Oxiris Blood Purification

| “» Emergency Use Authorization: Clinical Conditions
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The Dxiris filter set is indicated for use only with the Prismaflex control unit or with
the PrisMax control unit. It is intended to treat patients 18 years of age or older
with confirmed COVID-19 admitted to the ICU with confirmed or imminent
respiratory failure in need of blood purification, including use in
continuous renal replacement therapy, to reduce pro-inflammatory
cytokine levels, who have any one of the following conditions:

1 Early acute lung injury [ALI)
fearly acute respiratory distress syndrome [ARDS); or

Severe disease, defined as:

Respiratory frequency 2 30/min,

Blood oxygen saturation s 93%,

Dyspnea,

Partial pressure of arterial oxygen to fraction

of inspired oxygen ratio < 300, and/or

Lung infiltrates > 50% within 24 to 48 hours; OF

-

>

Life-threatening disease. defined as:
Respiratory failure,
Septic shock, and/or
Muitiple organ dysfunction or failure

The Oxiris filter set may be used for blood purification with or without initiation of CRRT.
. -.hL-‘U'T!rilj ‘."ItL'r set '1;{_-jbugn _uut:ulrl_z ed by the FDA under an EUA. It has neither been cleared or approved for the Baxter
indication to treat patients with COVID-19 infection e
« The Oxiris filter set is authorized for use for no longer than the duration of the COVID-19 public health Oxiris
emergency, as deemed by the Secretary of the Department of Health and Human Services [HHS) are regianered |
* Rx Only: For the safe and proper use of the products mentioned herein, please refer to the Operator's Manual or Instructions for Use




