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Sponsor Statement 
HJR 2 0

R e p e a l  t h e  2 . 3 %  M e d i c a l  D e v i c e  T a x

H JR  20 sends a strong m essage to Congress and the President to eliminate the 
2 .3%  medical device tax that is part o f  the Affordable Care A ct (“ Obamacare” ). 
The tax applies to medical devices such as pacemakers, heart stents, artificial hips 
and limbs.

The medical device tax w ill substantially increase the cost o f  health care by first 
taxing the manufacturer who in turn w ill pass the higher costs on to the patients. It 
creates a chilling effect on business by punishing researchers and manufacturers o f  
hi-tech medical devices.
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TO: Representative Bob Lynn
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RE: Federal Excise Tax on Certain Medical Devices under the Affordable Care Act

LRS Report 14.133

You asked several questions about the federal excise tax on medical devices. Specifically, you 
wished to know how "medical devices" are defined under the Affordable Care Act; whether the tax 
applies to the sale of commonly used items such as eyeglasses and hearing aids; whether it applies 
to imported as well as domestically produced devices; and whether it applies to the sale price or to 
net profits. You also wished to know if the excise tax has been the subject of repeal efforts, and if 
so, the arguments for and against such repeal.________ _______________

Legislation commonly known as the Affordable Care Act (ACA) is comprised of the Patient Protection and Affordable Care Act 
(P.L 111-148) in conjunction with the Health Care and Education Reconciliation Act of 2010 (P.L 111-152). Section 1405 of 
P.L 111-152 added to the Internal Revenue Code a new section (4191) that Imposes an excise tax equal to 2.3 percent of the 
sale price of any taxable medical device sold in the U.S. by a manufacturer, producer, or importer.

The term taxable medical device is any device defined under section 201 (h) of the Federal Food, Drug, and Cosmetic Act 
(FFDCA) that is intended for humans.1 The section describes devices that are sold to hospitals and medical professionals and 
that require clinical expertise, such as pacemakers, stents, defibrillators, artificial joints, and CAT scan and MRI machines. 
While the general definition of taxable medical device is by reference, Section 1405 nevertheless makes explicit that certain 
items are not subject to the tax. Eyeglasses, contact lenses, and hearing aids are specifically exempted, along with

any other medical device determined. . .  to be of a type which is generally purchased by the 
general public at retail for indMdual use (known as the retail exemption).2

The tax has been a subject of ongoing debate, with several past attempts at repeal. Opponents of the tax, including some 
members of both parties in Congress, have expressed concern that uncertainty and confusion over compliance will harm the 
medical technology industry. Reports from the Industry itself argue that the tax is discriminatory, will chill innovation, and will 
cause the loss of many thousands of jobs. Supporters refute these charges and point out that tire $30 billion in revenue that 
the tax is expected to produce through 2022 Is a critical part of the health care reform financing package which is supported 
by new levies on many sectors. They further argue that the influx of new business in combination with IRS rules that allow 
businesses to deduct excise taxes that are "ordinary and necessary expenses," will offset the financial impact to the industry.’

Arguments for both camps are presented in the attached document by the Kaiser Foundation, "What's at Stake if Congress 
Repeals the Medical Device Tax." We hope this is helpful. If you have questions or need additional Information, please let us 
know.

1 We Include as Attachment A the two pager comprising Section 1405 of P.L 111-152; the pertinent page of the Internal Revenue Code (26 
USC 4191); and section 201(h) of the Federal Food, Drug, and Cosmetic Act, codified at 21USC 321(h).

* Regulations subsequently promulgated specify that the determination of whether a device Is ot a type that qualifies for the retail exemption 
are to be made based on the 'overall balance of factors relevant to the particular type of device The fact that a device is of a type that requires a 
prescription Is not a factor In the determination of whether or not the device falls under the retail exemption.' Attachment B contains the final 
regulations associated with taxable medical devices, 26 CFR 48 4191-2.

’ FactCheck.org, a protect of the Annenberg Public Policy Center, cites Moody's Investor Services as estimating that IRS deductions will bring 
the net tax effect to about 1S percent Eugene Kiely, 'Boehner and the Medical Device Tax,* The Wire, October 9,2013.
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Attachment A

Section 1405 of Public Law 111-152; 
Pertinent parts of 26 USC 4191; and 

2 1 USC 321(h)



Ante, p. 669.

124 STAT.

26 USC 4001 
note prec.

26 USC 4191. 

Definition.

SEC. 1404. BRAND NAME PHARMACEUTICALS.
(a) In General.—Section 8008 of the Patient Protection and 

Affordable Care Act is amended—
(1) in subsection (aXl), by striking “2009” and inserting 

“2010”;
(2) in subsection (b)—

(A) by striking “$2,300,000,000” in paragraph (1) and 
inserting The applicable amount”; and

(B) oy adding at the end the following new paragraph: 
“(4) Applicable AMOUNT.—For purposes of paragraph (1),

the applicable amount shall be determined in accordance with 
the following table:

“C a len d ar y ear A pplicable am oun t
2011 $2,500,000,000
2012         $2,800,000,000
2013 .... ............................................................ ........... . $2300,000,000
2014 ................................................................................. $3,000,000,000
2016  .................................. .................. .......................  $3,000,000,000
2016 ...................................... ....................................... . $3,000,000,000
2017  ......... ......................................... .......... ........ ....... $4,000,000,000
2018   ..................... ..................... ...............  $4,100,000,000
2019 and thereafter  .............................................. $2300,000,000.*;

(3) in subsection (d), by adding at the end the following

1064 PUBLIC LAW 111-152—MAE. 30, 2010

(3) JOINT AND SEVERAL LIABILITY.—If more than one per­
son is liable for payment of the fee under subsection (a) with 
respect to a single covered entity by reason of the application 
of paragraph (2), all such persons shall be jointly and severally 
liable for payment of such fee.”; and

(4) by striking subsection (j) and inserting the following 
new subsection:
“(j) Effective Date.—This section shall apply to calendar years 

beginning after December 31,2010".
(b) Effective Date.—The amendments made by this section 

shall take effect as if included in section 9008 of the Patient Protec­
tion and Affordable Care Act
SEC. 1406. EXCISE TAX ON MEDICAL DEVICE MANUFACTURERS.

(a) In General.—Chapter 32 of the Internal Revenue Code 
of 1986 is amended—

(1) by inserting after subchapter D the following new sub­
chapter:

“S u b c h a p te r  E—M edical D evices 

“Sec. 4191. Medical devices.

“SEC. 4191. MEDICAL DEVICES.
“(a) In General.—There is hereby imposed on the Bale of 

any taxable medical device by the manufacturer, producer, or 
importer a tax equal to 2.3 percent of the price for which so 
sold.

“(b) Taxable Medical Device.—For purposes of this section­
a l)  In GENERAL.—The term ‘taxable medical device’ means 

any device (as defined in section 201(h) of the Federal Food, 
Drug, and Cosmetic Act) intended for humans.

“(2) Exemptions.—Such term shall not include—



PUBLIC LAW 111-152—MAR. 30, 2010 124 STAT. 1065

“CA) eyeglasses,
“(B) contact lenses,
“(C) hearing aids, and
“(D) any other medical device determined by the Sec­

retary to be of a type which is generally purchased by 
the general public at retail for individual use.", and 
(2) by inserting after the item relating to subchapter D 

in the table of subchapters for such chapter the following new 
item:

“ SUBCHAPTER E. MEDICAL DEVICES” .

(b) Certain Exemptions Not to Apply.—
(1) Section 4221(a) of the Internal Revenue Code of 1986

is amended by adding at the end the following new sentence: 26 USC 4221. 
“In the case of the tax imposed by section 4191, paragraphs 
(3), (4), (5), and (6) shall not apply”.

(2) Section 6416(b)(2) of such Code is amended by adding 26 USC 6416. 
at the end the following: “In the case of the tax imposed
by section 4191, subparagraphs (B), (C), (D), and (E) shall 
not apply.”.
(c) Effective Date.—The amendments made by this section 26 use 4191 

shall apply to sales after December 31,2012. note.
(d) Repeal of Section 9009 of the Patient Protection

and Affordable Care Act,—Section 9009 of the Patient Protection Effective date, 
and Affordable Care Act, as amended by section 10904 of such 
Act, is repealed effective as of the date of enactment of that Act.
SEC. 1406. HEALTH INSURANCE PROVIDERS.

(a) In General.—Section 9010 of the Patient Protection and 
Affordable Care Act, as amended by section 10905 of such Act, 
is amended—

(1) in subsection (aXl), by striking “2010” and inserting 
“2013”;

(2) in subsection (bX2>—
(A) by striking “For purposes of paragraph (1), the 

net premiums” and inserting “For purposes of paragraph

“(A) In general.—The net premiums”; and
(B) by adding at the end the following subparagraph:
“(B) Partial exclusion for certain exempt activi­

ties.—After the application of subparagraph (A), only 50 
percent of the remaining net premiums written with respect 
to health insurance for any United StateB health risk that 
are attributable to the activities (other than activities of 
an unrelated trade or business as defined in section 513 
of the Internal Revenue Code of 1986) of any covered 
entity qualifying under paragraph (3), (4), (26), or (29) 
of section 501(c) of such Code and exempt from tax under 
section 501(a) of such Code shall be taken into account.”;
(3) in subsection (c)—

(A) by inserting “during the calendar year in which 
the fee under this section is due” in paragraph (1) after 
“risk”;

(B) in paragraph (2), by striking subparagraphs (C),
(D), and (E) and inserting the following new subparagraphs:

“(C) any entity—

Ante, p. 862, 
1016.

