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CC:PA:LPD:PR (REG–113770–10) 
Room 5203 
Internal Revenue Service 
PO Box 7604 
Ben Franklin Station 
Washington, DC 20044 
 
Re: Internal Revenue Service Notice of Proposed Rulemaking, Taxable Medical Devices, REG-113770-
10, RIN 1545-BJ44,  
 
Comments Submitted on May 7

th
 through the Federal eRulemaking Portal at http://www.regulations.gov 

(IRS REG–113770–10) 
 
The undersigned organizations (Coalition) believe that the medical device excise tax should be repealed 
in toto, or at a minimum should be greatly simplified with respect to certain “devices” used in dentistry.  
The Coalition estimates that the medical device excise tax will increase the cost of dental care by over 
$160 million annually resulting in harm to our patients and increase the overall cost of healthcare.  
 
The Coalition submits the following in response to the IRS request for comments because, at the very 
least, the proposed rule should be modified significantly to make the tax more equitable and far simpler to 
administer,  Specifically, the Coalition urges the IRS to replace its proposed multi-variable factor-weighing 
analysis for determining the applicability of the so-called “Retail Exemption” with a definition that excludes 
from operation of the tax all devices provided to a patient for his or her individual use outside of the 
medical office.   
 
As currently proposed by the IRS, one factor that weighs in favor of applying the exemption is that a 
device is not, “…primarily intended for use in a medical institution or office or by a medical professional.”  
The modification sought by the Coalition is wholly consistent with that factor.  In addition to greatly 
simplifying the administrative burden of the tax, the change would lessen the rule’s negative impact on 
patients, and particularly on dental patients as is explained further below.  
 
Medical device manufacturers, producers, and importers are likely to pass any costs imposed by excise 
taxes on to providers and ultimately patients in the form of higher prices for those devices. Good oral 
health is an essential part of an individual’s overall health and well-being. An increase in the cost of oral 
health care as a result of the excise tax on medical devices, including dental and orthodontic devices, will 
of course negatively impact access to oral health care services at a time when many are already 
experiencing economic hardship because of the slow-to-recover economy.   
 
In addition, health care professionals who operate solo or small group practices are economic engines for 
their communities as small businesses. In 2010, the most recent year for which we have survey data, 
96.2% of the dentists answering reported that they work in practices comprising five or fewer dentists. 
Operating costs for dental practices, particularly specialties, are significant, and the ability to sustain or 
grow small businesses like dental practices will be further strained with the implementation of the medical 
device tax. At a time when businesses with fewer than 50 employees account for more than 60 percent of 
job losses, it is more important than ever that the government work with small businesses to ensure that 
policies do not hinder their ability to grow.      
 
The impact that the medical device excise tax will have on patients depends on the type of 
medical device involved and this fact should be taken into account when designating which 
devices will be subject to the tax.      
 
The economic impact of the tax on patients will vary depending on the sort of “medical device” involved.  
For large ticket items used in a healthcare provider’s office, such as x-ray machines or CT scanners, the 
excise tax paid by the provider will become part of office overhead and if any of that cost is passed on it 
can be spread out among myriad patients over time.  Also, if the excise tax is given the same accounting 
treatment as sales tax it will be included as part of the total cost of the device for depreciation purposes.  
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The cost of the tax for medical devices purchased in bulk by the healthcare provider for use in treating 
patients in the medical office can also be spread among multiple patients.  Although these things do not 
eliminate the burden the tax places on providers they do somewhat mitigate its impact on individual 
patients.   
 
But the rule as currently proposed would also tax “medical devices” of a different nature entirely, namely, 
many—but not all—of those frequently customized items that are provided to a patient for individual use 
away from the medical or dental office and that will never be used by any other patient. In this regard the 
proposed rule explicitly excepts eyeglasses, contact lenses, and hearing aids from operation of the tax, 
even though these items are often made by, or to the specifications of, a healthcare professional.  
Immediately following the list of the three specific devices the proposed language goes on to exempt, 
without listing them, “every other device of a type that is generally purchased by the general public at 
retail for individual use.” All devices produced for an individual patient for his or her use outside of the 
medical office and, as the language of the so-called “retail exemption” explains, “that are not primarily 
intended for use in a medical institution or office or by a medical professional” are analogous in all 
material respects to eyeglasses, contact lenses, and hearing aids.   
 
