Health Care Reform Alert
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The Patient Protection and
Affordable Care Act:
Frequently Asked Questions

On March 23, 2010, President Obama signed H.R. 3590, the Patient Protection and
Affordable Care Act, also known as the Affordable Care Act (ACA), into law (Public Law
111-148).

The House and Senate also approved a package making changes to the ACA. This mea-
sure, the Health Care and Education Reconciliation Act of 2010 (H.R. 4872), was signed
into law on March 30, 2010. Together, these two laws are more than 2,400 pages in
length.

The following document is meant to provide brief answers to frequently asked questions
regarding the major provisions that were part of the final law.

How will the new health system work?

Q: Will individuals be required to have health insurance?

A: Yes. ACA requires all individuals to obtain health insurance coverage or pay penal-
ties. Coverage provided by employers generally will meet this individual obligation.
Penalties will begin in 2014 at $95 per uninsured individual and will increase to $750
by 2016 (amounts thereafter will be indexed for inflation). Lower-income individu-

als (within 133-400 percent of the federal poverty level) will receive tax credits or
employer-provided vouchers to help pay for coverage. Medicaid will be expanded to
133 percent of the federal poverty level. The Reconciliation Act modifies upward the
assessments on individuals who choose to remain uninsured and provides higher tax
credits and other support to make insurance more affordable for those with incomes
under 250 percent of the federal poverty level.

Q: Will employers be required to offer employees health coverage?

A: While ACA does not require employers to offer health coverage to employees,
effective in 2014, it assesses a penalty on employers with 50 or more employees
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if they do not offer employee coverage. ACA sets the penalty at $750 per full-time
equivalent (FTE). In addition, ACA sets a penalty of $400 per FTE in a 30-60 day cover-
age waiting period and $600 per FTE in a 60-90 day coverage waiting period. The
Reconciliation Act increases the penalties to $2,500 per FTE for each employee over
30 in number to whom health insurance is not offered. The Reconciliation Act does
not include penalties for waiting periods, but sets the maximum waiting period for
coverage at 90 days.

: Must employees enroll in their employer’s insurance plan?

A: Employers with 200 or more employees are required to automatically enroll em-
ployees into health insurance plans offered by the employers. Employees may opt out
of such coverage.

: How will people with pre-existing conditions be covered until the ban on prohib-

iting those with such conditions from coverage goes into effect?

A: No later than 90 days after enactment of ACA, a temporary national high-risk pool
will be created to permit adults with pre-existing conditions to obtain subsidized
coverage, with maximum cost sharing capped at the current health savings account
(HSA) limit ($5,950 for individuals and $11,900 for families). The high-risk pool will
be eliminated after 2014, when insurers will be prohibited from excluding persons
with pre-existing conditions.

: Are there any incentives for small businesses to provide health care coverage?

A: Effective 2010, ACA provides tax credits of up to 35 percent (increasing to 50 per-
cent by 2014) to encourage qualified small businesses to provide health care coverage
to employees. Tax-exempt employers will receive a 35 percent credit.

: Will employers still be allowed to deduct retiree drug coverage subsidies?

A: No. Effective January 1, 2013, employers will no longer be able to deduct the 28
percent subsidies received for maintaining retiree drug coverage for Medicare-eligible
employees.

: How will reporting change?

A: Beginning in 2011, employers must report the aggregate costs of health coverage
received by each employee under the employer’s health plan on employees’ annual
W-2 forms. For payments beginning in 2013, ACA expands 1099 information report-
ing to include compensation paid for goods and services, as well as for payments
made to corporations, individuals and partnerships.

: How will people without employer insurance be insured?

A: To create affordable insurance options for individuals not insured through work
and for some small businesses, beginning in 2014, ACA creates state-based American
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Health Benefit Exchanges and Small Business Health Options Program Exchanges, run
by state governments or nonprofit organizations, through which individuals and small
businesses of up to 100 employees can purchase qualified coverage. In addition,
Medicaid eligibility will be expanded to individuals up to 133 percent of the federal
poverty level.

: What is the CO-OP Plan?

A: ACA creates the Consumer Operated and Oriented Plan (CO-OP) program to create
nonprofit, member-run health insurance companies in all 50 states and the District of
Columbia.

: How will the benefits offered by the Exchange and CO-OP be structured?

A: Insurance offered through an exchange or CO-OP program must include four
“levels” of benefit plans (platinum, gold, silver or bronze based on actuarial value) plus
catastrophic coverage for eligible individuals and small businesses. Exchange plans,
as well as other new, qualified plans offered by other insurers, must provide essential
health benefits, cover at least 60 percent of the benefit costs of the plan, and have an
out-of-pocket limit equal to the HSA limit. Co-payment limits are reduced for those
with incomes up to 400 percent of the federal poverty level.