Ante, p. 866, 
1017.



§ 4191. Medical devices, 26 USCA § 4191

United States Code Annotated 
Title 26 . Internal Revenue Code (Refs & Annos)

Subtitle D. Miscellaneous Excise Taxes (Refs & Annos)
Chapter 32 . Manufacturers Excise Taxes (Refs & Annos)

Subchapter E. Medical Devices

26 U.S.C.A. § 4191 

§ 4191. Medical devices 

Currentness

(a) In general.--There is hereby imposed on the sate of any taxable medical device by the manufacturer, producer, 
or importer a tax equal to 2.3 percent of the price for which so sold.

(b) Taxable medical device.-For purposes o f this section-

(1) In gencra!.-The term “taxable medical device” means any device (as defined in section 201(h) of the 
Federal Food, Drug, and Cosmetic Act) intended for humans.

(2) Exemptions.—Such term shall not include-

(A) eyeglasses,

(B) contact lenses,

(C) hearing aids, and

(D) any other medical device determined by the Secretary to be of a type which is generally purchased by 
the general public at retail for individual use.

CREDIT(S)
(Added Pub.L. 111-152, Title I, § 1405(a)(1), Mar. 30,2010,124 Stat. 1064.)

26 U.S.C.A. § 4191,26 USCA § 4191
Current through P.L. 113-57 (excluding P.L. 113-54 and 113-56) approved 12-9-13

but? i»f Document ' < . • Thonwm Kculcrv No cloini lo original (rovemnwni Works.



§ 321. Definitions; generally, 21 USCA § 321

United States Code Annotated 
Title 21. Food and Drugs (Refis & Annos)

Chapter 9 . Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter II. Definitions (Refs & Annos)

21 U.S.CA. § 321

§ 321. Definitions; generally

Effective: June 22,2009 
Currentness

For the purposes of this chapter-

(a)(1) The term “State”, except as used in the last sentence o f section 372(a) o f this title, means any State or 
Territory of the United States, the District of Columbia, and the Commonwealth of Puerto Rico.

(2) The term “Territory” means any Territory or possession of the United States, including the District of 
Columbia, and excluding the Commonwealth of Puerto Rico and the Canal Zone.

(b) The term “interstate commerce” means ( I) commerce between any State or Territory and any place outside 
thereof, and (2) commerce within the District of Columbia or within any other Territory not organized with 
a legislative body.

(c) The term “Department” means Department of Health and Human Services.

(d) The term “Secretary” means the Secretary of Health and Human Services.

(e) The term “person” includes individual, partnership, corporation, and association.

(0  The term “food” means (1) articles used for food or drink for man or other animals, (2) chewing gum, and
(3) articles used for components of any such article.

(g)(1) The term “drug” means (A) articles recognized in the official United States Pharmacopoeia, official 
Homoeopathic Pharmacopoeia o f  the United States, or official National Formulary, or any supplement to any 
of them; and (B ) articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention o f disease 
in man or other animals; and (C) articles (other than food) intended to affect the structure or any function of 
the body of man or other animals; and (D) articles intended for use as a component of any article specified 
in clause (A), (B), or (C). A food or dietary supplement for which a claim, subject to sections 343(r)(l)(B) 
and 343(r){3) o f  this title or sections 343(0(1 )(B) and 343(rX5)(D) of this title, is made in accordance with the 
requirements o f section 343(r) o f this title is not a drug solely because the label or the labeling contains such 
a claim. A food, dietary ingredient, or dietary supplement for which a truthful and not misleading statement is



§ 321. Definitions; generally, 21 USCA § 321

made in accordance with section 343(r)(6) of this title is not a drug under clause (C) solely because the label 
or the labeling contains such a statement.

(2) The term “counterfeit drug” means a drug which, or the container or labeling of which, without authorization, 
bears the trademark, trade name, or other identifying mark, imprint, or device, or any likeness thereof, o f a 
drug manufacturer, processor, packer, or distributor other than the person or persons who in fact manufactured, 
processed, packed, or distributed such drug and which thereby falsely purports or is represented to be the product 
of, or to have been packed or distributed by, such other drug manufacturer, processor, packer, or distributor.

(h) The term “device'’ (except when used in paragraph (n) o f  this section and in sections 3 3 1 (i), 3 4 3 (0 ,352(c), 
and 362(c) of this title) means an instrument, apparatus, implement, machine, contrivance, implant, in vitro 
reagent, or other similar or related article, including any component, part, or accessory, which is--

(1) recognized in the official National Formulary, or the United States Pharmacopeia, or any supplement 
to them,

(2) intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or 
prevention of disease, in man or other animals, or

(3) intended to affect the structure or any function of the body of man or other animals, and

which does not achieve its primary intended purposes through chemical action within or on the body o f man 
or other animals and which is not dependent upon being metabolized for the achievement of its primary 
intended purposes.

(i) The term “cosmetic” means (1) articles intended to be rubbed, poured, sprinkled, or sprayed on, introduced 
into, or otherwise applied to the human body or any part thereof for cleansing, beautifying, promoting 
attractiveness, or altering the appearance, and (2) articles intended for use as a component o f any such articles; 
except that such term shall not include soap.

(j) The term “official compendium” means the official United States Pharmacopoeia, official Homoeopathic 
Pharmacopoeia of the United States, official National Formulary, or any supplement to any of them.

(k) The term “label” means a display of written, printed, or graphic matter upon the immediate container of 
any article; and a requirement made by or under authority of this chapter that any word, statement, or other 
information appear on the label shall not be considered to be complied with unless such word, statement, or 
other information also appears on the outside container or wrapper, if  any there be, o f the retail package of such 
article, or is easily legible through the outside container or wrapper.

(I) The term “immediate container” does not include package liners.

i. Next
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26 CFR 48.4194-2



§ 48.4191-2 Taxable medical device., 26 C.F.R. § 48.4191-2

Code of Federal Regulations 
Title 26. Internal Revenue 

Chapter I. Internal Revenue Service, Department o f  the Treasury 
Subchapter D. Miscellaneous Excise Taxes 

Part 48 . Manufacturers and Retailers Excise Taxes (Refs & Annos)
Subpart L. Taxable Medical Devices (Refs & Annos)

26 C.F.R. § 48 .4191- 2, Treas. Reg. § 4 8 4 19 1-2  

1 4 8 4 19 1-2  Taxable medical device.

Effective: March 13,2013 
Currentness

(a) Taxable medical device—(1) In general. A taxable medical device is any device, as defined in section 201 (h) 
o f the Federal Food, Drug, and Cosmetic Act (FFDCA), that is intended for humans. For purposes of this section, 
a device defined in section 201(h) o f the FFDCA that is intended for humans means a device that is listed as a 
device with the Food and Drug Administration (FDA) under section 5t0(j) of the FFDCA and 21 CFR part 807, 
pursuant to FDA requirements.

(2) Devices that should have been listed with the FDA. If a device is not listed as a device with the FDA 
but the FDA determines that the device should have been listed as a device, the device will be deemed to be 
listed as a device with the FDA as o f the date the FDA notifies the manufacturer or importer in writing that 
corrective action with respect to listing is required.

(b) Excmptions~(l) Specific exemptions. The term taxable medical device does not include eyeglasses, contact 
lenses, and hearing aids.

(2) Retail exemption. The term taxable medical device does not include any device of a type that is generally 
purchased by the general public at retail for individual use (the retail exemption). A device will be considered 
to be of a type that is generally purchased by the general public at retail for individual use if it is regularly 
available for purchase and use by individual consumers who are not medical professionals, and if  the design 
of the device demonstrates that it is not primarily intended for use in a medical institution or office or by a 
medical professional. Whether a device is of a type described in the preceding sentence is evaluated based 
on all the relevant facts and circumstances. Factors relevant to this evaluation are enumerated in paragraphs 
(bX2)(i) and (ii) of this section. Further, there may be facts and circumstances that are relevant in evaluating 
whether a device is of a type generally purchased by the general public at retail for individual use in addition 
to those described in paragraphs (bX2Xi) and (ii) o f this section. The determination of whether a device is of 
a type that qualifies for the retail exemption is made based on the overall balance of factors relevant to the 
particular type of device. The fact that a device is of a type that requires a prescription is not a factor in the 
determination o f whether or not the device falls under the retail exemption.

(i) Regularly available for purchase and use by individual consumers. The following factors are relevant 
in determining whether a device is of a type that is regularly available for purchase and use by individual 
consumers who are not medical professionals:



§ 48.4191-2 Taxable medical device., 26 C.F.R. § 48.4191-2

(A) Whether consumers who are not medical professionals can purchase the device in person, over the 
telephone, or over the Internet, through retail businesses such as drag stores, supermarkets, or medical 
supply stores and retailers that primarily sell devices (for example, specialty medical stores, durable 
medical equipment, prosthetics, orthotics, and supplies (DMEPOS) suppliers and similar vendors);

(B) Whether consumers who are not medical professionals can use the device safely and effectively for 
its intended medical purpose with minimal or no training from a medical professional; and

(C) Whether the device is classified by the FDA under Subpart D o f 2 1 CFR pan 890 (Physical Medicine 
Devices).

