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High Cost Drugs

Drug Pipeline

Costly and Complex
New Specialty Drugs in the Medical Benefit

Four new drugs demonstrate that the specialty pipeline is teeming with innovation, presenting both new options for patients and 
some challenges for payors.

This is an ongoing trend. Spending on specialty drugs doubled between 2010 and 2015, representing 70 percent of the  
growth during that period. The impact of specialty drugs on payor spend is likewise rising. These chronic conditions are often 
complex, and increasingly the same can be said of decisions about coverage. Nearly half of specialty drug spend occurs 
under the medical benefit. While we typically recommend managing medications under the pharmacy benefit, some recently 
approved, and near-term pipeline drugs are best managed under the medical benefit, given their complex administration and 
unique characteristics.

Spinraza, a new treatment for spinal muscular atrophy (SMA), and Brineura, which targets a specific form of Batten disease, 
were recently approved by the U.S. Food and Drug Administration (FDA). Tisagenlecleucel-T (also called CTL019) and 
axicabtagene ciloleucel (also known as KTEC19) are personalized therapeutic cancer treatments pending FDA approval. All 
four are complex and costly drugs that warrant special attention.

Spinraza
Spinraza (nusinersen) is the first drug approved to treat SMA, a rare, often fatal disease characterized 
by progressive muscle weakness and wasting. Spinraza is administered intrathecally — directly into 
the cerebrospinal fluid surrounding the spinal cord. It is also recommended that the patient be sedated, 
making it likely that the drug would usually be administered in a hospital or surgical center. It is most 
appropriately managed under the medical benefit.

Spinraza is priced at $750,000 for the first year and about half that for each subsequent year of therapy. 
It will not be covered under the pharmacy benefit, unless a client requests otherwise. 

Brineura
Brineura (cerliponase alfa) is the first approved treatment to slow the loss of walking ability in children 
who suffer from a form of Batten disease, a rare, genetic condition. Patients with this neurological 
disease typically do not survive past their teens. Brineura is administered every other week into the 
cerebrospinal fluid via a surgically implanted catheter and reservoir in the head (a process known as 
intraventricular administration). The procedure takes about 4.5 hours and must be done under sterile 
conditions. The treatment costs about $702,000 annually.

Because of the intraventricular route of administration, this treatment would most often be administered 
at a hospital or surgical center. It is most appropriately managed under the medical benefit.

CAR T-cell Therapies
Tisagenlecleucel-T, a drug to treat pediatric and young adult patients with a specific form of acute 
lymphoblastic leukemia, and Axicabtagene ciloleucel, for the treatment of an aggressive type of non-
Hodgkin lymphoma, are both pending FDA approval. Both therapies are manufactured by removing 
the patients’ own white blood cells (T-cells), genetically engineering them outside the body, and then 

https://payorsolutions.cvshealth.com/
https://payorsolutions.cvshealth.com/search/site
https://payorsolutions.cvshealth.com/about/our-story
https://payorsolutions.cvshealth.com/
https://payorsolutions.cvshealth.com/insights
https://payorsolutions.cvshealth.com/programs-and-services
https://payorsolutions.cvshealth.com/contact-us
https://payorsolutions.cvshealth.com/resources/news
http://www.cvshealth.com/
https://payorsolutions.cvshealth.com/insights
https://payorsolutions.cvshealth.com/insights/insights?field_insights_topic_tid%5B%5D=46
https://payorsolutions.cvshealth.com/insights/contributors/troy-brennan-md
https://payorsolutions.cvshealth.com/tags/specialty-drugs
https://payorsolutions.cvshealth.com/tags/high-cost-drugs
https://payorsolutions.cvshealth.com/tags/drug-pipeline
http://www.imshealth.com/files/web/IMSH%20Institute/Reports/Medicines-Use-and-Spending-in-the-US-2015-to-2020/Spending_on_Specialty_Medicines.pdf
https://payorsolutions.cvshealth.com/insights/the-evolution-of-specialty-management
https://payorsolutions.cvshealth.com/insights/the-evolution-of-specialty-management
https://www.fda.gov/newsevents/newsroom/pressannouncements/ucm534611.htm
http://www.cbsnews.com/news/the-cost-of-biogens-new-drug-spinraza-750000-per-patient/
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm555613.htm
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm555613.htm
http://www.cnbc.com/2017/04/28/biomarin-ceo-says-the-system-will-decide-worth-of-new-702000-drug.html
http://ir.kitepharma.com/releasedetail.cfm?releaseid=1019623
https://www.novartis.com/news/media-releases/novartis-announces-first-car-t-cell-therapy-bla-pediatric-and-young-adult


Medical Benefit ManagementManaging Specialty Drug Spend Under Medical Benefit

New Treatments, Added Costs

A Robust and Evolving Specialty Pipeline

Have questions about specialty drug coverage recommendations? Ask Us

Related Insights Explore Programs

Ongoing Monitoring

We recommend coverage decisions for complex drugs like these after careful consideration of their unique characteristics, 
including route of administration. Our opinion is that these four drugs are best managed under the medical benefit, and 
therefore, we will not include them in our standard pharmacy benefit offering. Clients who prefer to cover these drugs under 
the pharmacy benefit should contact their account team. If a payor chooses to cover such drugs under the pharmacy benefit, 
we strongly recommend implementing CVS Caremark’s Specialty Guideline Management (SGM) criteria, which include prior 
authorization (PA), to help ensure appropriate use.*

Even though many of these drugs cover small patient populations, they could have an impact on costs given their significant 
launch prices. Payors should carefully consider all cost management options available to them within the medical benefit to 
effectively manage spend. Payors may also want to evaluate their benefit plan materials to ensure that coverage of these types 
of drugs is appropriately addressed.

At CVS Health, we closely monitor and evaluate the specialty pipeline, so we can make proactive recommendations to help 
mitigate the trend impact from drugs to treat complex, chronic conditions. As we look to help control costs while improving 
outcomes, we will continue to provide updates on the rapidly evolving specialty pipeline.

re-introducing the modified cells to the patient as a one-time intravenous (IV) infusion. This technology 
is known as chimeric antigen receptor T-cell therapy, or CAR T-cell therapy. It is anticipated treatment 
will be administered in the hospital under medical supervision because of the personalized nature of 
the medications, logistics, and potential for adverse events. It is expected that both therapies would be 
reserved for patients who have exhausted other treatment options.

Both drugs have been granted Breakthrough Therapy Designation and are expected to carry a price tag 
of $300,000 to $500,000 per infusion.

Specialty

*For clients utilizing NovoLogix for medical PA or clients for whom the CVS Caremark SGM team currently reviews drugs for payment under the medical benefit, SGM 
criteria will be utilized.

This document contains references to brand-name prescription drugs that are trademarks or registered trademarks of pharmaceutical manufacturers not affiliated with 
CVS Health.
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Millions of times a day, we’re helping people on their path to better health—from 
advising on prescriptions to helping manage chronic and complex conditions. 
Because we’re present in so many moments, big and small, we have an active, 
supportive role in shaping the future of health care.
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