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Jazz disagrees with restricting access to EPIDIOLEX to only patients who have at least four 
convulsive seizures per month prior to initiation. 

• Although it is necessary in a clinical trial setting to establish minimum number of seizures 
during the baseline period, in clinical practice the decision to start patients on EPIDOLEX 
would be based on their lack of seizure control, not a specific number of seizures. 

• Additionally, it is often difficult for patients with Dravet syndrome (DS), who experience a 
variety of developmental and cognitive delays, and/or caregivers to accurately track the 
number of seizures that a patient is experiencing. 

 
It is Jazz’s position that the initiation criteria for EPIDIOLEX should be based only on a patient having 
inadequately controlled seizures, and not a minimum number of seizures during a specific time 
period. 
 
Page 4, reimbursement condition 4: “4. Cannabidiol for DS should be prescribed by neurologists or 
pediatric neurologists with experience in the treatment of patients with DS.” 
 
Jazz disagrees with restricting access to EPIDOLEX to only patients who are under the care of a 
neurologist. DS is a complex epilepsy which requires comprehensive management strategies. In 
practice, while neurologists play a pivotal role in overseeing the treatment of DS, the nature of this 
syndrome often necessitates coordinated care involving multiple healthcare professionals.  Given the 
multidisciplinary approach required for effective management of DS, restricting prescription authority 
would be challenging as other specialists may be the primary point of care for the patient. 

• Many patients DS are pediatrics and have their disease managed by pediatricians, as well as 
neurologists. For other patients who live far away from epilepsy centers, care may be 
coordinated between their community physician who is experienced in managing epilepsy 
and their neurologist at the epilepsy center. Therefore, for many patients, pediatricians and 
family physicians prescribe anti-seizure medications (ASMs) for seizure control. 

• Other ASMs that are indicated and funded for DS and similar developmental and epileptic 
encephalopathies do not require patients to be under the care of a neurologist. For stiripentol, 
which is indicated for patients with DS, the Ontario Exceptional Access Program (EAP) 
criteria requires that the request is submitted by a neurologist or pediatrician.3 

o Similarly, for rufinamide, which is indicated for patients with Lennox-Gastaut 
syndrome (LGS), CADTH recommended patients be under the care of a physician 
experienced in treating LGS,4 and the Ontario EAP criteria only requires that the 
patient is in the care of a physician experienced in managing seizures, not specifically 
a neurologist.3 

 
It is Jazz’s position that EPIDIOLEX should be prescribed by a physician with experience in the 
diagnosis and management of patients with DS, not restricted specifically to neurologists.  

 

a CADTH may contact this person if comments require clarification. 
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