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CarelLink Express™ Mobile

Overview

CarelLink Express™ Mobile (CLEM) enables easy retrieval of Medtronic cardiac implantable electronic device (CIED)
data to be reviewed remotely on the Carelink Express or CareLink™ websites.

This document outlines reimbursement considerations for CareLink Express Mobile.
Coding
Carelink Express Mobile CIED device In person interrogation CPT® codes by device type1'2
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Interrogation codes consist of two
different components:

e Technical Component: report using modifier-TC. The technical component of the in person monitoring may be
performed by the device clinic staff and includes all non-physician work.

e Professional Component: report using modifier -26. The professional component of the in person
monitoring includes analysis, review and report by a physician or other qualified health care professional.

For Global service (inclusive of both technical and professional components): report without the use of modifiers.

The provider must verify all CPT® code requirements and components are met prior to reporting a CPT® code.
Do not bill for the service unless all requirements have been met.

Disclaimer: Medtronic provides this information for your convenience only. It does not constitute legal advice or a recommendation
regarding clinical practice. Information provided is gathered from third-party sources and is subject to change without notice due to
frequently changing laws, rules and regulations. The provider has the responsibility to determine medical necessity and to submit
appropriate codes and charges for care provided. Medtronic makes no guarantee that the use of this information will prevent
differences of opinion or disputes with Medicare or other payers as to the correct form of billing or the amount that will be paid to
providers of service. Please contact your Medicare contractor, other payers, reimbursement specialists and/or legal counsel for
interpretation of coding, coverage and payment policies. This document provides assistance for FDA approved or cleared indications.
Where reimbursement is sought for use of a product that may be inconsistent with, or not expressly specified in, the FDA cleared or
approved labeling (e.g., instructions for use, operator's manual or package insert), consult with your billing advisors or payers on
handling such billing issues. Some payers may have policies that make it inappropriate to submit claims for such items or related
service.



Billing Considerations

Consider the following for CarelLink Express Mobile services billing:

Potential scenarios for CLEM billing CLEM Technical Component CLEM Professional Component
The patient’s device is remotely monitored by Not billable Not billable

their device clinic*?

The patient received device programming Not billable Not billable
service during the same visit as the CLEM

interrogation?

an industry representative participated in the CLEM® | Not billable Billable if code requirements met

Direct supervision requirements are met during Billable if code requirements met | Billable if code requirements met

CLEM interrogation*”

*In person interrogation services and remote monitoring services cannot be billed concurrently

Frequently Asked Questions

Q: Is a CLEM interrogation reported with remote or in person interrogation codes?

1 A: A Carelink Express™ interrogation is considered an in person interrogation because the patientis in
person at the healthcare facility.

Q: Is the technical component billable when a Medtronic personnel participates in the CLEM
interrogation?

2 A. Ifanindustry representative participates in the technical component of anin person CIED
management service, the practice can only bill the professional component using modifier -26 on the
professional claim form.

Q: Is the CLEM interrogation billable if the patient is remotely monitored?

3 A: No. All interrogations (remote and in person) are included in the remote monitoring period
and not separately billable.?

Q: When CLEM interrogation is performed in the office, can the office bill for both the technical
component and the professional component?

4 A: It depends. If your clinic staff and provider performed both the professional and technical
elements of this service and all code requirements are met (see Billing Considerations above),
then both can be billed. If an industry representative participates in the technical portion of the
service, only the professional portion can be billed.

Q: How does a physician bill for CareLink Express Mobile when performed in the hospital?

5 A: The physician will bill for the professional interpretation of the service with a -26 modifier when all
criteria are met.



Contact us

For more details on in person device interrogation reimbursement, please see the Medtronic CIED Management Services
Reimbursement Guide located here, call us at 866-877- 4102 (Monday-Friday from 8 a.m. to 5 p.m. CST), email us at
rs.healthcareeconomics@medtronic.com or contact your local Medtronic Regional Economic Manager (REM).
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Brief Statement

CareLink Express~Mobile System, including the CareLink Express Apps (Model 31301 and 31302) and Patient Connector
Indications (or intended use): The Carelink Express app is intended for interrogating Medtronic cardiac devices and uploading the
datatothe CarelLink™network. The Carelink Express app is installed on a compatible mobile device with internet access. The
CarelLink Express app communicates with the Medtronic Patient Connector and sends implanted cardiac device datato the
Medtronic propriety CareLink network for clinical review. The CarelLink Express app should be used by healthcare personnel only in a
clinical or hospital environment.

Contraindications: There are no known contraindications for the CarelLink Express app or the Patient Connector.

Warnings and precautions: Only use the Patient Connector to communicate with the intended implanted device.

Use of wireless devices: The Patient Connector incorporates radiofrequency (RF) communications components which may affect
other devices and equipmentin the medical environment. The use of wireless devices in the medical environment must be
evaluated and authorized by the responsible organization. RF interference may affect device performance. Electromagnetic
Compliance (EMC) testing shows that the Patient Connector provides reasonable protection against harmful interference and
provides EMC immunity in a typical medical installation. The use of wireless devices in the medical environment must be evaluated
and authorized by the responsible organization. However, there is no guarantee that interference will not occur

in a particular installation. If the Patient Connector does cause harmful interference to other devices or is negatively impacted by
other devices, correctthe interference by one or more of the following measures: reorient or relocate the Patient Connector and
other devices; increase the separation between the Patient Connector and other devices by at least 2 meters (approximately 6
feet); and/or turn off any interfering equipment. Radiofrequency (RF) interference: Portable and mobile RF communications
equipment can interfere with the operation of the Patient Connector. There is no guarantee that it will not receive interference or
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that any particular transmission from this system will be free from interference. Toavoid interference, do not use the Patient
Connector and mobile device within 2 m (6 feet) of other wireless communications equipment. Security: Maintain adequate physical
security of the Patient Connector to prevent unauthorized use that could lead to harm to patients. Bluetooth® communication in the
Patient Connector is encrypted for security. Medtronic inductive telemetry uses short-range communication to protect patient
information. If the Patient Connector should fail, there is no risk of patient harm. Environmental precautions: To ensure safe and
effective operation, use the device with care to avoid damage to the Patient Connector from environmental factors that may impair
its function. Care is exercised in design and manufacturing to minimize damage to devices under normal use. However, electronic
devices are susceptible to many environmental stresses. Specifically, the Patient Connector may be affected by electrostatic
discharge (ESD).In an environment likely to cause ESD, such as a carpeted floor, discharge any charge collected on your body before

touching the device.

Potential complications: See the device manuals for detailed information regarding the instructions for use, intended use, contraindications, warnings,
precautions, and potential complications/adverse events. For further information, please call Medtronic at 1-800-328-2518 and/or consult the Medtronic website
at medtronic.com.

Caution: Federal law (USA) restricts this system to sale by or on the order of a physician.
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