
M
edicare reduces payments for certain 
device-intensive procedures when a hospital 
receives a medical device at no cost or with 
a full or partial credit. These credits can 

result from product replacement due to recalls or other 
substitution before the end of the typical product lifecycle 
such as replacement under warranty, or initial placement (a 
clinical trial or free sample). The statutory requirements for 
medical device credit payment adjustments are outlined 
under 42 CFR §412.89.

The device credit billing requirements apply to inpatient and 
outpatient Medicare claims, and the requirements are now 
generally consistent. You will, however, see some differences 
in how the regulations define the procedures to which the 
requirements apply and how reimbursement is affected. The 
determining factor is the level of care, per the following.

Inpatient – Each year CMS publishes, in the Inpatient 
Prospective Payment System (IPPS) Final Rule, an update 
of procedures to which the requirements apply. As of 
October 1, 2015, there are 49 Medicare Severity Diagnosis-
Related Groups (MS-DRGs).1 For your planning, the annual 
IPPS updates are typically finalized during August or 
September of each year.

When a medical device credit is reported for an inpatient 
procedure, Medicare reduces the MS-DRG payment dollar-
for-dollar.

Outpatient – Each year CMS publishes, in the Outpatient 
Prospective Payment System (OPPS) Final Rule, an update of 
“device-intensive” procedures to which the requirements  
apply and lists those procedure codes. There are 18 applicable 
procedures.2 For your planning, the annual OPPS updates are 
typically finalized during November or December of each 
year.

For years, CMS also published a list of specific devices to 
which the rules applied. However, CMS communicated in the 

1 CY 2016 IPPS Final Rule (Federal Register Volume 80, Number 158 [August 17, 
2015], 49423-49424

2 CY 2016 OPPS Final Rule, Table 42 (Federal Register Volume 80, Number 219 
[November 13, 2015], 70422)
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FY 2016 OPPS updates that it will no longer publish a device 
listing, effective January 1, 2016. 

When a medical device credit is reported for an outpatient 
procedure, Medicare reduces payment by the amount of the 
credit, limited to the total amount of the “device offset.”

Why is this high risk?
The OIG has included reviews of medical device credit billing 
in Annual Work Plans back to Fiscal Year 2011. The topic 
remains on the OIG’s FY2016 Work Plan: “We will determine 
whether Medicare payments for replaced medical devices 
were made in accordance with Medicare requirements…
Prior OIG reviews have determined that MACs have made 
improper payments to hospitals for inpatient and outpatient 
claims for replaced medical devices.”3

The OIG also includes evaluation of inpatient and 
outpatient medical device credit billing in the scope of its 
comprehensive Medicare Compliance Reviews. The OIG 
audit reports indicate many audited providers have had 
to return a significant amount of reimbursement due to 
individual claim errors and/or systemic process challenges.

If you plan to conduct an audit 
that spans multiple years, it is 
important to apply the rules 
applicable for each year.

Providers have found compliance with a seemingly simple 
regulation to be complex. The procuring, tracking and 
accounting for and using/implanting these devices involves 
a combination of clinical and operational departments 
and the cooperation of and information from device 
manufacturers. There are multiple hand-offs between 
departments, coupled with varying staff involvement.

3 U.S. Department of Health and Human Services (HHS) Office of Inspector 
General (OIG) Work Plan for Fiscal Year 2016, Page 7

From start to finish, there are various procedures, internal 
controls and transactional documents, some computerized 
and some manual. Additionally, these products come from 
a number of vendors, each with their own ways of doing 
business.

Medicare billing rules
The billing rules appear in the Medicare Claims Processing 
Manual, Chapter 4, §61.3.5, and include:

 • Effective January 1, 2014, when a hospital furnishes a 
medical device and receives a credit of 50 percent or 
more of the cost from a manufacturer, the hospital must 
report the amount of the device credit in the amount 
portion for value code “FD” (Credit Received from the 
Manufacturer for a Medical Device) on the claim.