(10 Primarily for use in a medical institution or office or by a medical professional. The following factors 
are relevant in determining whether a device is designed primarily for use in a medical institution or office 
or by a medical professional:

(A) Whether the device generally must be implanted, inserted, operated, or otherwise administered by 
a medical professional;

(B) Whether the cost to acquire, maintain, and/or use the device requires a large initial investment and/ 
or ongoing expenditure that is not affordable for the average individual consumer;

(C) Whether the device is a Class III device under the FDA system of classification;

(D) Whether die device is classified by the FDA under—

(1) 21 CFR part 862 (Clinical Chemistiy and Clinical Toxicology Devices), 21 CFR part 864 
(Hematology and Pathology Devices), 21 CFR part 866 (Immunology and Microbiology Devices), 
21 CFR part 868 (Anesthesiology Devices), 21 CFR part 870 (Cardiovascular Devices), 21 CFR 
part 874 (Ear, Nose, and Throat Devices), 21 CFR part 876 (Gastroenterology-Urology Devices), 
21 CFR pan 878 (General and Plastic Surgery Devices), 21 CFR part 882 (Neurological Devices), 
21 CFR pan 886 (Ophthalmic Devices), 21 CFR pan 888 (Orthopedic Devices), or 21 CFR part 
892 (Radiology Devices);

(2) Subpan B, Subpan D, or Subpart E of 21 CFR part 872 (Dental Devices);

(3) Subpan B, Subpan C, Subpan D, Subpan E, or Subpan G of 21 CFR part 884 (Obstetrical and 
Gynecological Devices); or

(4) Subpan B of 21 CFR part 890 (Physical Medicine Devices); and

i. Next



§ 48.4191-2 Taxable medical device., 26 C.F.R. § 48.4191-2

(E) Whether the device qualifies as durable medical equipment, prosthetics, orthotics, and supplies for 
which payment is available exclusively on a rental basis under the Medicare Part B payment rules, and 
is an “item requiring frequent and substantial servicing” as defined in 42 CFR 414.222.

0ii) Safe Harbor. The following devices will be considered to be of a type generally purchased by the general 
public at retail for individual use;

(A) Devices that are included in the FDA's online IVD Home Use Lab Tests (Over-the-Counter Tests) 
database, available at http://www.accessdata.fda.gov/5cripts/cdrh/cfd0cs/cfIVD/Search.cfm.

(B) Devices that are described as “OTC” or “over the counter” devices in the relevant IDA classification 
regulation heading.

(C) Devices that are described as “OTC” or “over the counter” devices in the FDA's product code name, 
the FDA's device classification name, or the “classification name” field in the FDA's device registration 
and listing database, available at http://www.accessdata.fda.gov/scripts/cdrii/cfdocs/cfrl/rl.cfrn.

(D) Devices that qualify as durable medical equipment, prosthetics, orthotics, and supplies, as described 
in Subpart C o f 42 CFR part 414 (Parenteral and Enteral Nutrition) and Subpart D o f 42 CFR part 414 
(Durable Medical Equipment and Prosthetic and Orthotic Devices), for which payment is available on 
a purchase basis under Medicare Part B payment rules, and are—

(1) “Prosthetic and orthotic devices,” as defined in 42 CFR 414.202, that do not require 
implantation or insertion by a medical professional;

(2) “Parenteral and enteral nutrients, equipment, and supplies" as defined in 42 CFR 4 1 1.351 and 
described in 42 CFR 414.102(b);

(3) “Customized items,” as described in 42 CFR 414.224;

(4) “Therapeutic shoes,” as described in 42 CFR 4 14.228(c); or

(5) Supplies necessary for the effective use o f durable medical equipment (DME), as described 
in section 110.3 of chapter 15 o f the Medicare Benefit Policy Manual (Centers for Medicare and 
Medicaid Studies Publication 100-02).

(iv) Examples. The following examples illustrate the rules of this paragraph (bX2).

Example 1. X manufactures non-sterile absorbent tipped applicators. X sells the applicators to distributors Y 
and Z, which, in turn, sell die applicators to medical institutions and offices, medical professionals, and retail 
businesses. The FDA requires manufacturers of non-sterile absorbent tipped applicators to list the applicators as

http://www.accessdata.fda.gov/5cripts/cdrh/cfd0cs/cfIVD/Search.cfm
http://www.accessdata.fda.gov/scripts/cdrii/cfdocs/cfrl/rl.cfrn


§ 48.4191-2 Taxable medical device., 26 C.F.R. § 48.4191-2

a device with the FDA. The applicators are classified by the FDA under 21 CFR part 880 (Genera! Hospital and 
Personal Use Devices) and product code KXF.

Absorbent tipped applicators do not foil within a retail exemption safe harbor set forth in paragraph (bX2Xi>0 
o f this section. Therefore, the determination of whether the absorbent tipped applicators are devices of a type 
generally purchased by the general public at retail for individual use must be made on a facts and circumstances 
basis.

Individual consumers who are not medical professionals can regularly purchase the absorbent tipped applicators 
at drug stores, supermarkets, cosmetic supply stores or other similar businesses, and can use the applicators 
safely and effectively for their intended medical purpose without training from a medical professional. Further, 
the absorbent tipped applicators do not need to be implanted, inserted, operated, or otherwise administered by a 
medical professional, do not require a large investment and/or ongoing expenditure, are not a Class 111 device, arc 
not classified by the FDA under a category described in paragraph (bX2X>iXD) of this section, and are not “items 
requiring Sequent and substantia] servicing” as defined in 42 CFR 414.222.

Thus, the applicators have m ultiple factors under paragraph (b)(2X 0 o f  this section that tend to show  they are 
regularly available for purchase and use by  individual consum ers and none o f  the factors under paragraph (bX2)
(ii) o f  this section tend to  show  they are designed prim arily fo r use in  a medical institution o r office o r  by  medical 
professionals. Based on th e  totality  o f  the facts and circum stances, the applicators are devices that are o f  a type 
that are generally purchased by  the general public a t  retail for individual use.

Example 2. X manufactures adhesive bandages. X sells the adhesive bandages to distributors Y and Z, which, 
in turn, sell the bandages to medical institutions and offices, medical professionals, and retail businesses. The 
FDA requires manufacturers o f  adhesive bandages to list the bandages as a device with the FDA. The adhesive 
bandages are classified by the FDA under 21 CFR part 880 (General Hospital and Personal Use Devices) and 
product code KGX.

A dhesive bandages do not fall w ithin a retail exem ption safe harbor set forth in paragraph (b)(2)(iii) o f  this section. 
Therefore, the determ ination o f  w hether the adhesive bandages are devices o f  a type generally purchased by the 
general public a t retail for individual use m ust be m ade on a facts and circumstances basis.

Individual consumers who are not medical professionals can regularly purchase the adhesive bandages at drug 
stores, supermarkets, or other similar businesses, and can use the adhesive bandages safely and effectively for 
their intended medical purpose without training from a medical professional. Further, the adhesive bandages do 
not need to be implanted, inserted, operated, or otherwise administered by a medical professional, do not require 
a large investment and/or ongoing expenditure, are not Class III devices, are not classified by the FDA under a 
category described in paragraph (bX2XiiXD) o f this section, and are not “items requiring frequent and substantial 
servicing” as defined in 42 CFR 414.222.

Thus, the adhesive bandages have m ultiple factors under paragraph (b)(2Xi) o f  this section that tend to  show they 
are regularly available fo r purchase and use by individual consum ers and none o f  the factors under paragraph 
(bX2Xi>) o f  this section tend  to show  they are designed prim arily fo r use in a medical institution or office or by 
medical professionals. B ased on the totality o f  the facts and circumstances, the adhesive bandages are devices that 
are o f  a type that are generally  purchased by the general public at retail for individual use.

Example 3. X manufactures snake bite suction kits. X sells the snake bite suction kits to distributors Y and Z, 
which, in turn, sell the kits to medical institutions and offices, medical professionals, and retail businesses. The 
FDA requires manufacturers of snake bite suction kits to list the kits as a device with the FDA. The FDA classifies
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the snake bit suction kits under 2 1 CFR part 880 (General Hospital and Personal Use Devices) and product code 
KYP.

Snake bite suction kits do not fall within a retail exemption safe harbor set forth in paragraph (bX2Xiii) of 
this section. Therefore, the determination o f whether the snake bite suction kits are devices o f a type generally 
purchased by the general public at retail for individual use must be made on a facts and circumstances basis.

Individual consumers who are not medical professionals can regularly purchase the snake bite suction kits at 
sporting goods stores, camping stores, or other similar retail businesses, and can use the kits safely and effectively 
for their intended medical purpose without training from a medical professional. Further, the snake bite suction 
kits do not need to be implanted, inserted, operated, or otherwise administered by a medical professional, do not 
require a large investment and/or ongoing expenditure, are not Class III devices, are not classified by the FDA 
under a category described in paragraph (b)(2)(iiXD) o f this section, and are not 'Items requiring frequent and 
substantial servicing” as defined in 42 CFR 414.222.

Thus, the snake bite suction kits have multiple factors under paragraph (b)(2)(i) of this section that tend to show 
they are regularly available for purchase and use by individual consumers and none of the factors under paragraph
(b)(2Xii) of this section tend to show they are designed primarily for use in a medical institution or office or by 
medical professionals. Based on the totality o f the facts and circumstances, the snake bite suction kits are devices 
that are o f a type that are generally purchased by the general public at retail for individual use.

Example 4, X manufactures denture adhesives. X sells the denture adhesives to distributors Y and Z, which, 
in turn, sell the adhesives to dental offices and retail businesses. The FDA requires manufacturers of denture 
adhesives to list the adhesive as a device with the FDA. The FDA classifies the denture adhesives under 21 CFR 
part 872 (Dental Devices) and product code KXX.

