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Cell and Gene Therapy 
State of the Market    
The cell and gene therapy market continues to grow, with the number of drugs in the clinical pipeline increasing every 
year. Cell and gene therapy drugs hold the potential to cure previously incurable diseases, but they often come with a 
hefty price tag. That’s why it’s important for health care payers to have a strategy in place to manage costs.

Berkley Accident and Health is actively monitoring the cell and gene therapy market and is pleased to offer pricing 
solutions along with data analytics to our policyholders through our relationship with Emerging Therapy Solutions (ETS). 
We collaborate with ETS to bring you these regular cell and gene therapy updates.
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Casgevy
On December 8, 2023, Vertex Pharmaceuticals received FDA approval for Casgevy, a gene 
therapy for sickle cell disease in patients 12 years and older. It has an estimated price of 
$2.2 million. Sickle cell disease is an inherited blood disorder that affects the ability of 
hemoglobin in red blood cells to carry oxygen throughout the body.1 Red blood cells with 
normal hemoglobin are smooth and disk-shaped, easily moving through the blood vessels. 
Cells with misshapen sickle cell hemoglobin stick together and cause blockages in the small 
blood vessels, which leads to anemia, pain, and other life-threatening health problems.

Patients receive Casgevy via a one-time IV infusion. Casgevy uses CRISPR/Cas9 gene-editing 
technology to modify the patient’s blood stem cells to produce healthy hemoglobin.  
Over time, Casgevy reduces the number of sickle cells in the body to a negligible amount, 
which can reduce symptoms in the long-term.2  In January 2024, the FDA approved  
Casgevy for a second blood disorder, called transfusion-dependent beta-thalassemia.
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1National Heart, Lung, and Blood institute, What Is Sickle Cell Disease?, https://www.nhlbi.nih.gov/health/sickle-cell-disease 
2Sickle Cell Disease News, Casgevy for sickle cell disease, https://sicklecellanemianews.com/ctx001-sickle-cell-disease 

Source: Emerging Therapy Solutions, https://emergingtherapies.com/ and Berkley Accident and Health internal data
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Financial Risks for Payers
The likelihood of having a Casgevy claim increases as the group size grows. For groups of 5,000, there is a 1 in 1,138 chance of having a 
covered member with sickle cell disease qualify to receive Casgevy.3 Smaller groups have a lower, but still very real, chance of having a 
Casgevy claim. 

Assumes each enrolled employee represents 2.2 members and the birth rate per employee is consistent with the national average. Likelihood is defined as the percentage 
chance in any calendar year.   Source: Emerging Therapy Solutions, https://emergingtherapies.com/
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Sickle Cell Disease
Prevalence by Group Size

Likelihood of having a covered member diagnosed with the above condition.
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Prevalence by Group Size

Likelihood of having a covered member eligible for Casgevy.
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Looking Forward: Expected Approvals for 2024-2025
The FDA has stated its intent to accelerate the approval pathway for cell and gene therapies.4 For 2023-2024, the FDA is expected to 
approve 73 new therapies, an increase of more than 160% over the 28 approvals in 2021-2022.5 Here is a snapshot of the growing 
pipeline of therapies awaiting approval:  

3Berkley Accident and Health internal data
4 Reuters, US FDA to take steps to help gene therapies get accelerated approval,  
https://www.reuters.com/world/us/us-fda-official-says-agency-needs-start-using-accelerated-approval-gene-2023-03-20/

5Emerging Therapy Solutions, actual 2021-2022 approvals and expected approvals for 2023-2024, https://emergingtherapies.com/ 

https://emergingtherapies.com/ 
https://www.reuters.com/world/us/us-fda-official-says-agency-needs-start-using-accelerated-approval-gene-2023-03-20/
https://emergingtherapies.com


For more information about risk strategies to manage cell and gene therapy claims, contact your Berkley Accident 
and Health representative. 

This content is for general informational purposes only; it is not legal advice or a legal opinion. You should seek the advice of legal 
and tax counsel before acting upon any of this information. In addition, you should perform your own due diligence on any potential 
vendor or solution.

Coverage is underwritten by Berkley Life and Health Insurance Company and/or StarNet Insurance Company, both member 
companies of W. R. Berkley Corporation and both rated A+ (Superior) by A.M. Best. Not all products and services may be available 
in all jurisdictions, and the coverage provided is subject to the actual terms and conditions of the policies issued.  Payment of claims 
under any insurance policy issued shall only be made in full compliance with all United States economic or trade and sanction 
laws or regulation, including, but not limited to, sanctions, laws and regulations administered and enforced by the U.S. Treasury 
Department’s Office of Foreign Assets Control (“OFAC”).
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Source: Source: Emerging Therapy Solutions, https://emergingtherapies.com/ and Berkley Accident and Health internal data

6NORD Rare Disease Database, Aromatic L-Amino Acid Decarboxylase Deficiency,  https://rarediseases.org/rare-diases/aromatic-l-amino-acid-decarboxylase-deficiency/  
7NORD, Leber Hereditary Optic Neuropathy, https://rarediseases.org/rare-diseases/leber-hereditary-optic-neuropathy/ 
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