experience. In these studies with VUMERITY, a total of approximately 700 patients have 
been treated with VUMERITY. Approximately 490 patients have received more than 1 year of treatment with VUMERITY

PREGNANCY

VUMERITY should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus. For TECFIDERA, 
there is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed to TECFIDERA during 
pregnancy. Encourage patients to enroll by calling 1-866-810-1462 or visiting www.tecfiderapregnancyregistry.com.

Please see full Prescribing Information and Patient Information for VUMERITY and TECFIDERA. 

Eosinophilia 

• A transient increase in mean eosinophil counts was seen during the first two months of therapy.

VUMERITY may cause GI events. TECFIDERA caused GI events (e.g., nausea, vomiting, diarrhea, abdominal pain, and 
dyspepsia). The incidence of GI events was higher early in the course of treatment (primarily in month 1) and usually 
decreased over time in patients treated with TECFIDERA compared with placebo. Four percent (4%) of patients treated with 
TECFIDERA and less than 1% of placebo patients discontinued due to gastrointestinal events. The incidence of serious GI 
events was 1% in patients treated with TECFIDERA.

•

MOST COMMON ADVERSE REACTIONS

VUMERITY is expected to produce similar adverse reactions as TECFIDERA. The most common adverse reactions (incidence 
≥10% and ≥2% more than placebo) for TECFIDERA were flushing, abdominal pain, diarrhea, and nausea.

Adverse Reactions

Gastrointestinal (GI) 

Flushing 

• VUMERITY and TECFIDERA may cause flushing (e.g., warmth, redness, itching, and/or burning sensation). In clinical trials, 
40% of TECFIDERA treated patients experienced flushing. Flushing symptoms generally began soon after initiating 
TECFIDERA and usually improved or resolved over time. In the majority of patients who experienced flushing, it was mild or 
moderate in severity. Three percent (3%) of patients discontinued TECFIDERA for flushing and <1% had serious flushing 
symptoms that were not life-threatening but led to hospitalization.

Liver Injury

•

•

•

Clinically significant cases of liver injury have been reported in patients treated with TECFIDERA in the postmarketing setting. 
The onset has ranged from a few days to several months after initiation of treatment with TECFIDERA. Signs and symptoms 
of liver injury, including elevation of serum aminotransferases to greater than 5-fold the upper limit of normal and elevation 
of total bilirubin to greater than 2-fold the upper limit of normal have been observed. These abnormalities resolved upon 
treatment discontinuation. Some cases required hospitalization. None of the reported cases resulted in liver failure, liver 
transplant, or death. However, the combination of new serum aminotransferase elevations with increased levels of bilirubin 
caused by drug-induced hepatocellular injury is an important predictor of serious liver injury that may lead to acute liver 
failure, liver transplant, or death in some patients.

Elevations of hepatic transaminases (most no greater than 3 times the upper limit of normal) were observed during 
TECFIDERA controlled trials.

Obtain serum aminotransferase, alkaline phosphatase (ALP), and total bilirubin levels prior to treatment with VUMERITY or 
TECFIDERA and during treatment as clinically indicated. Discontinue VUMERITY or TECFIDERA if clinically significant liver 
injury induced by VUMERITY or TECFIDERA is suspected.

Lymphopenia

•

•

•

VUMERITY and TECFIDERA may decrease lymphocyte counts. In the MS placebo-controlled trials, mean lymphocyte counts 
decreased by approximately 30% during the first year of treatment with TECFIDERA and then remained stable. Four weeks 
after stopping TECFIDERA, mean lymphocyte counts increased but did not return to baseline. Six percent (6%) of TECFIDERA 
patients and <1% of placebo patients experienced lymphocyte counts <0.5 x 109/L. The incidence of infections (60% vs 58%) 
and serious infections (2% vs 2%) was similar in patients treated with TECFIDERA or placebo, respectively. There was no 
increased incidence of serious infections observed in patients with lymphocyte counts <0.8 x 109/L or ≤0.5 x 109/L in 
controlled trials, although one patient in an extension study developed PML in the setting of prolonged lymphopenia 
(lymphocyte counts predominantly <0.5 x 109/L for 3.5 years).

In controlled and uncontrolled clinical trials with TECFIDERA, 2% of patients experienced lymphocyte counts <0.5 x 109/L for 
at least six months, and in this group the majority of lymphocyte counts remained <0.5 x 109/L with continued therapy. 
TECFIDERA has not been studied in patients with preexisting low lymphocyte counts.

Obtain a complete blood count (CBC), including lymphocyte count, before initiating treatment with VUMERITY or TECFIDERA, 
6 months after starting treatment, and then every 6 to 12 months thereafter, and as clinically indicated. Consider 
interruption of VUMERITY or TECFIDERA in patients with lymphocyte counts less than 0.5 x 109/L persisting for more than six 
months. Given the potential for delayed recovery of lymphocyte counts, continue to obtain lymphocyte counts until their 
recovery if VUMERITY or TECFIDERA is discontinued or interrupted due to lymphopenia. Consider withholding treatment 
from patients with serious infections until resolution. Decisions about whether or not to restart VUMERITY or TECFIDERA 
should be individualized based on clinical circumstances.

