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Description
Medical necessity criteria for Antithrombin 111 (Thrombate 111® and Atryn®).

Policy/Criteria
I. Itisthe policy of health plans affiliated with PA Health & Wellness® that antithrombin 111 is
medically necessary for the following indications:
A. Diagnosis of hereditary antithrombin deficiency and one of the following:
1. Treatment or prevention of thromboembolism and human-derived antithrombin 111
(Thrombate I11) is requested,;
2. Prevention of peri-operative and peri-partum thromboembolism and recombinant
antithrombin I11 (Atryn) or Thrombate 111 is requested.

I1. For all Other Diagnosis/Indications: Refer to PA.CP.PMN.53 Off-Label Use of Drugs Not on
Statewide Preferred Drug List.

Background

Deficiency of antithrombin 11, also known as antithrombin, can be inherited or acquired, and is
associated in some patients with a heightened risk of thromboembolism. Antithrombin can be
replaced in patients who are deficient, but questions remain regarding the benefits, risks, and
appropriate indications for use.

Thrombate

FDA-approved indications for Thrombate include the following:
Patients with hereditary antithrombin deficiency for:

* Treatment and prevention of thromboembolism

* Prevention of peri-operative and peri-partum thromboembolism

Atryn
FDA-approved indications for Atryn include prevention of peri-operative and peri-partum
thromboembolic events in hereditary antithrombin deficient patients.

Antithrombin for disseminated intravascular coagulation (DIC)

In addition to the FDA-approved indications, antithrombin has been suggested for treatment of
patients with DIC associated with trauma or sepsis. However, 2009 British guidelines for the
diagnosis and management of DIC do not recommend antithrombin in patients with DIC without
further prospective evidence in randomized contolled trials.> More recent studies have not found
clear benefit of antithrombin in treatment of DIC. A 2016 Cochrane review of antithrombin
administration in critically ill patients concluded that there is insufficient evidence to support its
use in any category of such patients, including those with sepsis and DIC.#
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Antithrombin I11 (Atryn, Thrombate) 7 &wellness
J7196 Injection, antithrombin recombinant, 50 U

J7197 Antithrombin 111 (human), per 1U

New Policy developed 10/19 1/16/2019

Annual Review completed, References reviewed and updated. 2/18/2021
Specialist reviewed.
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