: What are the essential benefits that are required under ACA?

A: Essential benefits include items and services covered within the following catego-
ries: ambulatory patient services; emergency services; hospitalization; maternity and
newborn care; mental health and substance use disorder services, including behav-
ioral health treatment; prescription drugs; rehabilitative and habilitative services and
devices; laboratory services; preventive and wellness services; chronic disease man-
agement; and pediatric services, including oral and vision care.

: Are existing insurance plans subject to the reforms instituted by ACA?

A: Existing individual and employer-sponsored plans are not required to meet the
new benefit standards (including minimum coverage and tier requirements). The
Reconciliation Act similarly grandfathers existing plans with respect to coverage and
tier requirements, but requires existing plans to extend coverage to dependents
through age 26 and prohibits rescissions of coverage. Grandfathered plans also have
to eliminate lifetime and annual limits on coverage and, effective 2014, must elimi-
nate (a) waiting periods for coverage longer than 90 days, and (b) exclusions based on
pre-existing conditions.

: What are ACA’s immediate effects on insurance policies?

A: Effective in six months, insurers will not be permitted to impose lifetime limits on
insurance coverage or cancel policies when a person becomes seriously ill. In addi-
tion, insurers are prohibited from excluding children from coverage based on pre-ex-
isting conditions. Parents, through their insurance plan coverage, will be able to cover
their dependents through age 26.
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Q: How will insurance coverage change over the next few years?

A: Starting in 2014, insurers may not impose excessively long waiting periods, and no
one may be denied coverage on the basis of pre-existing conditions. Insurers may not
charge higher rates because of an individual’s health status or gender. In addition,
beginning in 2014, insurers may no longer place annual limits on coverage.

Q: Will changes be made to flexible spending accounts?

A: Effective 2013, contributions to flexible spending accounts will be capped at
$2,500 (to be indexed for inflation) and the use of these funds for non-prescription
medications will no longer be allowed.

How is the new system financed?

Q: How is health reform being funded?

A: Generally, about half of the cost associated with ACA is paid for through reforms
that target waste, fraud and inefficiency in Medicare and Medicaid. ACA also includes
a wide variety of taxes and fees in order to cover the cost of health reform. These pro-
visions include, but are not limited to: increased taxes for some individual tax filers;
an annual excise tax on health insurers; a tax on sales of pharmaceutical manufactur-
ers; an excise tax on high-cost health plans; a tax on device manufacturers; and a 10
percent excise tax on indoor tanning services. The Congressional Budget Office (CBO)
estimates that, even with the addition of programs and the expansion of coverage,
ACA will cut the deficit by $143 billion over the next 10 years and by $1.2 trillion in
the following decade.

Q: Will there be an increase in taxes to finance ACA?

A: For most Americans, there will not be an increase in taxes. Effective for the 2010
tax year, individual income tax filers with adjusted gross income (AGI) over $200,000
and joint filers with AGI over $250,000 will pay an additional 0.9 percent in Medicare
payroll taxes. Self-employed individuals also will pay the new taxes. Taxes on distri-
butions from HSAs that are not used for qualified medical expenses will double to 20
percent. The Reconciliation Act expands the Medicare tax to include a 3.8 percent tax
on net investment income (i.e., income from dividends, interest, annuities, royalties,
rents and disposition of properties) for the same high-income filers.

Q: Will health insurers be taxed?
A: Yes. Effective 2013, ACA imposes annual excise taxes on health insurers. The

Reconciliation Act varies the timing and amount of the fees.

Q: How will pharmaceutical manufacturers be taxed?

A: Effective immediately, ACA imposes annual excise taxes on sales by pharmaceutical
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manufacturers in the amount of $2.3 billion annually, allocated among manufacturers
based on market share. ACA similarly imposes taxes on device manufacturers in the
amount of $2 billion in 2011 through 2017, and $3 billion thereafter. The Reconcilia-
tion Act delays the excise tax on pharmaceutical companies until 2011 and raises the
amount of the tax to $2.5 billion (with annual increases thereafter). The Reconcilia-
tion Act imposes a 2.3 percent sales tax on devices effective 2013.

: How will high value health insurance plans, or “Cadillac” plans, be affected?

A: Effective in 2013, ACA will impose a 40 percent excise tax on high-value health
insurance plans (i.e., those with aggregate value over $8,500 for individuals and
$23,000 for families). The excise tax will be owed by issuers of insurance plans and
in the case of self-insured plans, the employer/administrator, but such costs are
expected to be passed on to consumers. Implementation of the excise tax is delayed
until 2018 under the Reconciliation Act, and the thresholds increase to $10,200 and
$27,500, respectively.