Progressive Multifocal Leukoencephalopathy (PML)

•

•

•

•

While no cases of progressive multifocal leukoencephalopathy (PML) have been observed with VUMERITY in clinical trials, 
PML has occurred in patients with MS treated with TECFIDERA. PML is an opportunistic viral infection of the brain caused by 
the JC virus (JCV) that typically only occurs in patients who are immunocompromised, and that usually leads to death or 
severe disability. A fatal case of PML occurred in a patient who received TECFIDERA for 4 years while enrolled in a clinical 
trial. During the clinical trial, the patient experienced prolonged lymphopenia (lymphocyte counts predominantly <0.5 x109/L 
for 3.5 years) while taking TECFIDERA. The patient had no other identified systemic medical conditions resulting in 
compromised immune system function and had not previously been treated with natalizumab, which has a known 
association with PML. The patient was also not taking any immunosuppressive or immunomodulatory medications 
concomitantly.

PML has occurred in patients taking TECFIDERA in the postmarketing setting in the presence of lymphopenia (<0.8 x 109/L) 
persisting for more than 6 months. While the role of lymphopenia in these cases is uncertain, the majority of cases occurred 
in patients with lymphocyte counts <0.5 x 109/L.

At the first sign or symptom suggestive of PML, withhold VUMERITY or TECFIDERA and perform an appropriate diagnostic 
evaluation. Typical symptoms associated with PML are diverse, progress over days to weeks, and include progressive 
weakness on one side of the body or clumsiness of limbs, disturbance of vision, and changes in thinking, memory, and 
orientation leading to confusion and personality changes.

Magnetic resonance imaging (MRI) findings may be apparent before clinical signs or symptoms. Cases of PML diagnosed 
based on MRI findings and the detection of JCV DNA in the cerebrospinal fluid in the absence of clinical signs or symptoms 
specific to PML, have been reported in patients treated with other MS medications associated with PML. Monitoring with 
MRI for signs consistent with PML may be useful, and any suspicious findings should lead to further investigation to allow 
for an early diagnosis of PML, if present

TECFIDERA can cause anaphylaxis and angioedema after the first dose or at any time during treatment. Signs and 
symptoms have included difficulty breathing, urticaria, and swelling of the throat and tongue. Patients should be instructed 
to discontinue VUMERITY or TECFIDERA and seek immediate medical care should they experience signs and symptoms of 
anaphylaxis or angioedema.

•

CONTRAINDICATIONS

VUMERITY and TECFIDERA are contraindicated in patients with known hypersensitivity to diroximel fumarate, any of the 
excipients of VUMERITY, or dimethyl fumarate and any of the excipients of TECFIDERA. Reactions have included anaphylaxis 
and angioedema

WARNING AND PRECAUTIONS

VUMERITY and TECFIDERA metabolize to the same active metabolite (monomethyl fumarate [MMF]) upon oral administration.

Anaphylaxis and Angioedema

IMPORTANT SAFETY INFORMATION FOR VUMERITY AND TECFIDERA

VUMERITY and TECFIDERA are indicated for the treatment of patients with relapsing forms of multiple sclerosis (MS), to 
include clinically isolated syndrome, relapsing-remitting disease, and active secondary progressive disease, in adults.

INDICATION FOR VUMERITY AND TECFIDERA

FPO

Reference: 1. Biogen, Data on file. 

Explore formulary access 

Support Coordinators offer a broad range of services, including: 

General MS information

One-on-one MS support by phone

Insurance benefits investigation and research on financial assistance options

Recommendations for free, nearby educational events where patients can learn from experts and people living 
with MS

•

•

•

•

To talk to a Support Coordinator, patients can call 1-800-456-2255, Monday through Friday from 8:30 AM until 8 
PM ET. Support is available in Spanish. 

Above MS Support Coordinators help your patients understand MS and provide helpful 
resources along their MS journey

Answer questions about relapsing MS treatment, common symptoms, and common side effects

Provide support through MS education

Help patients plan conversations with their healthcare providers

Connect patients with the services and support that are available to them

•

•

•

•

Nurse Educators can:

VUMERITY Nurse Educators are available by phone 24/7 to provide extra support to 
answer your patients’ questions

Prior Authorization is a process used by some health insurance companies in the United States to determine if they will cover a prescribed procedure, 
service, or medication.

Depending on patients’ income or, in some cases, if their medication is obtained from an out-of-network provider, there may be an annual cap that 
limits the amount of assistance that they can receive over one year. Federal and state laws and other factors may prevent or otherwise restrict 
eligibility. People covered by Medicare, Medicaid, the VA/DoD, or any other federal plans are not eligible to enroll. Patients are eligible to enroll in the $0 
Copay Program for as long as they are treated with a Biogen relapsing MS medication.