 • Also effective January 1, 2014, hospitals must report one 
of the following condition codes when the value code 
“FD” is present on the claim:

 ◦ 49 Product Replacement within Product Lifecycle – 
Replacement of a product earlier than the anticipated 
lifecycle

 ◦ 50 Product Replacement for Known Recall of a 
Product – Manufacturer or FDA has identified the 
product for recall and therefore replacement

 ◦ 53 Initial placement of a medical device provided 
as part of a clinical trial or free sample – Code is for 
outpatient claims that have received a device credit 
upon initial medical device placement in a clinical trial 
or a free sample

The Medicare Claims Processing Manual, Chapter 32, §67.2.1, 
specifies that providers must report these condition codes 
on any inpatient or outpatient claim to identify medical 
devices that are provided by a manufacturer at no cost or 
with full credit due to warranty, recall or free sample.

For inpatients – When a provider receives a device credit 
of 50 percent or more and for a procedure in the listing of 
applicable DRGs, the provider must report on the UB-04 
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(CMS-1450): the Value Code FD, the amount of the credit, 
and the applicable Condition Code.

For outpatients – When a provider receives a device credit 
of 50 percent or more for a procedure in the listing of 
applicable APCs, the provider must report: the Value Code 
FD, the amount of the credit, and the applicable Condition 
Code.

The Medicare device credit billing requirements have 
evolved over time. If you plan to conduct an audit that spans 
multiple years, it is important to apply the rules applicable 
for each year.

The most significant result of recent regulatory changes 
is that they have aligned the payment/reimbursement 
methodology for inpatient and outpatient device credits. 
When a medical device credit is reported for an outpatient 
procedure, Medicare reduces payment by the amount of the 
credit, limited to the total amount of the device offset. This 
was not the case before 2014.

Assess the risk
Compliance with the Medicare device credit requirements 
can be tricky and will likely require collaboration and 
coordination between coding, patient financial services, 
finance, materials management, the applicable clinical 
service, and quite possibly vendors.

The applicable devices and procedures requirements were 
historically focused on cardiology, but have expanded 
to include other types of devices and services, such as 
urological, orthopedic, and ear, nose and throat devices. 
The high-priced cochlear implant is a particular area of 
government focus. The OIG has sent to some providers 
questionnaires inquiring about relevant credits for 
these devices and whether the providers billed these 
appropriately.

Your review process
The first step in your audit is to review the current CMS list 
of applicable procedures and determine if and where they 
are provided in your organization. Applying data analytics 
will help you to more easily see volumes, and identify the 
departments and stakeholders involved.

Gather leaders from affected departments to educate them 
on the requirement and work with them to define the scope 
of the review. When the leaders understand the risk and 

purpose of the review, you can begin to assess how each 
department handles device credits.

Review each department’s procedures and assess the 
corresponding internal controls. Key questions include:

1. Is the department aware of the specific procedures to 
which the device credit rules apply?

2. How is it determined that a device credit is expected or 
has been received?

3. For credits received, what documentation is prepared 
and what calculations are made to determine whether 
it was 50 percent or more of the cost of the device, and 
who completes the calculation?

4. How and when are device credits addressed? Are they 
handled by the service-provider department at the 
time of charge entry? Are they handled downstream by 
patient financial services?

5. How is the billing process handled for device credits? 
Is billing happening in accordance with the Medicare 
regulations?

Review each department’s 
procedures and assess the 
corresponding internal controls.

Your audit should confirm that established procedures 
are occurring and that internal controls are functioning 
by observing, documenting and testing the processes. 
Any gaps in current process and opportunities for 
improvement should be discussed with department 
leadership so they can develop and implement the 
needed action plans.

If the results of your review show there may be 
deficiencies, you should consider conducting a 
retrospective audit of medical device credit billing. The 
scope and timeframe for such an audit will depend on 
the specific findings of the review. A reasonable starting 
point would be to conduct an audit for the most recent 
six-month period. Based on those results, a decision of 
whether to expand the period can be made.

