Change Healthcare Canada Company

Urgent Field Safety Notice
August 2024

To: Change Healthcare customers with all versions of Change Healthcare Cardiology
Hemo/Hemodynamics

Re: Incorrect Hemoglobin Measurement Units May Lead to Inaccurate Calculations and
Misdiagnosis

A potential issue has been identified in Change Healthcare Cardiology Hemo where incorrect data entry
can lead to inaccurate hemodynamic calculations, potentially resulting in misdiagnosis and inappropriate
treatment. This issue occurs when the unit of measurement (UOM) for hemoglohin is configured in a way
that differs from the user’s understanding.

Products affected
Allversions of Change Healthcare Cardiology Hemo and Change Healthcare Cardiology Hemodynamics.

The full list of products is provided below:
- Horizon Cardiology Heme versions 12.x
- McKesson Cardiology Hemo versions 13.x/14.0
- Change Healthcare Cardiology Hemo versions 14.x/15.x
- Change Healthcare Cardiology Hemodynamics version 15.x

Circumstances under which the issue occurs

The issue arises when the unit of measurement (UOM) for hemoglobin is configured differently than what
the user understands or expects. For instance, if the UOM is set to mmol/l in the configuration
management console but the user mistakenly enters the hemoglobin value in g/dl.

This can occur if the UOM setting is changed without the user's knowledge, leading to incorrect data
entry and subsequent errors in hemodynamic calculations.

Risk to patient
Incorrect entry of hemoglobin values may lead to inaccurate hemodynamic calculations . As a result, the
physician could rely on incorrect information for clinical decision making, resulting in misdiagnosis and

mistreatment or mismanagement.

Immedlate actions to take to reduce the risk to patient

Attention to UOM: Users must pay careful attention to the hemoglobin unit of measurement
displayed on the top of the “resulis" screen of the Hemo application. Communicate this issue to all
relevant team members to ensure vigilance in data entry.

2. Double-Check Entries: Ensure that the hemoglobin values are entered in the correct unitof
measurement (mmol/l or g/dl) as configured in the Management Console and displayed at the top
of the “results” screen. See appendix A for additional informatian.
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Product updates that will address the issue
Change Healthcare is developing a software update* that addresses the issue.

Contact Change Healthcare support to schedule the deployment of the software update that addresses
this issue.

*A software update will be provided to all supported versions. Customers who are using versions that
were declared “End-of-life” will be asked to contact their Account Executive for more information about an
upgrade to the latest release. A list of “End-of-life™ versions is provided in Appendix C.

Recommended actigns to take on potentialiy affected data

1. Identify UOM Settings: Verify if the UOM setting for hemoglobin is configured to what users
would expect. See Appendix B for more information about how to perform this step.

2. Contact Support: If the UOM settings are different than expected, contact Change Healthcare
support for assistance with identifying when the UOM setting was changed, and which
procedures were affected. This will help determine which past data should be reviewed.

3. Review Past Data and Take Corrective Actions: Examine affected procedures and implement
necessary corrective actions to rectify the data and address patient care concerns.

This notice must be distributed to all personne! within your organization who need to be aware of this
Urgent Field Safety Notice. Customers should alert other affiliated parties that may be affected by this
Urgent Field Safety Notice.

To ensure effectiveness of any required corrective actions, please maintain awareness of this Urgent Field
Safety Notice until the issue has been fully resolved.

Please notify our Customer Support department that you have read and understood this field safety
notice, and if you want the product update to be installed on your system.

Customer Support number by region:

US Customer Hotline Mon-Fri 9am-6pm EST: 1-866-692-6121
Canada / US Government: 1-877-654-4366

UK: +44 2089527399

Ireland: +353 0800 042 7227

Israel: +972-3-7698000, ext#1

Australia: 1800 625 435

New Zealand: 0800 625 4357

Once again, until the product update is installed at your site, Change Healthcare recommends that the
immediate actions (described above) be taken.

A copy of this field safety notice has been submitted to the appropriate regulatory agency.
Thank you.

Sincerely,
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Appendix A - “Procedure Results”
screen

The Procedure Results screen can be accessed by clicking on the “Results - ...™ button that appears on the top of the
screen.

The Unit of Measurement (UOM ) conligured appears at the top of the “Results™ screen (circled in red in the image
below). This UOM applies to all Hemoglobin values that appear in the “*Procedure Results™ screen.

Emergency Patient 07/24/2024 10:26:48 AM
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Appendix B - UOM configuration

The Unit of Measurement (UOM) configuration screen is located in Change Healthcare Management Console
(CHMC)*.

Review of CHMC setting under Change Healthcare Cardiology Hemo>Station Settings and identify the unit of
measure sct for Hemoglobin (Hgb). This setting dictates what is expected and used for calculations in the Procedure
Results section of Hemo. There are 3 options as shown below.
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*In previous releases of the product the CHMC may be called McKesson Management Console (MMC).
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Appendix C - “End of Life” versions

The list below contains the product release versions that are no longer supported and considered “End of Life™
- Horizon Cardiology Hemo [2.0-12.1
- Horizon Cardiology Hemo 12.2
- McKesson Cardiology Hemo 13.0-13.1.x
- McKesson Cardiology Hemo 13.2.x
- McKesson Cardiology Hemo 14.0
- Change Healthcare Cardiology Hemo 14.1.1
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