*

†

Insurance counseling for the uninsured and underinsured to help with obtaining adequate coverage

Benefits investigation

Prior Authorization assistance*

$0 Copay Program†

•

•

•

•

Our goal is to allow patients to focus on their treatment, not the cost. These programs provide personalized 
assistance to identify the best financial assistance option for each patient. The goal is to ensure that no one has 
to forgo treatment based solely on financial limitations.  These programs offer:

Reimbursement and Financial Assistance programs

$0 Copay details and eligibility:

•

•

•

Please note that the $0 Copay Program provides a monthly supply of relapsing MS medication. Your patients can stay enrolled in the program as long 
as they are taking the medication and remain eligible

Federal and state laws may prevent eligibility. People covered by Medicare, Medicaid, the VA/DoD, or any other federal plans are not eligible to enroll. In 
addition, some insurance providers may prevent eligibility or restrict eligibility to people with demonstrated financial need. If your patients are not 
eligible or not sure of their eligibility, they should call 1-800-456-2255. There are charitable programs and even a free drug program 
sponsored by Biogen that may be able to help your patients with the cost

Depending on your patients’ income or, in some cases, if their medication is obtained from an out-of-network provider, there may be an annual cap 
that limits the amount of assistance that your patients can receive during a year

‡

No income requirements‡—eligible patients can enroll in the $0 Copay Program regardless of income

No time limit—your patients can re-enroll every year for as long as they’re taking the medication and remain 
eligible

No waiting—your patients’ specialty pharmacies can enroll them immediately into the program, so they can get 
their relapsing MS medication right away

•

•

•

It offers:

The $0 Copay Program allows eligible patients to pay $0 a month for their relapsing MS 
medication

Coverage may vary, and there is no guarantee of coverage.§

[VUMERITY has preferred formulary coverage by many of the country’s top insurance providers for your patients 
with relapsing MS with no step-therapy restrictions. It is therefore available for treatment-naive patients, as well 
as patients converting from another product.]

Leading formulary access1§

Help patients get started on therapy 

Track the process, including authorizations, appeals, or re-authorizations

Keep your team informed on the status of your patients’ therapy

•

•

•

myBiogen allows you to:

myBiogen is a resource to help streamline the process of starting and continuing patients on 
a Biogen therapy

Specially tailored information from people who are living with relapsing MS

Insights from expert contributors 

Information about VUMERITY treatment and support services

24/7 phone assistance from Nurse Educators

A variety of financial and insurance support services, and our $0 Copay Program 

•

•

•

•

•

Above MS is a great resource which provides:

Biogen offers Above MS™ services to support you and your patients throughout treatment  

Support for You and Your Patients

The digital tools of myBiogen can help provide Biogen services for patients 
remotely. The portal allows you to track the status of a PA and access patient 
information in one place. Visit mybiogen.com to get started today.

CoverMyMeds® is a registered trademark of CoverMyMeds, LLC.
iAssist® is a registered trademark of AssistRx.

http://mybiogen.com
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CHECKLIST: REQUESTING PRIOR AUTHORIZATION

OBTAIN THE PROPER FORM AND FILL IT OUT COMPLETELY. 
Some health plans require specific forms. PAs can be denied simply because the form  
contains incorrect or incomplete information.   

•  A health plan may require you to provide a patient’s medical record (eg, test results) 
with appropriate notes, a Letter of Medical Necessity, and/or other documents 

•  A specialty pharmacy is often able to initiate the PA process but may contact your office to 
collect additional information. Please respond as soon as possible to help minimize delays

DETERMINE THE HEALTH PLAN’S PREFERENCE FOR HOW TO SUBMIT A PA.     
Find out if the health plan prefers to receive PAs and related documents via phone, fax, or 
email, through its website, or through an online portal.  

•  Keep copies of all documentation that you submit with the PA. There are many reasons 
that you may need to refer to it, such as if a patient requests financial assistance later on

INQUIRE HOW MUCH TIME IT WILL TAKE FOR A DECISION.     
Once a health plan receives the necessary forms and documentation, it is important to ask 
for a time frame in order to monitor the PA’s progress and confirm its approval.  

•  Follow up with the health plan if your office does not receive notification of its decision 
in a timely manner

LOG ANY CALLS THAT YOUR OFFICE MAKES ABOUT A PA REQUEST.    
Log the date and time of the call, the person you spoke with, and his or her direct phone 
extension or email address.

RECORD THE APPROVAL CODE AND DATE.  
When a PA approval is received, be sure to record the code and date.

MAINTAIN A SUMMARY SHEET OF PA REQUIREMENTS.  
Document any unique PA requirements of major health plans in your area for your  
reference to help expedite future PA submissions.

IN THE CASE OF A DENIAL: 
•  A common reason that a PA is denied is inaccurate or incomplete PA form information. Check to 

ensure that all information is complete and accurate and resubmit the request, if necessary 

•   In addition to a written appeal request, a physician can appeal a denial by contacting the insurance 
carrier directly to have a peer-to-peer discussion regarding the patient, the clinical issues, and the 
reasons for requesting a specific treatment

For more information about the PA process, please refer to the Managing Health Plan Restrictions section in A Guide to 
Navigating Insurance and Biogen Support Services, which is available at reimbursement.mybiogen.com. If you would like  
a hard copy of the guide, please contact your Biogen representative.

http://reimbursement.mybiogen.com