Of course, some of these devices are permanently “implanted or inserted” into the patient’s body while 
others may be removably affixed, attached, or merely placed.  For tax purposes, however, these 
distinctions are wholly irrelevant.  Exempting all such devices as a group from the tax draws a distinct and 
understandable line between those items that are subject to the tax and those that are not.   
 
The Coalition submits that this is how the “retail exemption,” should be defined and applied.  “Retail” as 
used in the rule in connection with the Retail Exemption is clearly a term of art that the Service has 
authority to interpret, as evidenced by the current proposed rule. Unfortunately, as presently described in 
the proposed regulations the exemption is unclear, confusing, irrational, and overly complicated.  The 
complexity, vagueness, and inconsistencies are grossly compounded by the fact that application of the 
retail exemption is to be determined based on all relevant facts and circumstances in addition to at least 
seven non-exclusive enunciated factors that are often difficult to reconcile and weigh.   
 
An example of one of these factors that would apply in the dental field and for which there is no rational 
basis, is whether a device falls into Class III under the FDA system of classification. The FDA classes 
were not developed as a means for determining what devices should be subject to taxation, and inclusion 
in, or absence from, a particular FDA class list should not be used as a factor in determining tax status.   
 
Another proposed factor that would indicate that a device should be taxed is whether the device 
“generally must be implanted, inserted, operated, or otherwise administered by a medical professional.” 
On behalf of patients, the Coalition asserts that this is an artificial distinction that would lead to the illogical 
situation where a denture is not taxable but a dental crown or orthodontic braces are subject to the tax. 
Such a conclusion would be confusing to patients and practitioners alike. As discussed in more detail 
below, we believe that any dental device customized for and used by a patient should fall within the retail 
exemption.  
 
An easy to understand and administer rule concerning application of the medical device excise 
tax will serve to reduce greatly the hidden costs and inefficiencies that would otherwise be 
engendered by it. 
 
The Coalition urges the IRS to simplify compliance with the excise tax by eliminating the factors, dropping 
distinctions that do not have relevant substantive differences, and exempting any device used outside of 
the medical institution or office and exclusively by a single patient.  With respect to dental devices this 
would include, for example, bridges, dentures, orthodontic devices, crowns, dental implants, and fillings.  
Also, the test that the Coalition suggests for the retail exemption would protect patients from the risk of 
double taxation that could drive up the cost of the devices that patients use outside the dental office. For 
example, if Manufacturer Y purchases a device from Manufacturer X and uses the device for further 
manufacture, then both manufacturers must register with the IRS and Y must furnish its registration 
number to X and certify in writing that X’s devices will be used in further manufacture. If either X or Y fails 
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to do any of these things, it is the patient who suffers because the cost of the device to the patient will 
include the excise tax paid by X and the excise tax paid by Y. For reasons explained below, this double 
tax would not be spread out over many patients, or over a risk pool, when it pertains to a dental device 
used by a single patient outside the dental office—the double tax would be borne by a single patient. 
Moreover, the Coalition test would ease the administrative burden on manufacturers and on the IRS by 
eliminating some of the need for registration and certification. 
 
Without clear guidance, medical offices and patients may pay taxes on devices that should be exempt, or 
may not pay taxes on devices to which the excise tax applies. This could increase the cost of dental care 
to consumers and even result in patients postponing needed care due to cost. It would also increase the 
cost to the government of administering the excise tax. The lack of clear guidance could also force 
practices to devote time and effort to evaluating whether various devices fall within exemptions, and to 
resolving tax issues with vendors. The time and effort would be better spent providing quality patient care. 
 
There are important differences in the real life burdens that the tax will impose on dental patients 
as opposed to medical patients and thus exempting certain dental devices is warranted.   
 
In analyzing the disparate and negative effects this new tax will have on health care, it should be borne in 
mind that there are very significant differences between the reimbursement systems in place for medical 
care, on the one hand, and for dental care, on the other.  In the case of medical benefits, most take the 
form of traditional insurance.  This means that premiums of a given amount are paid to the insurance 
company, which in return for those payments is obligated to pay for the medical care of those covered by 
the policy even if the cost of care far exceeds the amount of the premiums paid. The patient is 
responsible only for the cost sharing amounts such as deductibles and copays.  
 
