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Carolinas HealthCare System 
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Carolinas HealthCare System
is one of the leading healthcare organizations in the 

Southeast and one of the most comprehensive public, not-

for-profit systems in the nation.  

As 2015 drew to a close, the System owned or managed 39 hospitals, serving 

patients at 940 care locations including satellite emergency departments, outpatient 

surgery centers, physician practices, urgent care centers, imaging centers, nursing 

homes, laboratories, and pharmacies. 

The System operated nearly 7,400 beds, employed more than 62,000 people and 

had an estimated 12.5 million patient encounters. 

Carolinas HealthCare System’s Mission
is to create a comprehensive system to provider healthcare and related services, 

including education and research opportunities, for the benefit of the people it 

serves.  



Objectives 

 To gain an understanding of the complex Medicare 

medical device credit billing rules. 

 Discuss key elements of conducting a medical device 

credits review.  

 Review examples of medical device credit process 

improvement opportunities and strategies for 

ongoing auditing and monitoring. 
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What is The Big Deal About Medical 

Device Credits? 
4 



What Does That Mean-Overpayments? 
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$87,783 device credit 

overpayments 
$6,198 device credit 

overpayments  

$7,625 device credit 

overpayments  

$220,409 device 

credit overpayments  

$41,792 device credit 

overpayments  

$57,331 device credit 

overpayments  



Perspective on Medical Device Credits 

 Medicare should not be held responsible for the full 

cost of the replaced medical device if the hospital 

received a partial or full credit from the 

manufacturer due to a recall or warranty credit. 

 Device Credit regulations are complex and have 

changed over time since 2005. 

 Requires interdisciplinary communication, processes, 

and controls between clinical service lines, billing, 

materials management, research, and compliance. 
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What risks should we audit? 

 Determine whether facilities appropriately billed 
Medicare for medical device credits in accordance 
with Medicare regulations for warranty and recall 
credits as well as devices utilized in clinical trials 
and received for free. 

 Validate processes and controls are present for 
accurate billing of claims when medical device 
credit rules apply. 

 Existence of a timely tracking process of vendor 
device credit reports. 
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Understanding the Risks 

 Requires knowledge of clinical operations and the 
day-to-day process of implanting medical devices 
within Cardiac Cath, Surgical Services, etc. 

 In depth knowledge of the Medicare Billing Rules 
and their evolution. 

 Requires verification of medical record 
documentation and accurate claims filing. 

 Requires knowledge of the vendors supplying the 
organization with devices for procedures impacted 
by the Medicare device credit billing rules. 
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Medical Device Credits Medicare 

Billing Rules - Outpatient 
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Medical Device Credits Medicare 

Billing Rules - Inpatient 
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Medical Device Credits Medicare 

Billing Rules 

 “Prudent Buyer Principle”  

Federal regulations  state, “All payments to providers of services must be based on 
the reasonable cost of services …”.  This is often referred to as the “prudent buyer 
principle.”  Excerpts in the CMS Provider Reimbursement Manual include additional 
interpretive information: 

 “Implicit in the intention that actual costs be paid to the extent they are 
reasonable is the expectation that the provider seeks to minimize its costs and 
that its actual costs do not exceed what a prudent and cost conscious buyer pays 
for a given item or service.  If costs are determined to exceed the level that such 
buyers incur, in the absence of clear evidence that the higher costs were 
unavoidable, the excess costs are not reimbursable under the program.”      

 “The prudent and cost-conscious buyer not only refuses to pay more than the 
going price for an item or service, he/she also seeks to economize by minimizing 
cost…Another way to minimize cost is to obtain free replacements or reduced 
charges under warranties for medical devices.  Any alert and cost-conscious 
buyer seeks such advantages, and it is expected that Medicare providers of 
services will also seek them.”  

Based on this prudent buyer principle, it is expected that providers follow Medicare 
medical device credit billing requirements, as applicable, for full or partial credits 
when a credit is actually received or should have been received. 
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Key Audit Program Areas 

1. Identification of Vendors 

2. Review of Warranty Credit Reports 

3. Medical Record Review 

4. Proper Billing of Devices  

5. Establishment of a Device Credit Policy and 

Workflow 

6. Implementation of Contractual Language for 

Increased Vendor Accountability  
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1. Identification of Vendors 

 Analyzed charge data to identify the highest 

volume of vendors with implantable devices per the 

CMS listings of “devise-intensive” procedures and 

specific devices/HCPCS codes to which the rules 

applied. *As of  1/1/2016, CMS will no longer publish a 

list of  devices; rules apply to all medical device credit 

vendors.  