The denture adhesives do no t fall w ithin a retail exem ption safe harbor set forth in paragraph (b)(2Xiii) o f  this 
section. Therefore, the determ ination o f  w hether the denture adhesives arc devices o f  a  type generally purchased 
by the general public a t retail for individual use m ust be m ade on a  facts and circumstances basis.

Individual consumers who are not medical professionals can regularly purchase the denture adhesives at drug 
stores, supermarkets, or other similar businesses, and can use the adhesives safely and effectively for their intended 
medical purpose with minimal or no training from a medical professional. Further, the denture adhesives do not 
need to be implanted, inserted, operated, or otherwise administered by a medical professional, do not require a 
large investment and/or ongoing expenditure, are not Class III devices, are not classified by the FDA under a 
category described in paragraph (b)(2XiiXD) o f this section, and are not “items requiring frequent and substantial 
servicing” as defined in 42 CFR 414.222.

Thus, the denture adhesives have multiple factors under paragraph (bX2Xi) of this section that tend to show they 
are regularly available for purchase and use by individual consumers and none of the factors under paragraph 
(bX2X») o f this section tend to show they are designed primarily for use in a medical institution or office or by 
medical professionals. Based on the totality o f the facts and circumstances, the denture adhesives are devices that 
are o f a type that are generally purchased by the general public at retail for individual use.

Example 5. X manufactures mobile x-ray systems. X sells the x-ray systems to distributors Y and Z, which, in 
turn, sell the systems generally to medical institutions and offices, as well as medical professionals. The FDA 
requires manufacturers of mobile x-ray systems to list the systems as a device with the FDA. The FDA classifies 
the mobile x-ray systems under 21 CFR part 892 (Radiology Devices) and product code IZL.
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Mobile x-ray systems do not fall within a retail exemption safe harbor set forth in paragraph (bX2Xiii) of 
this section. Therefore, the determination of whether the mobile x-ray systems are devices o f  a type generally 
purchased by the general public at retail for individual use must be made on a facts and circumstances basis.

Individual consumers who are not medical professionals can regularly purchase the mobile x-ray systems over 
the Internet. However, individual consumers cannot use the x-ray systems safely and effectively for tbeir intended 
medical purpose without training from a medical professional. Although the mobile x-ray systems are not Class 
HI devices and are not “items requiring frequent and substantial servicing” as defined in 42 CFR 414.222, they 
need to be operated by a medical professional, may require a large investment and/or ongoing expenditure, and 
are classified by the FDA under a category described in paragraph (bX2X»XD) of this section (21 CFR part 892 
(Radiology Devices).

Thus, with regard to the factors under paragraph (bX2)(i) of this section, the mobile x-ray systems have one factor 
that tends to show they are regularly available for purchase and use by individual consumers and one factor that 
tends to show that they arc not regularly available for purchase and use by individual consumers. With regard 
to the factors under paragraph (bX2)(ii) of this section, the mobile x-ray systems have multiple Actors that tend 
to show they arc designed primarily for use in a medical institution or office or by medical professionals. Based 
on the totality of the facts and circumstances, the mobile x-ray systems are not devices that are o f a type that are 
generally purchased by the general public at retail for individual use.

Example 6. X  manufactures pregnancy test kits. X sells the kits to distributors Y and Z, which, in turn, sell the 
pregnancy test kits to medical institutions and offices, medical professionals, and retail businesses. The FDA 
requires manufacturers o f pregnancy test kits to list the kits as a device with the FDA. The FDA classifies the kits 
under 21 CFR part 862 (Clinical Chemistry and Clinical Toxicology Devices) and product code LCX.

The pregnancy test kits are included in the FDA's online IVD Home Use Lab Tests (Over-the-Counter Tests) 
database. Therefore, the over the counter pregnancy test kits All within the safe harbor set forth in paragraph (b) 
(2XiiiXA) o f this section. Further, the FDA product code name for LCX is “Kit, Test, Pregnancy, HCG, Over The 
Counter.” Therefore, the pregnancy test kits also All within the safe harbor set forth in paragraph (bX2XiiiXQ 
o f  this section. Accordingly, the pregnancy test kits are devices that are of a type that are generally purchased by 
the general public at retail for individual use.

Example 7. X manufactures blood glucose monitors, blood glucose test strips, and lancets. X sells the blood 
glucose monitors, test strips, and lancets to distributors Y and Z, which, in turn, sell the monitors, test strips, 
and lancets to medical institutions and offices, medical professionals, and retail businesses. The FDA requires 
manufacturers o f blood glucose monitors, test strips, and lancets to list the items as devices with the FDA. The 
FDA classifies the blood glucose monitors under 21 CFR part 862 (Clinical Chemistry and Clinical Toxicology 
Devices) and product code NBW. The FDA classifies the test strips under 21 CFR part 862 (Clinical Chemistry 
and Clinical Toxicology Devices) and product code NBW. The FDA classifies the lancets under 21 CFR part 878 
(General and Plastic Surgery Devices) and product code FMK.

The blood glucose monitors and test strips are included in the FDA's online IVD Home Use Lab Tests (Over-the- 
Counter Tests) database. Therefore, the blood glucose monitors and test strips fall within the safe harbor set forth 
in paragraph (bX2)(iiiXA) of this section. Further, the FDA product code name for NBW is “System, Test, Blood 
Glucose, Over the Counter.” Therefore, the blood glucose monitors and test strips also All within the safe harbor 
set forth in paragraph (b)(2Xtii)(C) of this section.



§ 48.4191-2 Taxable medical device., 26 C.F.R. § 48.4191-2

In addition, the lancets are supplies necessary for the effective use o f DME as described in section 110.3 o f chapter 
i S o f the Medicare Policy Benefit Manual. Therefore, the lancets fall within the safe harbor set forth in paragraph 
(bX2Xiii)(DX5) o f  this section.

Accordingly, the blood glucose monitors, test strips, and lancets are devices that are of a type that are generally 
purchased by the general public at retail for individual use.

Example 8. X manufactures single axis endoskeletal knee shin systems, which are used in the manufacture of 
prosthetic legs. X sells the knee shin systems to Y, a business that makes prosthetic legs. The FDA requires 
manufacturers o f knee shin systems and prosthetic legs to list the items as devices with the FDA. The FDA 
classifies prosthetic leg components, including knee shin systems, as external limb prosthetic components under 
Subpart D of 21 CFR part 890.3420 and product code ISH. The FDA classifies prosthetic legs as an external 
assembled lower limb prosthesis under 21 CFR part 890.3500 and product code ISW/KFX. In addition, the Centers 
for Medicare and Medicaid Services have assigned the knee shin systems Healthcare Procedure Coding System 
code L5810.

Prosthetic legs and certain prosthetic leg components, including single axis endoskeletal knee shin systems, 
fall w ithin the safe harbor for prosthetic and orthotic devices that do not require implantation or insertion by a 
m edical profession that is set forth in paragraph (bX 2)(iiiXD XI) o f  this section. Accordingly, both the single axis 
endoskeletal knee sh in  system s m anufactured by X  and the prosthetic legs m ade by Y are devices that are o f  a  
type that are generally purchased b y  the general public at retail for individual use.

Example 9. X manufactures mechanical and powered wheelchairs. X sells the wheelchairs to distributors Y and 
Z, which, in turn, sell the wheelchairs to medical institutions and offices, medical professionals, nursing homes, 
and retail businesses. The FDA requires manufacturers of manual and powered wheelchairs to list the items as 
devices with the FDA. The FDA classifies the manual and powered wheelchairs under Subpart D of 21 CFR part 
890 (Physical Medicine Devices). The FDA classifies mechanical wheelchairs under product code IOR. The FDA 
classifies powered wheelchairs under product code product code IT1.

Mechanical and powered wheelchairs do not fail within a retail exemption safe harbor set forth in paragraph 
(bX2)(iii) o f this section. Therefore, the determination of whether the mechanical and powered wheelchairs are 
devices o f  a type generally purchased by the general public at retail for individual use must be made on a facts 
and circumstances basis.

Individual consumers who are not medical professionals can regularly purchase the wheelchairs in drug stores, 
medical specialty stores, or DME suppliers, as well as over the Interact. In addition, individual consumers can 
use the wheelchairs safely and effectively for their intended medical purpose with minimal or no training from 
a medical professional, and the wheelchairs are classified by die FDA under Subpart D of 21 CFR part 890 
(Physical Medicine Devices). Further, although the wheelchairs may require a large initial investment and/or 
ongoing expenditure, they do not need to be implanted, inserted, operated, or otherwise administered by a medical 
professional, are not Class III devices, are not classified by the FDA under a category described in paragraph (b) 
(2Xii)(D) o f this section, and are not “items requiring frequent and substantial servicing” as defined in 42 Cl-K 
414.222.

Thus, die wheelchairs have m ultip le factors under paragraph (b)(2Xi) o f  this section that tend to  show they are 
regularly available fo r purchase and use by individual consum ers and, at m ost, only one factor under paragraph
(b)(2Xii) o f  this section tends to show  they are  designed prim arily for use in a m edical institution o r office 
o r by medical professionals. Based on the totality  o f  the facts and circum stances, the mechanical and powered
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wheelchairs are devices that are of a type that are generally purchased by the general public at retail for individual 
use.