The fact is that medical devices, such as pacemakers, implantable defibrillators, and artificial hips, which 
are also used by a single patient, are rarely if ever paid for directly by the patients who use them. Instead, 
because of medical insurance, the costs of such medical devices are spread out over a risk pool in much 
the same way that the excise tax, as applied to a devices used clinically by a practitioner, would be 
spread out over many patients who benefit from the device.  These payments by the insurer would 
include payment of the excise tax on such medical devices. The impact of the tax on the medical patient, 
therefore, would be negligible.   
 
In contrast, what is sometimes called “dental insurance” is rarely, if ever, really “insurance” at all.  Rather, 
dental benefits are usually provided through what are called “dental plans.” These plans list the specific 
dental procedures that the plan will pay for and the amount it will pay. Many procedures are not covered, 
and the maximum annual benefits are notoriously low. Dental patients must pay out-of-pocket for any 
procedure not covered by the plan and must pay all dental costs regardless of the procedure after the 
maximum benefit amount has been reached. As a practical matter, this means that the excise tax as 
presently contemplated would have a direct impact on any dental patient that is provided with 
individualized dental devices because either, 1) payment of the tax by the dental plan would directly 
decrease the amount of the dental patient’s remaining benefit, or 2) the dental patient will have to pay the 
entire excise tax out-of-pocket if the dental plan does not cover the procedure associated with the device 
or if the patient has used up the available benefit. The impact would be even greater on the many 
individuals who are not covered by a dental plan.  This includes patients over the age of 65, of whom 77% 
must presently pay out-of-pocket for dental care. (Breaking Down Barriers to Oral Health for All 
Americans:  The Role of Finance-- A Statement from the American Dental Association, p. 9, April 2012)   
Medicare reimburses beneficiaries for relatively few dental items and services, and Medicaid generally 
covers dental care for children and not adults, and covers only a limited number of services.  Patients 
covered under these programs are likely pay out of pocket for dental services and thus bear a greater 
burden of the excise tax as applied to dental devices as opposed to medical devices. 
 
Given these differences in payment schemes, even if medical devices as described above were not 
universally shielded from the tax it would be highly appropriate to exempt dental devices used by a single 
patient.  
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The rationale used to justify the excise tax in the medical field does not apply to the dental field. 
 
The Coalition understands that the rationale justifying imposition of the tax is, at least in part, that  under 
the Patient Protection and Affordable Care Act there  will be more patients and, therefore, more revenue 
for the medical segment of healthcare.  Under this reasoning, additional revenue would in part offset the 
added expense of the excise tax. There are, however, no elements within the Act that would result in 
additional revenue  related to the adult dental patient segment.  The tax, therefore, places an inequitable 
burden on the dental community and on dental patients.  
 
The Coalition urges IRS to exempt dental devices donated for charity care. 
 
The preamble to the NPRM states that “[g]enerally, the manufacturers excise tax attaches when the title 
to the taxable article passes from the manufacturer to a purchaser,” and that “[w]hen title passes is 
dependent upon the intention of the parties as gathered from the contract of sale and the attendant 
circumstances.” To encourage the provision of charity care to needy patients, the ADA urges IRS to 
clarify that the excise tax does not attach when a manufacturer donates dental devices for charity care. 
Dental device manufacturers sometimes donate dental devices for use in charitable care provided by the 
tens of thousands of dentists who provide free care to hundreds of thousands of disadvantaged people 
each year through volunteer programs such as Give-Kids-A-Smile, Donated Dental Services, and 
Missions of Mercy. According to one survey, the value of this donated care amounted to $1.6 billion in a 
single year. The public benefit conferred through charity care outweighs the benefit (if any) of reporting 
these payments and transfers of value. Thus, applicable manufacturer support of charity care should be 
excluded from reporting whether the support is direct or indirect, in cash or in kind, and regardless 
whether the applicable manufacturer is aware or becomes aware of the identity of the covered recipient. 
An applicable manufacturer should not be required to report payments or in-kind items provided to 
covered recipients or third parties in support of charity care. 
 
The Coalition urges IRS to exclude kits from the excise tax. 
 