 Contacted each vendor to obtain vendor device 

credit information. 
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2. Review of Warranty Credit Reports 

 Reviewed vendor device credit information reported 
and identified all Medicare accounts with reported 
credits greater than 50% 

 Example of information reported by vendors 

 

 

 

 Hospitals must return the implantable devices to the 
vendors. OIG report recently stated “should have 
known a credit was owed”. This is evident on the vendor 
device credit reports.  
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3. Medical Record Review 

 Reviewed each medical record to determine what 

activity occurred:  

 Product replacement within product lifecycle (condition 

code 49) 

 Product replacement for known recall of a product 

(condition code 50) 

 Examples of common themes in medical record: 

 ICD change out (elective), generator change, device 

malfunction, lead fracture, change pacemaker due to 

ERI of battery, fidelis lead currently under advisory 
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4. Billing of Devices 

 Reviewed each claim to determine if the device 

credit was billed in accordance with the rules in 

effect at the time the claim was billed. 

 Condition Code 49, 50, or 53 (inpatient and outpatient 

rules) 

 Value Code FD – 50% or greater 

 Modifier FB or FC  - applicable in prior years 

 Identified claims that required corrections. 
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Medicare Rules Reference (slides 9 and 10). 



Billing of Devices – Example 1 

 Lead was replaced 
under warranty 
advisory. 

 Credit amount 
$2,790 

 Value Code FD 
applied 

 Condition Code 49 – 
within product 
lifecycle 
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Billing of Devices – Example 2 

 Lead was replaced. 

 Credit amount = 

$3,600 

 Value Code FD 

applied 

 Condition Code 50 – 

replacement for 

known product recall 
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Billing of Devices – Example 3 

 ICD malfunction w/ 

battery depletion. 

 Credit amount = 

$10,320 

 Value Code FD 

applied 

 Condition Code 49 – 

within product 

lifecycle 
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5. Medical Device Credit Workflow 
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5. Medical Device Credit Policy 

 Policy Outlines Key Medicare 
Reporting Requirements 

 Use of condition codes/value codes 

 No-cost device coding 

 Investigational Device Exemption 
(IDE) Studies 

 Medicare Payment Policies 

 Prudent Buyer Principle 

 Includes required Clinical 
department actions and Billing 
staff actions 
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6. Implementation of Contractual 

Language 

 Vendor Agreement – Key Terms and Conditions 

 Include reference to the Medicare regulations for medical 
device credits. 

 Require all vendors to inform Facility of medical device 
credits. 

 Require a summary report of medical devices credits be 
provided on a monthly basis. 

 Specify minimum information requirements required on 
summary report (may be included as an Exhibit to 
contractual agreement). (refer to slide 6) 

 Include key stakeholders to receive summary reports and 
provide instructions on how reports should be submitted. 
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Findings/Observations – CURRENT 

STATE 

 Current processes only focused on cardiac devices/manufacturers. 
Expanded review to all vendors providing implantable medical devices.  

 Identified need to hold device vendors more accountable for timely, “up-
front” communication of information. Developed contractual language for 
inclusion in vendor contracts.  

 Lack of a formal process to track receipt of device credit reports. 
Established internal email account and SharePoint site for tracking. 

 Clinical Departments involved had a lack of awareness of the Medicare 
device credit requirements. Ongoing education provided to service lines. 

 Lack of a formal policy and procedure specific to medical device credits. 
Patient Accounting policy established. 

 Lack of a defined workflow to clarify the flow of information and 
responsibilities. Established workflow with clinical service line, Patient 
Accounting, and Materials Management.  
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Lessons Learned  

 Everyone needs to be involved: Physician and 

Clinical staffs, Patient Accounting, Materials 

Management, and Compliance. 

 Several vendors are still establishing device credit 

reports; many do not have a monthly, routine 

reporting processes. 

 Compliance is ongoing! 

 

24 



Questions? 

 

 

Contact Information: 

Erin.Rydell@carolinashealthcare.org 
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Save the Date 

August 27-30, 2017  

36th AHIA Annual Conference   