Example 10. X manufactures portable oxygen concentrators. X sells the portable oxygen concentrators to 
distributors Y and Z, which, in turn, sell the portable oxygen concentrators to medical institutions and offices, 
medical professionals, and retail businesses. The FDA requires manufacturers o f portable oxygen concentrators 
to list the items as devices with the FDA. The FDA classifies the oxygen regulators under 21 CFR part 868 
(Anesthesiology Devices) and product code CAW.

Portable oxygen concentrators do not fall within a retail exem ption safe harbor set forth in paragraph (bX2Xiii) 
o f  th is section. Therefore, the determ ination o f  w hether the oxygen concentrators arc devices o f  a  type generally 
purchased by  the general public a t retail for individual use m ust be made on a  facts and circumstances basis.

Individual consumers who are not medical professionals can regularly purchase the portable oxygen concentrators 
in retail pharmacies, medical specialty stores, or DME suppliers, as well as over the Internet In addition, individual 
consumers can use the portable oxygen concentrators safely and effectively for their intended medical purpose 
with minimal or no training from a medical professional. Further, although the portable oxygen concentrators 
are classified by the FDA under a category described in paragraph (bX2X>i)(D) of this section, they do not need 
to be implanted, inserted, operated, or otherwise administered by a medical professional, do not require a large 
investment and/or ongoing expenditure, are not Class III devices, and arc not “items requiring frequent and 
substantial servicing” as defined in 42 CFR 4 14.222.

Thus, the portable oxygen concentrators have m ultiple factors under paragraph (b)(2)(f) o f  this section that tend 
to  show  they  are regularly  available for purchase and use by individual consum ers and only one factor under 
paragraph (bX 2Xii) o f  this section that tends to  show they are designed prim arily for use in a medical institution 
o r office or by  m edical professionals. Based on the totality  o f  the facts and circumstances, the portable oxygen 
concentrators are devices that are o f  a type that are generally purchased by  the general public a t retail for individual 
use.

Example 11. X manufactures urinary ileostomy bags. X sells the urinary ileostomy bags to distributors Y and Z, 
which, in turn, sell the urinary ileostomy bags to medical institutions and offices, medical professionals, and retail 
businesses. The FDA requires manufacturers o f  urinary ileostomy bags to list the items as devices with the FDA. 
The FDA classifies the urinary ileostomy bags under 21 CFR part 876 (Gastroenterology-Urology Devices) and 
product code EXH.

The urinary ileostomy bags are “Prosthetic and orthotic devices,” as defined in 42 CFR 4 14.202, that do not require 
implantation or insertion by a medical professional. Therefore, the urinary ileostomy bags fell within the safe 
harbor set forth in paragraph (b)(2XiiiXD)( I) o f this section. Accordingly, the urinary ileostomy bags are devices 
that are o f a type that are generally purchased by the general public at retail for individual use.

Example 12. X manufactures nonabsorbable silk sutures. X sells the nonabsorbable silk sutures to distributors Y 
and Z, which, in turn, sell the nonabsorbable silk sutures to medical institutions and offices, medical professionals, 
and retail businesses. The FDA requires manufacturers o f nonabsorbable silk sutures to list the items as devices 
with the FDA. The FDA classifies the nonabsorbable silk sutures under 21 CFR part 878 (General and Plastic 
Surgery Devices) and product code GAP.

N onabsorbable silk sutures do not fall w ithin a  retail exem ption safe harbor set forth in paragraph (bX2Xiii) o f  this 
section. Therefore, the determ ination o f  w hether the nonabsorbable silk sutures are devices o f  a type generally 
purchased by the general public at retail for individual use m ust be  m ade on a facts and circumstances basis.
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Individual consumers who arc not medical professionals can regularly purchase the nonabsorbable silk sutures 
over the Internet. However, individual consumers cannot use nonabsorbable silk sutures safely and effectively for 
their intended medical purpose with minimal or no training from a medical professional. Further, although the 
nonabsorbable silk sutures do not require a large investment and/or ongoing expenditure, are not Class III devices, 
and are not “items requiring frequent and substantial servicing” as defined in 42 Cl'R 414.222, the nonabsorbable 
silk sutures are classified by the FDA under a category described in paragraph (b)(2)(iiXD) o f  this section, and 
they need to be administered by a medical professional.

T hus, w ith regard to  the factors under paragraph (bX 2X0 o f  this section, the nonabsorbable silk sutures have one 
factor that tends to show  they are regularly available for purchase and use by individual consum ers and one factor 
tha t tends to  show that they are not regularly available forpurchase and use by individual consum ers. W ith regard 

to  th e  factors under paragraph (b)(2X>i) o f  this section, the nonabsorbable silk sutures have m ultiple A ctors that 
tend  to  show  they are  designed prim arily for use in  a  m edical institution o r office o r by m edical professionals. 
B ased on  th e  totality  o f  th e  facts and circumstances, the nonabsorbable silk sutures are not devices that are o f  a 
type that a re  generally purchased by the general public at retail for individual use.

Example 13, X manufactures nuclear magnetic resonance imaging (NMRI) systems (also known as magnetic 
resonance imaging (MRI) systems). X sells the NMRI systems to distributor Y, which, in turn, sells the systems 
to medical institutions. The FDA requires manufacturers of NMRI systems to list the systems as a device with the 
FDA. The FDA classifies the magnetic resonance diagnostic device under 21 CFR part 892 (Radiology Devices) 
and product code LNH.

NMRI systems do not All within a retail exemption safe harbor set forth in paragraph (b)(2)(iii) o f this section. 
Therefore, the determination o f whether the NMRI systems are devices of a type generally purchased by the 
general public at retail for individual use must be made on a Acts and circumstances basis.

Individual consumers who are not medical professionals may be able to regularly purchase the NMRI systems 
over the Internet. However, individual consumers cannot use the NMRI systems safely and effectively for their 
intended medical purpose without training from a medical professional. Although the NMRI systems are not Class 
III devices and are not “items requiring frequent and substantial servicing” as defined in 42 CFR 414.222, they 
need to be operated by a medical professional, and are of a type classified by the FDA under 21 CFR part 892 
(Radiology Devices). Further, the cost to acquire, maintain, and/or use the NMRI systems requires a large initial 
investment and/or ongoing expenditure that is not affordable for the average consumer.

T hus, w ith regard to  the A ctors under paragraph (bX2X>). the NM RI system s have, at most, one A ctor that tends 
to show  that they are  regularly available for purchase and use by individual consum ers and at least one A ctor that 
tends to  show that they are  not regularly available for purchase and use by individual consum ers. W ith regard to  
the factors under paragraph (bX2)(ii), the NM RI systems have multiple Actors that tend to  show  they are designed 
prim arily  for use in a m edical institution or office or by  medical professionals. Based on the totality  o f  the facts 
and circum stances, the N M RI system s are not devices tha t arc o f  a  type that are generally purchased by the general 
public a t retail for individual use.

Example 14. X manufactures therapeutic AC powered adjustable home use beds. X sells the beds to distributors 
Y and Z, which, in turn, sell the beds to retail businesses. The FDA requires manufacturers o f therapeutic AC 
powered adjustable home use beds to list the items as devices with the FDA. The FDA classifies the therapeutic 
AC powered adjustable home use beds under 21 CFR part 880 (General Hospital Devices) and product code LLI,
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Therapeutic AC powered adjustable home use beds do not fall within a retail exemption safe harbor set forth 
in paragraph (bX2Xiii) o f this section. Therefore, the determination of whether the beds are devices o f a type 
generally purchased by the general public at retail for individual use must be made on a facts and circumstances 
basis.

Although the beds may require a large initial investment and/or ongoing expenditure, individual consumers who 
are not medical professionals can regularly purchase the beds in medical specialty stores or from DME suppliers, 
as well as over the Internet. In addition, individual consumers can use the beds safely and effectively for their 
intended medical purpose with minimal or no training from a medical professional. Further, the beds are not 
classified by the FDA under a category described in paragraph (b)(2X»XD) o f this section, do not need to be 
implanted, inserted, operated, or otherwise administered by a medical professional, are not Class III devices, and 
are not “items requiring frequent and substantial servicing” as defined in 42 CFR 414.222.

Thus, the therapeutic AC powered adjustable home use beds have multiple factors under paragraph (bX2)(i) o f this 
section that tend to show they are regularly available for purchase and use by individual consumers and, at most, 
only one factor under paragraph (bX2)(ii) o f this section that tends to show they are designed primarily for use in 
a medical institution or office or by medical professionals. Based on the totality of the facts and circumstances, 
the therapeutic AC powered adjustable home use beds are devices that are of a type that are generally purchased 
by the general public at retail for individual use.

Example 15. X manufactures powered flotation therapy beds. X sells the beds to distributors Y and Z, which, in 
turn, sell the beds to medical institutions and offices, and medical professionals. The FDA requires manufacturers 
o f powered flotation therapy beds to list the items as devices with the FDA. The FDA classifies the powered 
flotation therapy beds under 21 CFR part 890 (Physical Medicine Devices) and product code IOQ.

Powered flotation therapy beds do not fait within a retail exemption safe harbor set forth in paragraph (b)(2X>ii) 
of this section. Therefore, the determination of whether the beds are devices of a type generally purchased by the 
general public at retail for individual use must be made on a facts and circumstances basis.

