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Givlaari (givosiran) 
 
Override(s) Approval Duration 
Prior Authorization Initial Requests: 6 months 

Maintenance Requests: 12 months  
 
 
Medications 
Givlaari (givosiran) 

 
 
APPROVAL CRITERIA 
 
Requests for initiation of Givlaari (givosiran) may be approved if the following criteria are met: 
 

I. Individual is 18 years of age or older; AND 
II. Individual has a diagnosis of acute hepatic porphyria, and confirmation of one of the 

following subtypes (APF 2010-2021): 
A. Acute intermittent porphyria (AIP); OR 
B. Hereditary coproporphyria (HCP), OR 
C. Variegate porphyria (VP); OR 
D. ALA dehydratase-deficiency porphyria (ADP); AND 

III. Documentation is provided that individual has an elevated urinary or plasma 
porphobilinogen (PBG) or delta-aminolevulinic acid (ALA) within the past year (Balwani 
2019); AND 

IV. Individual meets one of the following criteria: 
A. Individual has active symptomatic disease, with at least two porphyria attacks within 

the last six months, and documentation is provided (Balwani 2019); OR 
B. Individual is currently on prophylactic hemin treatment due to history of severe of 

frequent porphyria attacks. 
 
Requests for continuation of Givlaari (givosiran) may be approved if the following criteria are 
met: 
 

I. Documentation is provided that individual has experienced a clinical response to 
therapy (for example, a reduction in the number of porphyria attacks, or a reduction in 
hemin requirements for acute attacks); AND 

II. Individual does not have severe or clinically significant transaminase elevations, defined 
as alanine aminotransferase (ALT) greater than 5 times the upper limit of normal 
(Balwani 2019). 

 
Givlaari (givosiran) may not be approved for the following (NCT03338816): 
 

I. Concurrent use of prophylactic hemin treatment with Givlaari (givosiran); OR 
II. Liver transplantation is anticipated; OR 
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III. Individual has a history of recurrent pancreatitis; OR 
IV. Individual is requesting for other forms of porphyria, such as cutaneous porphyrias (for 

example, porphyria cutanea tarda [PCT]); OR 
V. When the above criteria are not met and for all other indications. 
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may take 
precedence over the application of this clinical criteria. 
 
No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means, 
electronic, mechanical, photocopying, or otherwise, without permission from the health plan. 
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