CMS APPROVES NEW TECHNOLOGY ADD-ON PAYMENT
(NTAP) FOR INPATIENT USE OF XACDURO® (SULBACTAM
FOR INJECTION; DURLOBACTAM FOR INJECTION),
CO-PACKAGED FOR INTRAVENOUS USE'

As of October 1, 2023, CMS will provide an additional payment for XACDURO of up to
$13,680 per qualifying case to acute care hospitals through the Hospital Inpatient
Prospective Payment System (IPPS).*’

NTAPs are temporary payments additional to the Medicare Severity Diagnosis Related Groups
(MS-DRG) payments normally made to participating hospitals

NTAPs are designed to support the use of new medical services and technologies before their
cost has been calculated into the MS-DRG bundled payment
CMS weighs several criteria to determine NTAPs. The product must:

- Be new to market, offering a differentiating technology

- Offer substantial clinical improvement over previously available technologies

- Be inadequately compensated in the current MS-DRG payment bundle

CMS may extend NTAPs for 2 to 3 IPPS fiscal years

CMS=Centers for Medicare and Medicaid Services

*NTAPs are discharged through the hospital IPPS. IPPS-exempt hospitals include critical access hospitals, IPPS-exempt cancer hospitals,
long-term care hospitals, Veterans Administration/Department of Defense Hospitals, and hospitals in the state of Maryland.*5

INDICATION & USAGE

Indication

XACDURO® (sulbactam for injection; durlobactam
for injection), co-packaged for intravenous use is
indicated in adults for the treatment of hospital-
acquired bacterial pneumonia and ventilator-

SELECTED IMPORTANT SAFETY INFORMATION
Contraindications: XACDURO is contraindicated

in patients with a history of known severe
hypersensitivity to the components of XACDURO or
other beta-lactam antibacterial drugs.

associated bacterial pneumonia (HABP/VABP)
caused by susceptible isolates of Acinetobacter
baumannii-calcoaceticus complex.

Please see additional Important Safety Information
throughout. Before administering, please click here
to see the Full Prescribing Information for XACDURO.

Limitations of Use

XACDURO is not indicated for the treatment of HABP/
VABP caused by pathogens other than susceptible
isolates of Acinetobacter baumannii-calcoaceticus
complex.

Usage

To reduce the development of drug-resistant bacteria
and maintain the effectiveness of XACDURO and other
antibacterial drugs, XACDURO should be used only to
treat or prevent infections that are proven or strongly
suspected to be caused by bacteria.

“XACDURO

(sulbactam for injection;
durlobactam for injection),

co-packaged for intravenous use
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SXACDURO
(sulbactam for injection;
durlobactam for injection),

co-packaged for intravenous use

XACDURO has been designated as a Qualified Infectious

Disease Product (QIDP) by the FDA. As a result, use of
XACDURO will result in an NTAP payment of 75% of the
cost of the technology ($13,680).

THIS PIECE IS FOR EDUCATIONAL/ILLUSTRATIVE PURPOSES ONLY AND NOT TO BE CONSIDERED AS ADVICE.

Billing NTAPs for XACDURO

The following ICD-10-PCS codes have been assigned for NTAP submission of XACDURO on hospital inpatient
Medicare claim forms.!

ICD-10-PCS CODES FOR USE OF XACDURO' (EFFECTIVE OCTOBER 1, 2023)

Introduction of sulbactam-durlobactam into peripheral vein, percutaneous

XWO033K9
approach, new technology group 9

Introduction of sulbactam-durlobactam into central vein, percutaneous

XWO043K9
approach, new technology group 9

USE THESE CODES IN COMBINATION WITH ONE OF THE FOLLOWING ICD-10-CM CODES

To identify hospital-acquired bacterial Y95 Nosocomial condition
pneumonia due to Acinetobacter baumannii- .
calcoaceticus complex: J15.61 Pneumonia due to

Acinetobacter baumannii

. . . . . J95.851 Ventilator-associated pneumonia
To identify ventilator-associated bacterial P

pneumonia due to Acinetobacter baumannii-
calcoaceticus complex: B96.83 Acinetobacter baumannii as the cause
: of diseases classified elsewhere

ICD-10-CM=International Classification of Diseases, Tenth Revision, Clinical Modification;
ICD-10-PCS=International Classification of Diseases, Tenth Revision, Procedure Coding System.