Does the bill include additional penalties for fraud and abuse?

A: ACA increases funding for fraud and abuse compliance efforts and investigations
by $250 million over 10 years.

How does the new law attempt to improve the health
care delivery system and health care quality?

Medicare/Medicaid

Q:

What changes will be made to Medicare reimbursements?

A: ACA applies a productivity adjustment to reduce the annual market basket updates
to the Medicare fee schedule for inpatient acute hospitals, skilled nursing facilities,
long-term care hospitals, inpatient rehabilitation facilities, home health agencies, labo-
ratory services and other Medicare providers.

: How will Medicare spending be evaluated and how will Medicare and Medicaid

payment changes be developed?

A: The health care reform law creates a new 15-member Independent Payment
Advisory Board (IPAB), which will recommend means to reduce the per capita rate of
growth in Medicare spending if it exceeds a target growth rate. Beginning in 2014, in
any year in which the Medicare per capita growth rate exceeds a target growth rate,
the board is mandated to recommend Medicare spending reductions. In years in
which the IPAB is not required to make recommendations, it is required to submit an
advisory report. Beginning January 18, 2011, the board will submit recommendations
if Medicare per capita spending exceeds gross domestic product (GDP) per capital plus
1 percent. The Board is prohibited from making recommendations that would ration
care, increase revenues or change benefits. The recommendations made by the IPAB
become effective unless Congress takes action to block implementation. The IPAB
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cannot make recommendations regarding hospital payments until 2020.

ACA also requires the creation of a Center for Medicare and Medicaid Innovation (CMI)
within the Centers for Medicare and Medicaid Services (CMS), which will be responsible
for development, testing and implementation of payment and delivery arrangements
to improve quality and reduce costs for services provided to Medicare and Medicaid
patients. The Secretary shall select models to be tested where there is evidence that
the model addresses a defined population for which there are deficits in care lead-

ing to poor clinical outcomes or potentially avoidable expenditures. ACA provides
suggestions of 18 possible models, but does not require the Secretary to select from
those listed in the law.

: What are Accountable Care Organizations and are they included in ACA?

A: Effective in 2012, groups of providers organized as Accountable Care Organiza-
tions (ACO) that reduce the cost of patient care will share in the Medicare savings
they achieve. To qualify as an ACO, an organization must agree to be accountable for
the overall care of Medicare beneficiaries received from providers in the ACO, have
adequate participation of primary care physicians, promote evidence-based medicine,
report on quality and costs, and coordinate care.

: Does ACA allow for bundled Medicare payments?

A: By 2013, a national Medicare pilot program will offer one bundled payment to

all providers participating in each single inpatient episode (acute inpatient hospital
services, physician services, outpatient hospital services and post-acute care services)
covering all care delivered beginning three days before hospitalization and continu-
ing for 30 days after discharge. Participation in the pilot program will be voluntary.
The bill also contains a separate pilot program for a Medicare bundling payment pilot
program specific to continuing care hospitals. For the purposes of this pilot program,
a continuing care hospital is defined as “an entity that has demonstrated the ability
to meet patient care and patient safety standards and that provides, under common
management, the medical and rehabilitation services provided in inpatient rehabilita-
tion hospitals, long term care hospitals, and skilled nursing facilities that are located
in a hospital.” An episode of care is defined as “the full period that a patient stays

in the continuing care hospital plus the first 30 days following discharge from such
hospital.”

How will Medicare Advantage plans change?

A: Medicare Advantage (MA) plans located in high-cost areas will see payments of 5
percent less than Fee-for-Service (FFS) or traditional Medicare; plans in lower-cost areas
may see payments go up, to an amount equal to 15 percent more than FFS Medicare.

: Will Medicare cover annual primary care visits?

A: Yes, under ACA, all enrolled Medicare beneficiaries are eligible for an annual well-
ness visit or the development of a personalized prevention plan with no payments,
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deductibles or coinsurance requirements, starting in 2011.

: Will Medicaid cover prevention-related services?

A: Yes, some examples of services include requiring Medicaid coverage for pregnant
women for cessation of tobacco use counseling and pharmacotherapy, and making
grants to states to provide incentives for Medicaid beneficiaries to participate in pro-
grams providing incentives for healthy lifestyles.

: Does ACA expand Medicaid coverage?

A: Yes. Starting in 2014, Medicaid coverage will be available to those with incomes up
to 133 percent of the federal poverty level (i.e., $29,000 for a family of four in 2010).
For 2014 through 2016, rather than sharing Medicaid costs with the states, the federal
government will pay 100 percent of the cost of covering newly insured individuals. In
addition, states are required to maintain income eligibility under the Children’s Health
Insurance Program through 2019.

