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SENATE COMMITTEE REPORT
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IN TO OFFICE: 7

State Affairs Committee considered HOUSE JOINT RESOLUTION NO. 20
HJR 20-MEDICAL DEVICE TAX

Urging the President of the United States and the United States Congress to repeal the excise tax on medical
devices.

and recommends:

[ 1 be replaced with SCS ( ) [ ]1Same Title [ ] Technical Title Change
[ 1 New Title/SCR No.

[ 1 adopt previous SCS ( ) [ ]Same Title [ ] Technical Title Change
I ] New Title/SCR No.

[ 1 attached amendment(s)

[ 1] adopt Letter of Intent
[ 1 further referral to Committee
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[ 1] APPROPRIATION - no fiscal note
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March 03,2014
TO:  Senator Fred Dyson, Chairman - Senate State Affairs Committee
FR:  Representative Bob Lynn

RE: HJR 020 A Resolution urging the President of the United States and the United States
Congress to repeal the excise tax on medical devices.

Please schedule HIJR 20 to be heard in the Senate State Affairs Committee at your earliest
convenience. HIR 20 urges the President of the United States and the United States Congress to
repeal the excise tax on medical devices. The resolution was filed because the excise tax has a
chilling effect on innovation in the medical device industry and on the public who purchase the
devices. Nick Lewis (465-4965) is the staff-member assigned to HIR 20. Thank you.

Attached Documents
- HJR 020 Ver A
HJR 020 Sponsor Statement
HJR 020 Supporting Document Legislative Research Report JFR20 2013 14-133
HJR 020 Supporting Document MDDI Article
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Repealthe 2.3%

Alaska State Legislature

A Communication From

REPRESENTATIVE BOB LYNN
District 23 Anchorage

Sponsor Statement
HJR 20

M edicalDevice Tax

Session:
Alaska State Capitol, #108
Juneau, AK 99801-1182

Phone: (907)465-4931
Fax: (907) 465-4316
Toll Free: (800) 870-4391

Interim:
716 W. 4thAve., #650
Anchorage, AK 99501-2133

Phone:(907)269-0205
Fax: (907) 269-0207

HJR 20 sends a strong message to Congress and the President to eliminate the
2.3% medical device tax that is part of the Affordable Care Act (“Obamacare”).
The tax applies to medical devices such as pacemakers, heart stents, artificial hips

and limbs.

The medical device tax will substantially increase the cost of health care by first

taxing the manufacturer who in turn will pass the higher costs on to the patients. It
creates a chilling effect on business by punishing researchers and manufacturers of
hi-tech medical devices.

HJR 020 Ver U SPONSOR STATEMENT
Contact Nick Lewis (465-4965) for questions
Page| 1of1



FISCAL NOTE

STATE OF ALASKA
2014 LEGISLATIVE SESSION

Identifier (file name)
Title Medical Device Tax
Sponsor

Requester

Representative Bob Lynn

Expenditures/Revenues
Note: Amounts do not include inflation unless otherwise noted below.

FY15
Appropriation
Requested
FY15

Included in
Governor's
FY15 Request

OPERATING EXPENDITURES FY15
Personal Services
Travel
Services
Commodities
Capital Outlay
Grants, Benefits
Miscellaneous
TOTAL OPERATING 0.0 0.0

FUND SOURCE
1002  Federal Receipts
1003 GF Match
1004 GF
1005 GF/Prgm (DGF)
1007  I/A Repts (Other)
1156 Rcpt Sves (DGF)
0.0 0.0

POSITIONS
Full-time
Part-time
Temporary

ICHANGE IN REVENUES"

Estimated SUPPLEMENTAL (FY14) operating costs
(discuss reasons and fund source(s) in analysis section)

Estimated CAPITAL (FY15) costs
(discuss reasons and fund source(s) in analvsis section)

ASSOCIATED REGULATIONS

FY16

Bill Version HJR 20
Fiscal Note Number 1
(F1) Publish Date 2/12/2014

_Dept. Affected
_Appropriation
Allocation

OMB Component Number

(Thousands of Dollars)

Qut-Year Cost Estimates

FY17 FY18 FY19 FY20
0.0 0.0 0.0 0.0
(Thousands of Dollars)
0.0 0.0 0.0 0.0

(separate supplemental appropriation required)

(separate capital appropriation required)

Does the hill direct, or will the bill result in, regulation changes adopted by your agency?