Individual consumers who are not medical professionals may be able to regularly purchase the beds over the 
Internet However, individual consumers cannot use the beds safely and effectively for their intended medical 
purpose with minimal or no training from a medical professional- Although the powered flotation therapy beds are 
not Class III devices and are not “items requiring frequent and substantial servicing” as defined in 42 CFR 414.222, 
they need to be operated or otherwise administered by a medical professional. Further, the cost to acquire, maintain, 
and/or use the powered flotation therapy beds requires a large initial investment and/or ongoing expenditure that 
is not affordable for the average consumer.

Thus, with regard to the factors under paragraph (bX2X0 of this section, the powered flotation therapy beds have, 
at most, one factor that tends to show they are regularly available for purchase and use by individual consumers 
and at least one factor that tends to show they are not regularly available for purchase and use by individual 
consumers. With regard to the factors under paragraph (bX2X'i) of this section, the powered flotation therapy beds 
have multiple factors that tend to show they are designed primarily for use in a medical institution or office or 
by medical professionals. Based on the totality of the facts and circumstances, the powered flotation therapy beds 
are not devices that are of a type that are generally purchased by the general public at retail for individual use.

(c) Effective/applicability date. This section applies to sales of taxable medical devices on and after January 
1,2013.
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As Republicans and Democrats have battled over reopening the federal government and raising the 
federal debt ceiling, one idea that keeps coming up is a repeal of the 2010 health law's tax on medical 
devices.

While the idea has drawn support from members of both 
parties, experts say it's still a heavy lift for the repeal's 
proponents. For starters, repealing the tax would create 
about a $30 billion revenue hole over the next decade. 
And supporters of the law fear that making such a 
change could start a stampede of demands for similar 
rollbacks from insurers and health care providers, who 
are also subject to new taxes and fees to help finance 
the health law.

With that in mind, here are some frequently asked 
questions about the tax.

Q: What is the medical device tax?

A: Since the beginning of this year, medical device manufacturers and importers have paid a 2.3 
percent tax on the sale of any taxable medical device. The tax applies to devices like artificial hips or 
pacemakers, not to devices sold over-the-the counter, like eyeglasses or contact lenses.

Q: Why did Congress put the tax into the health law?

A: The law created a package of new taxes and fees to finance the cost of the health law’s subsidies 
to help purchase coverage on the online marketplaces, or exchanges, and the law's Medicaid 
expansion.
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In addition to the tax on medical devices, an annual fee for health insurers is  ex p ec ted  to raise more 
than $100 billion over 10 years, while a fee for brand name drugs will bring in another $34 billion. In 
2018, the law also will impose a 40 percent excise tax on the portion of most employer-sponsored 
health coverage (excluding dental and vision) that exceeds $10,200 a year and $27,500 for families. 
That has been dubbed a "Cadillac" tax because it hits the most generous plans.

Q: Why do proponents of the repeal suggest the medical device manufacturers should get a 
break over those other industries?

A: Medical device makers say the tax will cost 4 3 ,0 0 0  job s over the next d e c a d e  and will increase 
health care costs. In a S ep tem b er  letter to lawmakers, device manufacturers said if the tax were not 
repealed, "it will continue to force affected companies to cut manufacturing operations, research and 
development, and employment levels to recoup the lost earnings due to the tax."

The device makers also assert that, unlike other health industry groups that are being taxed through 
the health law, they will not see increased sales because of the millions of people who will be getting 
insurance through the overhaul. "Unlike other industries that may benefit from expanded coverage, 
the majority of device-intensive medical procedures are performed on patients that are older and 
already have private insurance or Medicare coverage. Where states have dramatically extended 
health coverage, such as in Massachusetts where they added 400,000 new covered lives, there is no 
evidence of a device ’windfall,'" the group’s letter to Congress stated.

The left-leaning Center for Budget and Policy Priorities has ch allen ged  industry assertions that the tax 
will lead medical device manufacturers to shift operations overseas and that it will reduce industry 
innovation. Since the tax applies to imported and as well as domestically produced devices, sales of 
medical devices in the U.S. will be subject to the tax whether they are produced here or abroad, the 
center’s analysis notes. Innovation in the medical device industry has slowed for reasons unrelated 
to the tax, the center said, noting that the health law may spur medical-device innovation by 
promoting more cost-effective ways to deliver care.

Q: Who else is pushing for a repeal?

A: Republicans and Democrats in both chambers -  In particular those who hail from states with many 
device manufactures, such as Minnesota, Massachusetts and New York -  have sought to repeal the 
medical device tax. Most recently, Sen. Susan Collins, R-Maine, h as p u sh ed  for a repeal as part of 
larger legislation to lift the debt ceiling and reopen the government.

The Republican-controlled House has twice p a sse d  legislation to scrap the tax, Including a recent 
measure that would have also delayed implementation of the health law by a year. In the Senate, 33 
Democrats and Maine Independent Angus King voted earlier this year to repeal the tax, although the 
vote was a symbolic one, taken as part of a non-binding budget resolution.

Q. Who opposes the repeal?
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FAQ: What's At Stake If Congress Repeals The Medical Device Tax - Kaiser Health News

The White House in the past has said the president would not support such a measure, although it 
has not commented about the issue in the current negotiations. In a sta tem en t issu ed  last year about 
a congressional effort to get rid of the tax, the White House said, "The medical device industry, like 
others, will benefit from an additional 30 million potential consumers who will gain health coverage 
under the Affordable Care Act starting in 2014. This excise tax is one of several designed so that 
industries that gain from the coverage expansion will help offset the cost of that expansion."

Senate Majority Leader Harry Reid, D-Nev., has said that the Senate will reject any attempts by 
Republicans to delay implementation of the law or to repeal the medical device tax as part of 
reopening the government or lifting the federal debt ceiling. But it is unclear if he would still oppose 
the effort if it was part of a major bipartisan compromise on the health law and budget issues.

Meanwhile, other health care providers are watching closely. In a recent blog post, Chip Kahn, 
president and chief executive officer of the Federation of American Hospitals, an association of for- 
profit institutions, wrote that if Congress reopens the heath law "to reconsider the contributions of any 
one health care sector that benefits from ACA’s coverage expansion, it should simultaneously 
address the changed circumstances of hospitals and provide similar relief."

B B m M $  2013 Henry J Kaiser Pamiy Foundet on. All rights reserved.
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P a n e l ’ s  m a n d a t e

“The CRP shall examine the policies, procedures, and 

practices o f State and local agencies and where 

appropriate, specific cases, to evaluate the extent to 

which State and local child protection system agencies 

are effectively discharging their protection 

responsibilities.”



P ane l’ s a n n u a l a c tiv itie s

• At least two teleconferences per month
• Two site visits per year
• Annual report

Translates to approximately more than 1000 volunteer hours



P anel m em bers

The CRP is composed of

• volunteer members

• broadly representative o f the state,

• with expertise and experience in the field o f child 

maltreatment prevention

Seven members -  Anchorage; Juneau; Wasilla; Haines



Site v is its  since 2002
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2012-2013 
R ecom m endations and response

Reduce staff turnover
-  A new recruiting video being developed
-  Week-on; week-off scheduling
-  Travel team
Afterhours work standardization remains to be done

Deadlines for non-emergency petitions
-  A multi-agency team working on potential options to 

improve in-home program model



2012-2013 
R ecom m endations and response

Staff Western Region
-  Several key functions are still served by staff in other 

regional offices
-  Travel team contributing heavily to reduce workload

Improve data compilation efforts
Additional training from national sources 
Access to Chapin Hall data



2013-2014 
W o rk  P lan  G oals

1. Screening decisions
-  Screened-in and screened-out decisions have been 

rising
-  Consistency in screening-decisions are o f concern

2. In-home practice model
-  Urban vs. rural differences
-  No legal oversight
-  Extreme workloads in rural areas



2013-2014 
W o rk  P lan  G oals

3. Initial Assessment (IA) Backlog
-  IA backlog has been a problem in the recent past
-  Establish a file review process

4. Service needs assessment in Unalaska
-  Unalaska field office has been closed due to low 

caseloads
-  CRP is concerned about unmet needs



2013-2014 
S ite V is its

Bethel 
Jan 2014

Major concerns identified:
-  OCS-Tribal local relationships
-  Regional Intake
-  Continued staffing challenges
-  Local and regional partnerships
-  Lack o f basic resources

Barrow Kodiak
Sept 2013 Jan 2014



2013-2014 
C u rre n t C oncerns

OCS -  Tribal Relationship
• Agreement with Native Village o f Barrow
• Local relationships in Kodiak and Bethel

Regional Intake
• Regional intake is mostly disliked by local communities 

due to the delay in response
• Perceptions o f “unfamiliarity” and “lack of confidence”

Housing for rural OCS employees
• Lack o f housing options is a debilitating factor in 

recruiting and retaining OCS workers in rural areas



2013-2014 
C u rre n t C oncerns

In-home cases
• No consistent model for in-home cases in rural areas

Screened-out cases
• The number of screened-out cases has been increasing 

while the number of screened-in cases are on the rise.

IA Backlog
• OCS has been working on avoiding any backlog in 

Initial Assessments; CRP has been monitoring this 
effort.



2013-2014 
C u rre n t C oncerns

OCS Budget

• OCS provides a public safety function just like Troopers

• Already challenged to meet demand
— Horrendous case loads and too few workers
-  No budget for essential supplies

• Cuts will endanger children
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P a n e l ’ s  m a n d a t e

“The CRP shall examine the policies, procedures, and 

practices o f State and local agencies and where 

appropriate, specific cases, to evaluate the extent to 

which State and local child protection system agencies 

are effectively discharging their protection 

responsibilities.”



