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Pharmacy Benefit
Under the pharmacy benefit , 
more than 63% of the covered 
lives in commercial formularies 
have utilization management 
restrictions on hereditary angio-
edema (HAE) medications. 
About half of the lives under 
Medicare pharmacy benefit 
formularies are not covered for 
at least one of the drugs.

Commercial Health Exchange Medicare

RestrictedUnrestricted Not Covered Not Listed

Medical Benefit
Payer medical benefit cover-
age for HAE treatments 
provides a different view of 
the situation. More than 50% 
of the lives under commercial 
and health exchange policies 
are covered with management 
restrictions, while only 13% of 
Medicare beneficiaries have 
such restrictions in place.   

Commercial Health Exchange Medicare

RestrictedCovered Not Covered Unknown
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HAE Needs Patient-Specific Care
HAE is a rare but potentially fatal condition, which can cost hundreds of 
thousands of dollars annually per person. In addition, management of 
this condition cannot simply be a one-size-fits-all approach. HAE is 
“variable and patient specific,” says Kendra Howard, Pharm.D., vice presi-
dent of product development at Option Care Enterprises, Inc., and “you 
want to manage at the patient level, patient by patient.”

Subscribers to AIS’s RADAR on Specialty Pharmacy may read the in-depth article online

Managing HAE Is Complicated
HAE is a complex condition to manage, as patients can differ greatly in 
multiple aspects, such as severity and frequency of attacks, and         
response to therapy. Another complication in managing this patient 
population is that the therapies may be adjudicated under both the 
pharmacy and the medical benefit.

Subscribers to AIS’s RADAR on Specialty Pharmacy may read the in-depth article online

Not Listed

Unknown

FDA Approves New Medication
In August 2018, the FDA approved Shire plc’s Takhzyro (lanadelumab-
flyo) for prophylaxis to prevent hereditary angioedema attacks in 
people at least 12 years old. The plasma kallikrein inhibitor is the first 
monoclonal antibody the agency has approved for this indication.

 
Subscribers to AIS’s RADAR on Specialty Pharmacy may read the in-depth article online

https://aishealth.com/member-content/hae-is-complex-costly-condition-needing-patient-specific-care/
https://aishealth.com/member-content/managing-hereditary-angioedema-is-complicated-by-drug-coverage-in-both-medical-pharmacy-benefits/
https://aishealth.com/member-content/hae-is-complex-costly-condition-needing-patient-specific-care/
https://aishealth.com/member-content/new-fda-specialty-approvals-9/
https://aishealth.com/member-content/new-fda-specialty-approvals-9/
https://aishealth.com/member-content/managing-hereditary-angioedema-is-complicated-by-drug-coverage-in-both-medical-pharmacy-benefits/
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Market Events Drive Changes
The FDA on Aug. 23, 2018, approved Shire plc’s Takhzyro. 
CSL Behring in July 2017 launched Haegarda, the first 
subcutaneous C1 esterase inhibitor approved for prophylaxis 
against HAE attacks. In phase III is Shire’s subcutaneous 
formulation of Cinryze. 

Competition Is Expected
Health plans don’t differentiate coverage among provider-
administered products, and access to HAE products is not 
limited at the brand-level. However, increased competition is 
expected as more prophylactic therapies enter the market.

Medical and Pharmacy Benefit Implications 
Coverage is under both the pharmacy and medical benefits. 
All products are specialty drugs. Self-administered products 
are usually covered under the pharmacy benefit. Drugs for 
this indication are generally covered with prior authorization 
(PA). When PA is defined, diagnosis of HAE is confirmed by 
C4 and C1-INH levels below normal as defined by the 
laboratory performing the test. A history of HAE attacks is 
required. There is minimal step restriction, with the exception 
of Cinryze, for which most policies will require a step through 
a generic alternative prophylaxis. 

Indications

Step-Therapy (ST) Policies
A review of ST policies for payer-
controlled formularies:

Prior-Authorization (PA) 
Policies
A review of PA policies for payer-
controlled formularies:

Characteristics
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No ST
(76%)

Single Step
(82%)

Multi Step
(18%)

ST
(24%)

No PA
(35%)

Appropriate
(73%)

Restrictive
(27%)

PA
(65%)

Hereditary 
Angioedema