If yes, by what date are the regulations to be adopted, amended, or repealed?

Discuss details in analysis section.

Why this fiscal note differs from previous version (if initial version, please note as such)

Prepared by Julie Morris

Phone 907-465-4230

Division Committee Aide for Rep. Pete Higgins

Date/Time

Approved by Representative Pete Higgins, Chair

Date 2/11/2014

Division House Health & Social Services Committee

(Revised 8/16/2013 OMB)
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LEGISLATIVE RESEARCH SERVICES

Alaska State Legislature [907] 465-3991 phone
Division of Legal and Research Services (907) 465-3908 fax
State Capitol, Juneau, AK 99801 research@legis.state.ak.us

Research Brief
TO: Representative Bob Lynn

FROM: Patricia Young, Manager

DATE: December 27, 2013

RE: Federal Excise Tax on Certain Medical Devices under the Affordable Care Act
LRS Report 14.133

You asked several questions about thefederal excise tax on medical devices. Specifically, you
wished to know how "medicaldevices"are defined under the Affordable Care Act; whether the tax
applies to the sale ofcommonly used items such as eyeglasses and hearing aids; whetherit applies
to imported as wellas domestically produced devices; and whetherit applies to the sale price or to
netprofits. You also wished to know if the excise tax has been the subjectofrepeal efforts, and if
so, the argumentsfor and againstsuch 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 isany 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 isgenerally purchased by the
general public at retail for individual 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 ofjobs. Supporters refute these charges and point out that the $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.3

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.

1We include as Attachment A the two pages 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 21 USC 321(h).

2Regulations subsequently promulgated specify that the determination of whether a device is of atype 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 atype that requires a
prescription is not afactor 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 CFR48.4191-2.

3FactCheck.org, a project of the Annenberg Public Policy Center, cites Moody's Investor Services as estimating that IRS deductions will bring
the net tax effect to about 1.5 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
21 USC 321 (h)



124 STAT. 1064 PUBLIC LAW 111-152—MAR. 30, 2010

SEC. 1404. BRAND NAVE PHARMACEUTICALS.

(@ In General —Section 9008 of the Patient Protection and
Ante, p. 859. Affordable Care Act is amended—
‘201812 in subsection (a)(1), by striking “2009” and inserting

(2) in subsection (b)—
(A) by striking “$2,300,000,000” in paragraph (1) and
inserting “the applicable amount”; and
(B) by 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:

“Calendar year Applicable amount

581% ................................................................................... $2,500,000,000

$2,800,000,000
2013 oovoveeeeierseeseies s $2,800,000,000
2014 oo, $3,000,000,000
2015 oo $3,000,000,000
2016 ooovorerrcinee $3,000,000,000
2017 oo $4,000,000,000
2018 oo $4,100,000,000

2019 and thereafter $2,800,000,000.”;

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

“(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.”.
26 USC 4001 (b) Effective Date—The amendments made by this section
note prec. shall take effect as if included in section 9008 of the Patient Protec-
tion and Affordable Care Act.

SEC. 1405. EXCISE TAX ON MEDICAL DEVICE MANUFACTURERS.

@) In General—Chapter 32 of the Internal Revenue Code
of 1986 is amended—
Q) by inserting after subchapter D the following new sub-
chapter:

“Subchapter E—Medical Devices

26 USC 4191. “Sec. 4191. Medical devices.

“SEC. 4191. MEDICAL DEVICES.

“(@) In General—There is hereby imposed on the sale of
any taxable medical device by the manufacturer, producer, or
imlgorter a tax equal to 2.3 percent of the price for which so
sold.

“(b) Taxable Medical Device—For purposes of this section—

Definition. “(1) 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

“(A) 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:

“‘S. BIHPTERE MOICAL PGS

(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 e41s.
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 usc 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 cbte
and Affordable Care Act, as amended by section 10904 of such
Act, is repealed effective as of the date of enactment of that Act. Ante, p. 862,

1016.
SEC. 1406. HEALTH INSURANCE PROVIDERS.

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

is amended— Ante, p. 865,
(1) in subsection (a)(1), by striking “2010” and inserting 1017.
“2013”7;

(2) in subsection (b)(2)—

(A) by strlklng “For purposes of paragra1ph (1), the
net premiums” and inserting “For purposes of paragraph
1—

@ “(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 States 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
thekfee 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 -
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§ 321. Definitions; generally, 21 USCA § 321
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§ 321. Definitions; generally, 21 USCA § 321
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Attachment B