P anel m em bers

The CRP is composed of

• volunteer members

• broadly representative o f the state,

• with expertise and experience in the field of child 

maltreatment prevention

Seven members -  Anchorage; Juneau; Wasilla; Haines



P ane l’ s a n n u a l a c tiv itie s

• At least two teleconferences per month
• Two site visits per year
• Annual report

Translates to approximately more than 1000 volunteer hours



Site v is its  since 2002



2012-2013 
R ecom m endations and response

1. Reduce staff turnover
-  A new recruiting video being developed
-  Week-on; week-off scheduling
-  Travel team
Afterhours work standardization remains to be done

2. Deadlines for non-emergency petitions
-  A multi-agency team working on potential options to 

improve in-home program model



2012-2013 
R ecom m endations and response

Staff Western Region
-  Several key functions are still served by staff in other 

regional offices
-  Travel team contributing heavily to reduce workload

Improve data compilation efforts
Additional training from national sources 
Access to Chapin Hall data



2013-2014 
W o rk  P lan  G oals

1. Screening decisions
-  Screened-in and screened-out decisions have been 

rising
-  Consistency in screening-decisions are o f concern

2. In-home practice model
-  Urban vs. rural differences
-  No legal oversight
-  Extreme workloads in rural areas



2013-2014
W o rk  P lan  G oals

3. Initial Assessment (IA) Backlog
-  IA backlog has been a problem in the recent past
-  Establish a file review process

4. Service needs assessment in Unalaska
-  Unalaska field office has been closed due to low  

caseloads
-  CRP is concerned about unmet needs



2013-2014 
S ite V is its

Barrow Kodiak
Sept 2013 Jan 2014

Major concerns identified:
-  OCS-Tribal local relationships
-  Regional Intake
-  Continued staffing challenges
-  Local and regional partnerships
-  Lack of basic resources

Bethel 
Jan 2014



2013-2014 
C u rre n t C oncerns

OCS -  Tribal Relationship
• Agreement with Native Village o f Barrow
• Local relationships in Kodiak and Bethel

Regional Intake
• Regional intake is mostly disliked by local communities 

due to the delay in response
• Perceptions o f “unfamiliarity” and “lack of confidence”

Housing for rural OCS employees
• Lack of housing options is a debilitating factor in 

recruiting and retaining OCS workers in rural areas



2013-2014 
C u rre n t C oncerns

In-home cases
• No consistent model for in-home cases in rural areas

Screened-out cases
• The number o f screened-out cases has been increasing 

while the number o f screened-in cases are on the rise.

IA Backlog
• OCS has been working on avoiding any backlog in 

Initial Assessments; CRP has been monitoring this 
effort.



2013-2014 
C u rre n t C oncerns

OCS Budget

• OCS provides a public safety function just like Troopers

• Already challenged to meet demand
-  Horrendous case loads and too few workers
-  No budget for essential supplies

• Cuts will endanger children
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y “The purpose of government is to enable the people of a nation to live in safety and 
happiness. Government exists for the interests of the governed, not for the governors.3

— Thomas Jefferson
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W H A T :

The Complex Behavior Collaborative (CBC) provides intensive support and intervention to 
individuals at risk of being removed from their community and sent to institutions, frequently out 
of the State o f Alaska. The CBC provides services to individuals experiencing behaviors that 
present a high risk o f danger to themselves or others.

The Division o f Behavioral Health has identified experts knowledgeable in behavior intervention 
for individuals with developmental disabilities, mental health challenges, brain injuries and 
Alzheimer’s disease and other related dementia. These experts provide individualized training 
and consultation to local providers and families, enhancing their knowledge of behavior 
management.

Services:

1. Assessment
2. Development of intervention plans
3. Training
4. Ongoing consultation
5. Results based evaluation

W H Y :

• To reduce and prevent the number of individual who are placed in high cost institutional 
care systems

• To continue to increase in-state provider capacity to meet the needs o f individuals with 
complex behavior management needs

• To assist the State in meeting its Americans with Disabilities Act requirements for 
community services



S U P P O R T IN G  D A T A  F R O M  2013:

• 42 participants received services

• 76% avoided institutional care

• Agencies and family members report a significant decrease in behaviors that put 
participants at risk

• CBC participants reduced aggregate days at API from 227 to 9 at a cost of $1200+ per 
day for acute care

• Thousands of dollars o f savings realized as a result of CBC interventions

• 27 agencies (from Juneau to 2 northern villages) have utilized services.

• 93% of participants maintained were supported to remain in community

A C T IO N  R E O U E S T E D

The Key Coalition of Alaska asks the Alaska State Legislature to:

Support the base funding increment o f $450,000 in the FY15 budget to 
continue critical services provided by the Complex Behavior Collaborative



W H A T :

Maintain Alaska’s commitment to eradicate the State Wait List for community services. 
Actively reduce the Wait List by continuing the monthly selection process drawing a minimum 
of 200 individuals from the Wait List annually.

W H Y :

With 652 individuals and families still on the waitlist for community supports and services there 
is still a critical need to continue this initiative until we reach our goal when no Alaskan will 
have to wait for critical community services.

• When services are provided early, prior to crisis, there is a reduced cost to the State. If
families must wait until crisis arises needs are escalated and costs increase significantly

• Individuals experiencing disabilities are supported in their home communities
• Enhances local and state economy
• Return on investment in special education
• Increased productivity, community participation and independence for the people 

experiencing disabilities
• Increases the probability that families will stay intact if receiving critical supports for 

their family members

A C T IO N  R E Q U E S T E D

The Key Coalition o f Alaska asks the Alaska State Legislature to:

Continue to support and maintain o f State o f Alaska’s commitment to 
actively reduce and expeditiously eliminate the Wait List for community 
services by:

• A monthly removal o f 20 individuals from the Wait List into full 
community services

• An annual removal o f a minimum o f 200 individuals from the Wait 
List



f  ' A

PRIORITY III

Creation of an Alaskan Task Force regarding Direct 
Support Professional (DSP) wages and benefits

W H A T :

Establish an Alaskan task force:
• To study the issue o f low Direct Support Professional wages and benefits
• To examine potential risks to the service delivery system if wages and benefits remain 

stagnant
• To isolate the barriers to improving wages and benefits
• To identify the steps necessary to attain a living wage for Alaskan DSPs

Workforce development and sustainability are priority issues within the community service 
delivery system. Without a workforce to deliver critical supports and services, Alaskans 
experiencing disabilities, mental health challenges and elders are at risk. Direct Support 
Professional salaries and compensation do not provide sustainable income for workers, requiring 
them to seek second and third jobs to meet basic expenses or drive them to other vocations 
paying a livable wage

W H Y :

In order to assure Alaska is prepared to address the life support needs o f its citizens, workforce 
development barriers and solutions must be addressed. National data indicates we are headed for 
a crisis in the personal care and direct support fields of service. The Key Coalition o f Alaska 
recommends prioritizing this issue and creating an avenue for study so that solutions can be 
created before the pending crisis negatively impacts the health and safety of Alaskans.

f*Task Force on DSP Wages and Benefits

A C T IO N  R E Q U E S T E D

The Key Coalition of Alaska asks the Alaska State Legislature to:

Establish an Alaskan task force to study the issue o f low Direct Support 
Professional wages and benefits, to examine potential risks to the service 
delivery system i f  wages and benefits remain stagnant, to isolate the 
barriers to improving wages and benefits, and to identify the steps 
necessary to attain a living wage for Alaskan DSPs.



T H E  K E Y  C O A L IT IO N  O F  A L A S K A  S T R O N G L Y

S U P P O R T S  A N D  E N D O R S E S  T H E  F O L L O W IN G :

HB210

Restraint, escort, and seclusion of students in public and private schools

Legislation has been introduced to address the issue of restraint, escort and seclusion in schools, 
thus providing that all children and personnel are safe in school. Use of restraint and seclusion 
should be limited as a rare emergency crisis intervention.

This legislation would require all school districts to develop policies and procedures for the use 
of restraint and seclusion. Those policies and procedures would be available to the public. In 
addition, they would need to be reviewed on an annual basis. Schools would be required to 
notify the parent/guardian within 24 hours of the use of restraint or seclusions, have a team 
meeting to discuss the use of restraint or seclusion as it is related to the IEP and/or behavior plan, 
and would have to provide a written report o f the use o f restraint or seclusion. This report would 
be in the student’s file and would be available for parents or guardians. The use o f restraint or 
seclusion could only be used when the student’s behavior poses imminent danger to others and 
less restrictive interventions would be ineffective to stop the behavior. The restraint or 
seclusions is discontinued immediately when the student no longer poses a threat to safety

This legislation does not allow:

• the use o f chemical restraints,
• the use o f mechanical restraints
• physically escorting or physically restraining a student in a manner that restricts breathing
• physically restraining a student by placing the student on the student’s back or stomach

The Key Coalition o f Alaska strongly supports
passage of HB210 relating to the use of restraint, escort
and seclusion of students in public and private schools.