It is prudent to create a process for conducting periodic internal auditing of 
compliance with the medical device credit requirements.
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To approach this you can:

 • Identify the vendor(s) from whom devices were pur-
chased (recognizing rules may have changed over time)

 • Request from the vendor(s) a report of all device credits 
issued to your organization

 • Conduct a “50 percent threshold” analysis to identify 
those claims to which the rules apply

When the rules apply, you will need to review each claim to 
determine if it was appropriately billed, considering:

 • Was the required “FD” value code applied?

 • Was the amount of the device credit included on the 
claim in the amount portion for the “FD” value code?

 • Was the applicable Condition Code included on the 
claim?

Implement best practices
Recommended best practices for ongoing compliance 
and risk mitigation include the following key documents, 
processes and internal controls:

1. Institute a Medicare medical device credit policy 
that clearly summarizes current device credit billing 
requirements and overall responsibilities of various 
departments and for the organization as a whole.

2. Prepare detailed process/workflow documentation 
outlining specific procedures for handling medical 
device credits (e.g., what does the workflow involve from 
start to finish, which departments own what elements of 
the workflow, etc.).

3. Require medical device vendors to provide your 
organization with routine reports of issued device 
credits. For example, you may consider requiring as part 
of contract terms and conditions that vendors provide 
quarterly device credit reports and define internal 
contacts to whom they should be provided.

Medical device resources

Citation Link Notes

42 CFR §412.89 www.gpo.gov/fdsys/pkg/CFR-2010-title42-vol2/pdf/CFR-2010-title42-vol2-
sec412-89.pdf

MLN MM5860 www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/
MLNMattersArticles/downloads/MM5860.pdf

This resource is a 2008 CMS MLN 
Matters that summarizes the initial 
inpatient medical device credit rules 
and MS-DRG listing.

MLN MM9121 www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/
MLNMattersArticles/Downloads/MM9121.pdf

This resource is a CMS MLN Matters 
that summarizes the changes to 
the “device-dependent” MS-DRGs 
implemented via the 2016 IPPS Final 
Rule, effective October 1, 2015.

CY 2016 IPPS 
Final Rule

www.gpo.gov/fdsys/pkg/FR-2015-08-17/pdf/2015-19049.pdf See page 49424 for the list of MS-
DRGs subject to the device credit 
policy.

CY 2015 OPPS 
Final Rule

www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/
clm104c32.pdf

See Tables 26 & 27 on page 66873.

Published 
OIG Hospital 
Compliance 
Review Reports

http://oig.hhs.gov/newsroom/podcasts/hospital-compliance/

CMS Medicare 
Claims 
Processing 
Manual, Ch. 4

www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/
clm104c04.pdf

CMS Medicare 
Claims 
Processing 
Manual, Ch. 32

www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/
clm104c32.pdf
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4. Provide ongoing education. Department leaders and 
other stakeholders impacted by the medical device 
credit requirements should be provided with regular 
education. It is important to provide education and 
communication when requirements change.

5. Conduct auditing and monitoring. It is prudent to 
create a process for conducting periodic internal 
auditing of compliance with the medical device credit 
requirements. This is an example of a great opportunity 
for collaboration between corporate compliance and 
internal audit.

Conclusion
Compliance with the Medicare medical device credit 
requirements requires interdisciplinary collaboration and is 
a risk area that cannot be effectively mitigated via a “siloes” 
approach. Organizations need to implement clearly defined 
processes and internal controls. The compliance and internal 
audit departments should continue to monitor for changes 
to the requirements, particularly changes in the specific 
applicable procedures. There are many regulatory resources 
and industry articles you will find helpful. The sidebar 
includes references and links to some of these resources. NP

Require medical device vendors to provide your organization  
with routine reports of issued device credits.
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