26 CFR 48.4194-2



§48.4191-2 Taxable medical device., 26 C.F.R. § 48.4191-2
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§ 48.4191-2 Taxable medical device., 26 C.F.R. § 48.4191-2
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FAQ: What’s At Stake If Congress Repeals
The Medical Device Tax

TOPICS: HEALTH REFORM, POLITICS, HEALTH COSTS
By MARY AGNES CAREY

KHN Staff Writer

OCT 11, 2013

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
guestions 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 expected 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 43,000 jobs over the next decade and will increase
health care costs. In a September 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 challenged 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, has pushed for a repeal as part of
larger legislation to lift the debt ceiling and reopen the government.

The Republican-controlled House has twice passed 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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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 statement issued 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."

KAISER

EAMILY © 2013 Henry J. Kaiser Family Foundation. All rights reserved.
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Medical Device Tax in Jeopardy After Senate
Votes to Repeal

Posted in Regulatory and Compliance by Chris Wiltz on March 22, 2013

The U.S. Senate voted to an overwhelming 79-20 tally to repeal the medical device tax, supporting the Medical
Device Access and Innovation Protection Act, a budget amendmentproposed to repeal the tax.

Share
Late Thursday night the Senate voted to an overwhelming 79-20 tally to repeal the medical device tax.The vote
included 33 Democrats who voted alongside Republicans and could be a symbolic strike against the 2.3% tax
following a 2012 bipartisan vote, 270-146, in the House.

"Today's overwhelming support of the amendment shows that clear
majorities in the Senate and the House of Representatives recognize that
the medical device tax needs to be repealed so that America's medical
technology community can spur growth and create the great jobs that
come along with it," said Mark Leahey, President and CEO of MDMA.

Senators Orrin Hatch (R., Utah) and Amy Klobuchar (D-MN) introduced

the bipartisan Medical Device Access and Innovation Protection Act, an

amendment with support from 21 bipartisan Senators that would eliminate

the Senate Budget Resolution to repeal the tax. “Bipartisan majorities in

both the House and Senate have now voted to repeal the device tax. The

reasons behind mounting support to repeal the tax are clear: Across the country, this tax is cutting high-quality jobs
and investments in tomorrow's treatments and cures at companies large and small. We encourage leaders in
Congress and the Administration to seize on this momentum and act to repeal this harmful tax,” said Stephen J. Ubl,
president and CEO of AdvaMed.

While this is certainly a definitive blow, a full repeal of the tax could still be an uphill battle. Opponents of the repeal will
likely cite the $30 billion that the tax is estimated to raise over the next 10 years as a key reason for maintaining it.
"Work still needs to be done, as the vote for repeal of the tax was non-binding," said Cook Group Chairman Steve
Ferguson. “This tax on gross sales threatens regional economic vitality, badly needed jobs, and patients’ hopes for
new, life-saving products and treatments."

Yet in the current economy it always comes down to jobs and it may ulimately be employment numbers, over any
potential funds, that sway legislators. 'Thousands of lay-offs in the U.S. have already occurred because of this
tax,"Ferguson said. According to Advamed, with the implementation of the medical device tax, manufacturers have
already paid an estimated $388,000,000 to the Internal Revenue Service (IRS) so far this year, reallocating funds that
could otherwise be directed towards investment in job creation and research and development.

~Chris Wiltz is the Associate Editor of MBI
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A glimmer of hope

Submitted by ori.epstein on March 23, 2013 - 10:30pm

This is a good sign but Iwouldn't be too optimistic. President Obama will almost certainly veto any repeal bill that hits his desk.
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One might want to clearly

Submitted by will on March 23, 2013 - 8:53am.
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One mightwantto clearly remember that this vote was non-binding, and has no inmediate consequence. (As was the case for FDA Warns Device Makers on Cyb9r
all of the budget shenanigans in the Senate Thursday and Friday.) Further the "repeal” explicitly carried a provision fully within Attack Risks

it that the 20-30 billion revenue would have to replaced by an as yet un-named alternative source of revenue.
by Heather Thompson on July 10, 2013

This is more shadow-boxing than a "significant blow".

On arelated note, in the House hearing on medical apps one Congressman decried the fact that the 2.3% on retail price would

Classifying Devices Right the First
Time Can Remove Obstacles

have a devastating effect on the develop of free apps. Yes, 2.3% of zero would clearly be daunting.
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