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	Vyvgart Hytrulo
Vyvgart Hytrulo (efgartigimod alfa / hyaluronidase-qvfc) J9334
Prior Authorization Request	 
Medicare Part B Form

	Instructions: * Indicates required information – Form may be returned if required information is not provided. Please fax this request to the appropriate fax number listed at the bottom of the page.

	☐	Standard Request– (72 Hours)
	☐	Urgent Request (standard time frame could place the member's life, health or ability in serious jeopardy)

	
	Date Requested __________________   

	
	Requestor ___________________ Clinic name:  __________________ Phone                     / Fax

	MEMBER INFORMATION

	*Name:__________________________________
	*ID#:____________________
	*DOB:____________________

	PRESCRIBER INFORMATION

	*Name:________________________________
	☐MD ☐FNP ☐DO ☐NP ☐PA
	*Phone:_____________________

	*Address:________________________________________________________
	*Fax:_______________________ 

	DISPENSING PROVIDER / ADMINISTRATION INFORMATION

	*Name:_________________________________
	                                        Phone:__________________________

	*Address:_____________________________________________________
	Fax:____________________________

	PROCEDURE / PRODUCT INFORMATION 

	HCPC Code
	Name of Drug   
	Dose (Wt: _____ kg Ht:______ )
	Frequency 
	End Date if known

	
	
	
	
	

	☐ Self-administered		 ☐ Provider-administered		☐ Home Infusion

	☐Chart notes attached. Other important information:_________________________________________

	Diagnosis: ICD10: _______  Description: ____________________________________


☐ Provider attests the diagnosis provided is an FDA-Approved indication for this drug
	CLINICAL INFORMATION

	☐ New Start or Initial Request: (Clinical documentation required for all requests)
  ☐ Patient has a diagnosis of Myasthenia Gravis; AND
	☐ Patient has experienced a prior clinical response to efgartigimod treatment as defined by the following: 
	        ☐ Reduction in signs or symptoms that impact daily function; AND 
	        ☐ Documentation is provided to show at least a 2-point reduction in MG-ADL total score from 			    pretreatment baseline; 
	☐ Patient requires continued treatment to maintain response or to regain clinically meaningful response. 

  ☐ Patient has a diagnosis of chronic inflammatory demyelinating polyneuropathy (CIDP); AND
	☐ Documentation is provided that Patient demonstrates objective functional impairment from CIDP 	    	     (including but not limited to requiring support to walk or upper limb symptoms affecting or preventing ability 	     to perform certain functions [such as zips and buttons, washing or brushing hair, using a knife and fork 	     together, or handling small coins]); AND
	☐ Vyvgart Hytrulo is prescribed by or in consultation with a neurologist;  

Continued on next page
	☐ Diagnosis has been verified by all of the following: 
	        ☐ Clinical presentation aligned with one of the following: 
		☐ Typical CIDP; defined as chronically progressive, stepwise, or recurrent symmetric proximal and 		     distal weakness and sensory dysfunction of all extremities, developing over at least 2 months and 		     absent or reduced tendon reflexes in all extremities; OR 
		☐ Atypical CIDP; defined as in typical CIDP but with one of the following: predominately distal, 			     asymmetric, focal, pure motor, or pure sensory);  
	        ☐ Characteristic electrodiagnostic findings (prolongation of motor distal latency, reduction of motor 		conduction velocity, prolongation of F-wave latency, absence of F-waves, motor conduction block, 		abnormal temporal dispersion, and distal compound muscle action potential (CMAP) duration increase) 		in at least one nerve;  
	        ☐ Other causes of neuropathy (including but not limited drug or toxin induced neuropathy, Lyme disease, 		IgM neuropathy, hereditary neuropathy, prominent sphincter disturbance, multifocal motor 			neuropathy, and diabetic neuropathy) have been ruled out (EFNS/PNS 2010). 
	☐ Documentation is provided that Patient has had a trial and inadequate response or intolerance to ONE of 	     the following 
	        ☐ Immunoglobulins (intravenous or subcutaneous); OR 
	        ☐ Plasma Exchange; OR 
	        ☐ Corticosteroids (daily oral or pulsed high-dose).

· Vyvgart Hytrulo may not be approved in combination with maintenance immunoglobulin treatment, eculizumab, nipocalimab, ravulizumab, rituximab, rozanolixizumab, or zilucoplan. 

       If not, please provide clinical rationale for formulary exception: ________________________________________
             ________________________________________________________________________________________


	☐ Continuation Requests: (Clinical documentation required for all requests)

       ☐  Documentation is provided that there is clinically significant improvement in neurological symptoms on 	physical examination (for example, an objective change in function that is clinically meaningful, such as 	the individual can now work or perform tasks that they previously could not).

	If not, please provide clinical rationale for continuing this medication: ________________________________
	_______________________________________________________________________________________




	ACKNOWLEDGEMENT

	Request By (Signature Required): _______________________________________Date:_____ /____ /____
Any person who knowingly files a request for authorization of coverage of a medical procedure or service with the intent to injure, defraud or deceive any insurance company by providing materially false information or conceals material information for the purpose of misleading, commits a fraudulent insurance act, which is a crime and subjects such person to criminal and civil penalties. THIS AUTHORIZATION IS NOT A GUARANTEE OF PAYMENT. PAYMENT IS BASED ON BENEFITS IN EFFECT AT THE TIME OF SERVICE, MEMBER ELIGIBILITY AND MEDICAL NECESSITY.



 For questions or assistance, please contact Customer Service at 1-877-672-8620, daily, 8am – 8pm (PST) (TTY users should call 1-800-735-2900).
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Drug Name(s): 
VYVGART HYTRULO				EFGARTIGIMOD ALFA/HYALURONIDASE-QVFC

Criteria for approval of Non-Formulary/Preferred Drug:
1. Prescribed for an approved FDA diagnosis (as listed below):
2. Member does not have any clinically relevant contraindications, or CMS/Plan exclusions, to the requested drug.
· If the member meets all these criteria, they may be approved by the Plan for the requested drug. 
· Quantity limits and Tiering will be determined by the Plan in accordance with the label.

Exclusion Criteria:
N/A

Prescriber Restrictions:
• Must be prescribed by, or in consultation with, a neurologist

Coverage Duration:
Approval will be for 6 months

FDA Indications:
Vyvgart Hytrulo
· Inflammatory demyelinating polyradiculoneuropathy, chronic
· Myasthenia gravis, Generalized, anti-acetylcholine receptor antibody positive


Age Restrictions:
Safety and effectiveness have not been established in pediatric patients

Other Clinical Consideration:
N/A 

Resources:
https://www.micromedexsolutions.com/micromedex2/librarian/CS/650C24/ND_PR/evidencexpert/ND_P/evidencexpert/DUPLICATIONSHIELDSYNC/741D11/ND_PG/evidencexpert/ND_B/evidencexpert/ND_AppProduct/evidencexpert/ND_T/evidencexpert/PFActionId/evidencexpert.GoToDashboard?docId=934170&contentSetId=100&title=Efgartigimod+alfa%2Fhyaluronidase-qvfc&servicesTitle=Efgartigimod+alfa%2Fhyaluronidase-qvfc&brandName=Vyvgart+Hytrulo&UserMdxSearchTerm=Vyvgart+Hytrulo
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