
Tax Insights 
from Tax Services 
Issue 2013-16 

www.pwc.com/ca/taxinsights 

  
New US Medical Device Excise Tax: 
What it means for your company 

October 24, 2013 

In brief 

Since January 1, 2013, manufacturers, producers and importers of medical devices have been liable for a 
2.3% US federal excise tax, known as the Medical Device Excise Tax (MDET), on sales made in the US. 

 

In detail 

If your company manufactures, 

produces or imports medical 

devices, now is the time to 

consider the MDET.  

During the recent US 

government shutdown, the 

Republican Party tried to repeal 

the MDET. The effort failed – 

despite industry lobbying – so 

the MDET continues to apply.  

What products are taxable? 

The MDET applies on sales of 

any medical device that is 

intended for humans. The 

definition1 encompasses an 

instrument, apparatus, 

implement, machine, 

contrivance, implant, in vitro 

reagent, or other similar or 

related article.   

It also includes associated parts 

and accessories that are: 

                                                             
1. For purposes of the MEDT, a 

device is defined in section 201(h) 
of the US Federal Food, Drug, 
and Cosmetic Act (FFDCA). 

 recognized in the official 
National Formulary, or the 
US Pharmacopeia, or any 
supplement to them  

 intended for use in the 
diagnosis, cure, treatment 
or prevention of disease or 
other conditions, or 

 intended to affect the 
structure or any function of 
the body, excluding 
products that rely on:  

  a chemical reaction 
within or on the body, 
or  

  being metabolized to 
achieve their primary 
intended purposes   

Four exceptions  

Four categories are exempt from 

the MDET:  

 products exported or 
destined for export 

 components for further 
manufacture 

 products sold for non-
human use 

 eyeglasses, contact lenses, 

hearing aids or ‘any other 

medical device determined 

by the Secretary as 

generally purchased by the 

general public at retail for 

individual use’ 

Compliance requirements  

Generally, the MDET must be 

paid twice each month. 

However, IRS Form 720, 

‘Quarterly Excise Tax Return’ 

must be filed in the month 

following the calendar quarter.  

Next steps for your company 

You should estimate the cost of 

the MDET to your company and 

its effect on your business 

operations. 

Also, review any projections 

already made and the 

underlying assumptions, given 

the many uncertainties 

regarding exceptions and 

pricing.   

Equally important, consider any 

planning steps that could 

mitigate the tax. 
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Assess the time and resources 

required to comply with the new 

excise tax. System updates or 

configurations may be required to 

handle revenue and tax computations 

for taxable medical devices. You might 

need a mechanism for tracking 

purchases.   

New processes must also be 

established to handle registration 

requirements, exemptions and credit 

and refund issues. 

How PwC can help 

The MEDT presents numerous 

complexities and challenges that we 

can help you address. 

Calculating the MEDT 

We can help analyze your products, 

revenues, customers and the end-use 

of your products to refine previous 

management estimates. This includes 

determining:  

 which medical devices are taxable 

 the end users  

 the intended use of the product   

 the constructive sales price of the 
product on which the MEDT is 
imposed  

Addressing the complexities 

Our planning assistance will make it 

easier for you to deal with the MDET’s 

uncertainties. We can help you 

evaluate and plan around the specific 

issues that affect your company. In 

particular: 

 How will the tax be applied to 
combination products that 
contain devices and 
pharmaceuticals (e.g. inhalers, 
filled syringes)? 

 Does the computation differ 
depending on how the device is 
distributed? 

 Does the tax apply to:  

  product samples, 
demonstration products, 
evaluation products, loans of 
surgical instrumentation, 
testing and development of 
products? 

  kitting/bundling or bulk 
manufacturing processes? 

  spare parts? 
  contract manufacturers? 
  products sold to assisted 

living facilities for patients’ 
individual use? 

  devices subject to binding 
contracts executed before 
January 1, 2013? 

  customers who use a device 
for both medical and non-
medical use? 

Restructuring operations 

PwC can also help you evaluate your 

supply chain structure. The MDET 

may create opportunities to 

restructure operations and product 

flow.  

Changes in product flow and pricing 

could also alter the fundamental arm’s 

length pricing principles in your 

supply chain. 

Establishing compliance 

processes  

To help you fulfill the MEDT’s 

administrative requirements, we can 

work with you to set up systems, 

compliance processes and procedures.   

Regarding the many system changes 

that may be required, we can help 

you: 

 modify accounts receivable and 
billing systems to accommodate 
the pricing procedures, tax codes 

and adjustments to the taxable 
base in order to accurately 
calculate and automate the 
accounting for the MDET  

 develop processes for tracking 
specific exemptions, such as 
exports and devices sold for 
further manufacture 

 monitor inventory withdrawals to 
detect specific fact patterns, such 
as devices issued for 
manufacture’s own use, sales of 
components for further 
manufacture, samples, spare 
parts, etc. 

 create custom reports that track 
the jurisdiction, customer, taxable 
base, exemptions and the tax 
calculated for the period 

 develop procedures to track 
master data changes and tax 
classification 

IT departments will need assistance 

identifying priorities for system 

requirements and will have to confirm 

when requisite testing and updating of 

procedures are complete. As well, for 

accurate and timely compliance with 

the new law, various processes must 

be updated. We can help you review 

these efforts.  

Helping with other areas 

Other areas that warrant attention 

include planning for the impact on: 

 master data maintenance, credit 
notes, debit notes, discounts, 
volume and other rebates, 
chargebacks, coupons, deposits, 
partial payments and bad debt 
arrangements 

 human resources, such as the 
need for additional resource, staff 
training, policy changes 
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Let’s talk 

For a deeper discussion of how the MDET might affect your business, please contact your PwC advisor or any of the 

following: 

 

Prabh (Bob) Singh, Pharmaceutical 
and Life Sciences Leader  
+1 905 815 6405 
prabh.singh@ca.pwc.com 
 
Ian Heine, Corporate Tax 
+1 604 806 7706 
ian.d.heine@ca.pwc.com 
 

Nadia Manin, US State Tax 
+1 416 869 2687 
nadia.manin@ca.pwc.com 
 

Libarid Guluzian, Corporate Tax 
+1 514 205 5275 
libarid.guluzian@ca.pwc.com 

   

 Tax News Network (TNN) provides subscribers with Canadian and international information, insight and 
analysis to support well-informed tax and business decisions.  

Try it today at www.ca.taxnews.com or 1 866 Tax News (1 866 829 6397). 
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