Dental devices are sometimes sold as part of a kit or tray. Some kits may contain a combination of 
taxable devices, exempt devices, and/or items that are not devices. Under the proposed rule: 

 a kit is subject to the excise tax if the kit itself is a device listed by the FDA 

 assembling a kit constitutes “further manufacture,” so the entire sale price of the kit is subject to 
the excise tax  

Under the proposed rule, if a device manufacturer is registered with the IRS as a manufacturer of taxable 
medical devices, it can sell devices tax-free to a kit manufacturer that is similarly registered, provided the 
kit manufacturer furnishes its registration number to the device manufacturer and certifies in writing that 
the scalpels will be used in further manufacture.  
 
This approach may have unintended consequences because it results in double taxation when 
distributers purchase medical devices and include them in kits. Moreover, items that are not medical 
devices would be subject to the excise tax because the tax would be imposed on the price of the entire 
kit, not just the taxable medical devices in the kit. Consequently, the proposed rule would increase the 
cost of care by taxing certain devices twice and by taxing items that are not medical devices. 
 
We urge the IRS to exclude kits from the excise tax, and to impose the tax exclusively on medical devices 
themselves, when they are sold by their manufacturers. 
 
Rebates, bonuses, and warranties. 
 
Under the proposed rule, if a manufacturer:  

 replaces a device under warranty, the replacement would be taxed on the amount, if any, that it 
receives for the new device 

 issues a rebate when the tax is due, the tax would be paid on the original price less the rebate 

 issues a rebate after the tax is due, it may claim a credit or refund as a result of the rebate 
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 includes bonus devices at no charge in a sale of  taxable devices, the tax would apply to the total 
price for the order 
 

In the event that the excise tax on medical devices is not repealed, and assuming that the clarifications 
requested elsewhere in this letter are provided by the IRS, the Coalition supports IRS proposed rule 
concerning rebates, bonuses, and warranties.  
 
The Coalition urges the IRS to delay implementation of the excise tax until it has worked with 
stakeholders to develop clear guidance as to which dental devices fall within an exemption. 
 
In an April 4, 2012 letter to the Centers for Medicare and Medicaid Services (“CMS”) regarding the 
Physician Payments Sunshine Act proposed rules, Sen. Charles E. Grassley and Sen. Herb Kohl 
stressed the importance of optimal, evidence-based care for patients and the risk of increased costs to 
consumers and the health care system. Senators Grassley and Kohl urged CMS to work closely with 
stakeholders to finalize the rules “so that they comprise a feasible approach to providing the valuable data 
that patients deserve,” and to avoid unintended consequences. The Senators encouraged CMS “to be 
clear on guidelines and context so that the data posted online is meaningful and understandable.” They 
stressed the need for “mechanisms by which disputes can be reported as smoothly as possible” and the 
provision of data in a “user friendly manner” with “terms and product and manufacturer names 
recognizable to patients.” Finally, the Senators stated that CMS should increase its outreach to 
physicians and other covered recipients. 
 
In much the same spirit, the Coalition is concerned that the proposed rule for the medical device excise 
tax could make access to healthcare less affordable and could act as a deterrent to patients seeking 
medical care. We stress the importance of optimal, evidence-based dental care for patients, and the need 
to avoid the risks that the excise tax can pose to consumers and the health care system through 
confusion and increased costs. Thus, the Coalition urges IRS to work closely with stakeholders to 
develop a feasible approach that provides information that practitioners and patients can understand, and 
that avoids unintended consequences that could harm patients by increasing the cost of care or by 
causing health care providers to devote time and effort to understanding and complying with confusing 
regulations—time and effort better spent on quality patient care. Furthermore, we urge the IRS to provide 
clear, user-friendly, and meaningful guidelines on the excise tax and its exemptions and to develop 
mechanisms by which disputes over exemptions can be resolved quickly and smoothly. Finally, the 
Coalition urges IRS to increase its outreach to providers about implementation and compliance with the 
medical device excise tax. 
 
If there are questions concerning these comments, please contact Dr. Frank Kyle in the ADA Washington, 
DC Government and Public Affairs Office at 202-789-5175 or by e-mail at kylef@ada.org. 
 
 
Sincerely, 
 
 
Academy of General Dentistry 
American Academy of Periodontology 
American Academy of Oral and Maxillofacial Pathology 
American Academy of Pediatric Dentistry 
American Association of Oral and Maxillofacial Surgeons 
American Dental Association 
American Society of Dentist Anesthesiologists 
Dental Trade Alliance 
Hispanic Dental Association 
National Association of Dental Laboratories 
National Dental Association 
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