T H E  K E Y  C O A L IT IO N  O F  A L A S K A  S T R O N G L Y

S U P P O R T S  A N D  E N D O R S E S  T H E  F O L L O W IN G :

HB211

Education and employment of individuals with disabilities

Employment in the general workforce is the first and preferred outcome in the provision of 
publicly funded services for all working age citizens with disabilities, regardless of disability. 
Employment has been associated with lower health care costs to federal and state benefit 
programs. When individuals with disabilities work in competitive employment they earn better 
wages increasing self- sufficiency and decreasing dependence on public benefits. Approximately 
17% of individuals with a disability are currently employed in Alaska compared to 74% of 
individuals employed in the general population. Workforce development is a critical topic to 
most employers. Assisting to develop a viable component o f our workforce is critical to our 
state’s economic health

This legislation will require State agencies that provide support, education, or training to persons 
with disabilities must consider integrated and competitive employment as the first and preferred 
option in planning services for working age individual with disabilities. All state agencies that 
provide support to individuals with disabilities must follow this policy and ensure that it is 
effectively implemented in their programs and services. The Employment First Act does not 
require employers to give preference to hiring persons with disabilities

The Key Coalition o f Alaska strongly supports
passage of HB211 relating to education and
employment of individuals with disabilities.



“A  sim p le  life  is n ot see in g  h ow  little  w e  can  g e t by
w ith  -  th a t’s p overty  -  b u t h ow  effic ien tly  w e  can  

p u t first th in gs first...W h en  y o u ’re c lear  a b o u t  
y o u r  p u rp o se  an d  y o u r  p r io r ities , y o u  can  

p a in less ly  d isca rd  w h a te v e r  d oes n ot su p p o rt th ese , 
w h e th e r  i t ’s c lu tter  in y o u  cab in ets  or  

co m m itm en ts  on y o u r  ca len d a r .”

V ictoria  M o ra n



K e y  C o a l i t i o n  o f  A l a s k a

o -

L e g i s l a t i v e  P l a t f o r m  a n d  P r i o r i t i e s

2014



n “The purpose of government is to enable the people of a nation to live in safety and 
happiness. Government exists for the interests of the governed, not for the governors.'1

— Thomas Jefferson
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W H A T :

The Complex Behavior Collaborative (CBC) provides intensive support and intervention to 
individuals at risk of being removed from their community and sent to institutions, frequently out 
of the State o f Alaska. The CBC provides services to individuals experiencing behaviors that 
present a high risk o f danger to themselves or others.

The Division o f Behavioral Health has identified experts knowledgeable in behavior intervention 
for individuals with developmental disabilities, mental health challenges, brain injuries and 
Alzheimer’s disease and other related dementia. These experts provide individualized training 
and consultation to local providers and families, enhancing their knowledge of behavior 
management.

Services:

1. Assessment
2. Development of intervention plans
3. Training
4. Ongoing consultation
5. Results based evaluation

W H Y :

• To reduce and prevent the number of individual who are placed in high cost institutional 
care systems

• To continue to increase in-state provider capacity to meet the needs of individuals with 
complex behavior management needs

• To assist the State in meeting its Americans with Disabilities Act requirements for 
community services



S U P P O R T IN G  D A T A  F R O M  20 1 3 :

• 42 participants received services

•  76% avoided institutional care

• Agencies and family members report a significant decrease in behaviors that put 
participants at risk

• CBC participants reduced aggregate days at API from 227 to 9 at a cost of $1200+ per 
day for acute care

• Thousands of dollars of savings realized as a result of CBC interventions

• 27 agencies (from Juneau to 2 northern villages) have utilized services.

• 93% of participants maintained were supported to remain in community

A C T IO N  R E Q U E S T E D  

The Key Coalition of Alaska asks the Alaska State Legislature to:

Support the base funding increment o f $450,000 in the FY15 budget to 
continue critical services provided by the Complex Behavior Collaborative



W H A T :

Maintain Alaska’s commitment to eradicate the State Wait List for community services. 
Actively reduce the Wait List by continuing the monthly selection process drawing a minimum 
of 200 individuals from the Wait List annually.

W H Y :

With 652 individuals and families still on the waitlist for community supports and services there 
is still a critical need to continue this initiative until we reach our goal when no Alaskan will 
have to wait for critical community services.

• When services are provided early, prior to crisis, there is a reduced cost to the State. If
families must wait until crisis arises needs are escalated and costs increase significantly

• Individuals experiencing disabilities are supported in their home communities
• Enhances local and state economy
• Return on investment in special education
• Increased productivity, community participation and independence for the people 

experiencing disabilities
• Increases the probability that families will stay intact if receiving critical supports for 

their family members

A C T IO N  R E Q U E S T E D

The Key Coalition of Alaska asks the Alaska State Legislature to:

Continue to support and maintain o f State o f Alaska’s commitment to 
actively reduce and expeditiously eliminate the Wait List for community 
services by:

• A monthly removal of 20 individuals from the Wait List into full 
community services

• An annual removal o f a minimum o f 200 individuals from the Wait 
List

PRIORITY II

Continue to Eradicate the Wait List
J r



W H A T :

Establish an Alaskan task force:
• To study the issue o f low Direct Support Professional wages and benefits
• To examine potential risks to the service delivery system if wages and benefits remain 

stagnant
• To isolate the barriers to improving wages and benefits
• To identify the steps necessary to attain a living wage for Alaskan DSPs

Workforce development and sustainability are priority issues within the community service 
delivery system. Without a workforce to deliver critical supports and services, Alaskans 
experiencing disabilities, mental health challenges and elders are at risk. Direct Support 
Professional salaries and compensation do not provide sustainable income for workers, requiring 
them to seek second and third jobs to meet basic expenses or drive them to other vocations 
paying a livable wage

W H Y :

In order to assure Alaska is prepared to address the life support needs of its citizens, workforce 
development barriers and solutions must be addressed. National data indicates we are headed for 
a crisis in the personal care and direct support fields of service. The Key Coalition o f Alaska 
recommends prioritizing this issue and creating an avenue for study so that solutions can be 
created before the pending crisis negatively impacts the health and safety of Alaskans.

^ T a s k  Force on DSP Wages and Benefits

A C T IO N  R E Q U E S T E D

The Key Coalition of Alaska asks the Alaska State Legislature to:

Establish an Alaskan task force to study the issue o f low Direct Support 
Professional wages and benefits, to examine potential risks to the service 
delivery system i f  wages and benefits remain stagnant, to isolate the 
barriers to improving wages and benefits, and to identify the steps 
necessary to attain a living wage for Alaskan DSPs.



T H E  K E Y  C O A L IT IO N  O F  A L A S K A  S T R O N G L Y

S U P P O R T S  A N D  E N D O R S E S  T H E  F O L L O W IN G :

HB210

Restraint, escort, and seclusion o f students in public and private schools

Legislation has been introduced to address the issue o f restraint, escort and seclusion in schools, 
thus providing that all children and personnel are safe in school. Use of restraint and seclusion 
should be limited as a rare emergency crisis intervention.

This legislation would require all school districts to develop policies and procedures for the use 
of restraint and seclusion. Those policies and procedures would be available to the public. In 
addition, they would need to be reviewed on an annual basis. Schools would be required to 
notify the parent/guardian within 24 hours o f the use of restraint or seclusions, have a team 
meeting to discuss the use of restraint or seclusion as it is related to the IEP and/or behavior plan,
and would have to provide a written report of the use o f restraint or seclusion. This report would
be in the student’s file and would be available for parents or guardians. The use of restraint or 
seclusion could only be used when the student’s behavior poses imminent danger to others and 
less restrictive interventions would be ineffective to stop the behavior. The restraint or 
seclusions is discontinued immediately when the student no longer poses a threat to safety

This legislation does not allow:

• the use of chemical restraints,
•  the use of mechanical restraints
• physically escorting or physically restraining a student in a manner that restricts breathing
• physically restraining a student by placing the student on the student’s back or stomach

The Key Coalition o f Alaska strongly supports
passage of HB210 relating to the use of restraint, escort
and seclusion of students in public and private schools.



T H E  K E Y  C O A L IT IO N  O F  A L A S K A  S T R O N G L Y

S U P P O R T S  A N D  E N D O R S E S  T H E  F O L L O W IN G :

HB211 

Education and employment of individuals with disabilities

Employment in the general workforce is the first and preferred outcome in the provision of 
publicly funded services for all working age citizens with disabilities, regardless of disability. 
Employment has been associated with lower health care costs to federal and state benefit 
programs. When individuals with disabilities work in competitive employment they earn better 
wages increasing self- sufficiency and decreasing dependence on public benefits. Approximately 
17% of individuals with a disability are currently employed in Alaska compared to 74% of 
individuals employed in the general population. Workforce development is a critical topic to 
most employers. Assisting to develop a viable component of our workforce is critical to our 
state’s economic health

This legislation will require State agencies that provide support, education, or training to persons 
with disabilities must consider integrated and competitive employment as the first and preferred 
option in planning services for working age individual with disabilities. All state agencies that 
provide support to individuals with disabilities must follow this policy and ensure that it is 
effectively implemented in their programs and services. The Employment First Act does not 
require employers to give preference to hiring persons with disabilities

The Kev Coalition o f Alaska strongly supports
passage of HB211 relating to education and
employment of individuals with disabilities.



“A  s im p le  life  is not see in g  h ow  little  w e  can  get b y  
w ith  -  th a t’s p o v erty  -  b u t h ow  effic ien tly  w e  can  

p u t f ir st th in g s first...W h en  y o u ’re c lea r  a b ou t  
y o u r  p u rp o se  an d  y o u r  p rio r ities , you  can  

p a in less ly  d isca rd  w h a te v e r  d oes n ot su p p o rt th ese , 
w h e th e r  i t ’s c lu tter  in  y o u  cab in ets  or  

co m m itm en ts  on y o u r  ca len d a r .”

V ictor ia  M oran


