
OUR VISION: Create a world without ALS.  

OUR MISSION: To discover treatments and a cure for ALS, and to serve, advocate for, and empower people affected by ALS to live 
their lives to the fullest. 
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March 1, 2023 

David Cordani  
Chairman and Chief Executive Officer 
Cigna Corporation       
Bloomfield, CT.  

Dear Mr. Cordani: 

On behalf of the ALS Association and all those living with amyotrophic lateral sclerosis (ALS) and their 
families, we respectfully request that CIGNA reconsider its policy regarding coverage of Relyvrio that is 
proposed for April 1. This policy supports medical necessity review for sodium phenylbutyrate and 
taurursodiol powder for oral suspension (Relyvrio). While we recognize that this policy is a step in the 
right direction from CIGNA’s previous denial of Relyvrio, the requirements for coverage are onerous 
and exclude most if not all people living with ALS. Our specific concerns are as follows. 

Unnecessary Delay in New Policy Implementation 
The initial denial of Relyvrio, and the wait for a new policy to be put in place, are unacceptable for 
people living with ALS who urgently need Relyvrio’s demonstrated survival advantage of about five 
months along with longer functional independence.   

The medical exception process, in and of itself, places an unnecessary and heavy burden on already busy 
ALS physicians and multi-disciplinary clinics causing significant delays to access for people with ALS 
who need this drug. These delays include requirements such as prior authorization as well as multiple 
appeals and external reviews before a person with ALS gains access. Some physicians have reported 
spending up to 30% of their time advocating for access to Relyvrio. This is a gross misuse of already 
stretched resources that has an impact on people’s lives. 

Creation of Arbitrary and Inappropriate Barriers to Access 
CIGNA’S new April 1 policy states that Relyvrio is considered medically necessary for the treatment of 
Amyotrophic Lateral Sclerosis (ALS) ONLY when the individual meets ALL of the eight criteria.  

All of the criteria listed present obstructions to appropriate access to Relyvrio for an adult living with 
ALS, but these are the most onerous and unacceptable:   

3. Onset of ALS symptoms began within the preceding 18 months
5. Documentation of pre-treatment percent-predicted slow vital capacity (SVC) or forced vital

capacity (FVC) greater than or equal to 60% based on gender, height, and age
6. Concurrent use of riluzole product or documentation of contraindication or intolerance to a

riluzole product

We vehemently object to Cigna’s policy which limits access to Relyvrio based on clinical trial entry 
criteria when the FDA has approved a broad label. In addition, requirement 6 regarding riluzole does not 
align with how clinician approach the treatment of ALS. The decision regarding medications is a 
physician and patient decision – not something to be decided by an insurer or a pharmacy benefit 
manager.  
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We strongly believe that ALS physicians and members of the multidisciplinary team treating a person 
living with ALS are best equipped to make the determination of whether or not someone would benefit 
from Relyvrio. Only ALS experts, who are responsible for the care of a person living with ALS, can 
judge and measure whether a particular person might benefit.   
 
CIGNA’S April 1 new policy continues to be in direct conflict with the FDA’s approval of Relyvrio for 
all adults.  
 
CIGNA’s New Policy is Discriminatory 
We continue to believe that the April 1 decision discriminates against people on CIGNA’s commercial 
plans given that Medicare, the Veteran’s Administration, and all major insurers cover 
RELYVRIO™.  We also believe that it conflicts with FDA’s approval of RELYVRIO™ for the 
treatment of amyotrophic lateral sclerosis for adults. Relyvrio provides an important and unique benefit 
to people living with ALS who otherwise have few to no options. Lastly, and most importantly, the 
policy takes away the opportunity for someone living with ALS to gain a survival advantage of about 
five months along with longer functional independence.     
  
We again strongly encourage CIGNA to take the following actions:   

• Provide immediate coverage for RELYVRIO™ that is consistent with the FDA approved 
indication and labeling, including in combination with other FDA-approved treatments where 
appropriate.  

• Avoid unnecessary delays in access to RELYVRIO™ caused by prior authorization, tiered/fail 
first/step therapy, or other unconscionable, deliberate and unnecessary barriers to access.   

  
We look forward to meeting with you soon to discuss this and any future decisions that could impact 
people living with ALS and would welcome a written response prior to our March 8, 2023 meeting.  
 
Respectfully,  
Melanie Lendnal 
 

 
 
Senior Vice President of Advocacy and Policy 
ALS Assocaition  
 