SELECTED IMPORTANT SAFETY INFORMATION
Warnings and Precautions:

« Hypersensitivity was observed in patients treated with XACDURO in clinical trials. Serious and occasionally
fatal hypersensitivity (anaphylactic) reactions and serious skin reactions have been reported in patients
receiving beta-lactam antibacterial drugs. Before initiating therapy with XACDURO, careful inquiry should
be made concerning previous hypersensitivity reactions to carbapenems, penicillins, cephalosporins,
other beta lactams, and other allergens. If an allergic reaction occurs, discontinue XACDURO.
Clostridioides difficile-associated diarrhea (CDAD) has been reported with use of nearly all antibacterial
agents and may range in severity from mild diarrhea to fatal colitis. Evaluate if diarrhea occurs. If CDAD
is suspected or confirmed, the risk/benefit of continuing treatment with XACDURO should be assessed.
Prescribing XACDURO in the absence of a proven or strongly suspected bacterial infection or a prophylactic
indication is unlikely to provide benefit to the patient and increases the risk of the development of drug-
resistant bacteria.

Please see additional Important Safety Information throughout. Before administering, please click
here to see the Full Prescribing Information for XACDURO.



http://www.xacduro.com/?utm_campaign=2024_inv_xac_ntapbrochure_learnmore_campaign&utm_medium=digital&utm_source=digital&utm_content=pr-sul-us-0019
https://xacduro.com/pi?utm_campaign=2024_inv_xac_ntapbrochure_learnmore_campaign&utm_medium=digital&utm_source=digital&utm_content=pr-sul-us-0019

Sample Claim Form UB-04 CMS-1450
Highlighted fields on this form must be filled in order to receive an NTAP for XACDURO.
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« Make sure to include all of the required information on the form to avoid delays in reimbursement

« Always check with your payer for complete instructions when billing for XACDURO

SELECTED IMPORTANT SAFETY INFORMATION
Adverse Reactions: The most common adverse reactions reported in >10% of patients treated with XACDURO
were liver test abnormalities (19%), diarrhea (17%), anemia (13%), and hypokalemia (12%).

Please see additional Important Safety Information throughout. Before administering, please click
here to see the Full Prescribing Information for XACDURO.
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Scan this QR code to find Medicare CMS-1450 UB-04

form completion and coding instructions in Chapter 25
of the Medicare Claims Processing Manual (Pub. 100-04)

INDICATION & USAGE

Indication

XACDURO® (sulbactam for injection; durlobactam
for injection), co-packaged for intravenous use is
indicated in adults for the treatment of hospital-
acquired bacterial pneumonia and ventilator-
associated bacterial pneumonia (HABP/VABP)
caused by susceptible isolates of Acinetobacter
baumannii-calcoaceticus complex.

Limitations of Use

XACDURO is not indicated for the treatment of
HABP/VABP caused by pathogens other than
susceptible isolates of Acinetobacter baumannii-
calcoaceticus complex.

Usage

To reduce the development of drug-resistant bacteria
and maintain the effectiveness of XACDURO and other
antibacterial drugs, XACDURO should be used only to
treat or prevent infections that are proven or strongly
suspected to be caused by bacteria.

IMPORTANT SAFETY INFORMATION
Contraindications: XACDURO is contraindicated in
patients with a history of known severe hypersensitivity
to the components of XACDURO or other beta-lactam
antibacterial drugs.

Warnings and Precautions:

e Hypersensitivity was observed in patients
treated with XACDURO in clinical trials. Serious
and occasionally fatal hypersensitivity
(anaphylactic) reactions and serious skin
reactions have been reported in patients
receiving beta-lactam antibacterial drugs.
Before initiating therapy with XACDURO, careful
inquiry should be made concerning previous
hypersensitivity reactions to carbapenems,
penicillins, cephalosporins, other beta lactams,
and other allergens. If an allergic reaction
occurs, discontinue XACDURO.

« Clostridioides difficile-associated diarrhea
(CDAD) has been reported with use of nearly all
antibacterial agents and may range in severity
from mild diarrhea to fatal colitis. Evaluate
if diarrhea occurs. If CDAD is suspected
or confirmed, the risk/benefit of continuing
treatment with XACDURO should be assessed.

INNOVIVA=eics

XACDUROQ® is marketed by Innoviva Specialty Therapeutics, Inc.
© 2025 Innoviva Specialty Therapeutics™
All rights reserved. PR-SUL-US-0019 v3.0 | 04/25

+ Prescribing XACDURO in the absence of a proven
or strongly suspected bacterial infection or a
prophylactic indication is unlikely to provide
benefit to the patient and increases the risk of
development of drug-resistant bacteria.

Adverse Reactions: The most common adverse
reactions reported in >10% of patients treated with
XACDURO were liver test abnormalities (19%), diarrhea
(17%), anemia (13%), and hypokalemia (12%).

To report SUSPECTED ADVERSE REACTIONS, contact
1-800-651-3861 or medinfo@istx.com or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.

Before administering, please click here to see the
Full Prescribing Information for XACDURO.
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