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Gattex (teduglutide [rDNA origin])

Override(s) Approval Duration
Prior Authorization Initial approval: 7 months
Maintenance approval: 1 year

Medications
Gattex (teduglutide [rDNA origin])

APPROVAL CRITERIA

Initial requests for Gattex (teduglutide [rDNA origin]) may be approved if the following criteria are
met:

I.  Individual is 1 year of age or older; AND
[I.  Documentation is provided that individual has a diagnosis of Short Bowel Syndrome
(SBS), defined as having less than 200 cm of functional small intestine remaining as a
result of one of the following ( AGA 2003):
A. Acquired through surgical bowel resection; OR
B. Congenital (jejunal or ileal intestinal atresia);

AND
[ll.  Documentation is provided that individual has been on stable parenteral
nutrition/intravenous (PN/IV) support, defined as the inability to significantly reduce PN/IV
support, for at least 3 months (NCT02682381, clinicaltrials.gov); AND
IV. Documentation is provided that individual requires PN at least 3 times per week.

Renewal requests for Gattex (teduglutide [rDNA origin]) may be approved if the following criteria
are met:

I. Documentation is provided that individual has achieved at least a 20% reduction in
weekly parenteral support and maintained that reduction for four (4) or more weeks
compared to baseline.

Requests for Gattex (teduglutide [FDNA origin]) may not be approved for the following:

[.  Individual has a diagnosis of an active gastrointestinal-associated (Gl tract, hepatobiliary,
pancreatic, colorectal, small bowel) malignancy; OR
II.  Individual has a diagnosis of intestinal or stomal obstruction; OR
[ll.  Individual has severe hepatic impairment (Child-Pugh Class C).
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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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