: Does ACA Address the Medicare Part D “Donut Hole” coverage gap?

A: Health reform also makes changes to prescription drug coverage for seniors par-
ticipating in Medicare Part D. Under current law, in 2010, a Medicare Part D benefi-
ciary is responsible for paying 25 percent of the costs of her medications until she has
accrued $2,830 in prescription drug costs. Once she has reached that threshold, she
is responsible for 100 percent of her total prescription drug costs until she reaches
the next expenditure threshold of $6,440 ($4,550 in out-of-pocket costs). This pe-
riod, during which the beneficiary pays for 100 percent of her drug costs, is frequently
referred to as the “donut hole.” After the beneficiary has progressed through the
donut hole, she has entered into the phase of “catastrophic coverage.” For the rest of
the year, that beneficiary is only responsible for 5 percent of her overall drug costs.
Her selected Part D plan pays 15 percent of the remaining cost and Medicare pays the
80 percent remaining balance.

Beginning this year, any patient who enters into the donut hole will receive a $250 re-
bate check. Starting in January 2011, beneficiaries who enter the donut hole will share
the cost of their prescription drugs with the pharmaceutical manufacturers. Each
party will pay 50 percent of the total cost. Finally, beginning in 2013, the federal gov-
ernment will pay a subsidy to Medicare Part D plans to take up a progressively larger
portion of the beneficiaries’ costs. By 2020, pharmaceutical manufacturers will cover
50 percent of the cost of brand name drugs, the federal government will subsidize

the Part D plans to cover 25 percent of the overall cost of brand name drug purchases
and the beneficiary will be responsible for 25 percent of her overall brand name drug
costs in the donut hole. The government subsidy of generic drug purchases will begin
in 2011 at 7 percent and will progress to 75 percent of generic drug costs by 2020.
There is no manufacturer contribution for coverage of generic drug purchases.
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Q: How will Stark Law violations be penalized?

A: ACA directs the HHS Secretary to develop and implement a disclosure protocol
for actual and potential Stark Law' violations within six months. The protocol may
include a means for the Secretary to reduce or compromise amounts owed under the
Stark Law.

Hospitals

Q: What consequences will there be for avoidable errors at hospitals?

A: ACA reduces diagnosis-related group (DRG) payments to hospitals by 1 percent
for avoidable readmissions (effective 2012) and hospital-acquired infections (effective
2015).

Q: What incentives are there for best performing hospitals?

A: ACA reduces hospital DRGs by 1 percent in 2013 and 2 percent by 2017 through
a withholding of payment. The pool created through withheld funds will be allocated
among the best-performing hospitals, as evidenced by achievement of certain quality
measures.

Q: How does ACA change DSH payments?

A: Effective 2014, the Reconciliation Act reduces disproportionate-share hospital
(DSH) payments by 75 percent and subsequently increases payments based on the
percentage of uninsured patients and the amount of uncompensated care provided.
The DSH payment adjustments were originally devised to compensate hospitals

for the higher operating costs they incur in treating a large number of low-income
patients who tend to be uninsured. The rationale for lowering DSH payments is that
more patients will be insured under ACA, therefore, hospital costs associated with
treating the uninsured should go down over time.

Q: Will ACA change the RAC program?

A: ACA expands the Recovery Audit Contractor (RAC) program to include state Medic-
aid programs.

Q: What does ACA require of nonprofit hospitals?

A: Tax-exempt hospitals will be required to conduct community needs assessments
every three years and adopt strategies to meet identified needs. In addition, tax-
exempt hospitals must publicize their financial assistance policies and limit charges to
patients who qualify for financial assistance to the amounts generally billed to insured
patients.

! Section 1877 of the Social Security Act (the Act) (42 U.S.C. 1395nn) is known as the physician self-referral law
and commonly referred to as the “Stark Law.” According to CMS, the Stark Law prohibits a physician from
making referrals for certain designated health services payable by Medicare to an entity with which he or she (or
an immediate family member) has a financial relationship (ownership, investment or compensation), unless an
exception applies. The Stark Law also prohibits the entity from presenting or causing to be presented claims
to Medicare (or billing another individual, entity or third-party payer) for those referred services. Finally, the
Stark Law establishes a number of specific exceptions and grants the Secretary the authority to create regulatory

D . B-ddl ~ exceptions for financial relationships that do not pose a risk of program or patient abuse.
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Q: How does ACA affect physician-owned hospitals?

A: ACA virtually eliminates the Stark Law “Whole Hospital” exception permitting phy-
sician-owned hospitals. Grandfathered hospitals (i.e., those with provider agreements
as of August 1, 2010) are permitted to remain operational, but the percentage of phy-
sician ownership cannot increase from that held on March 23, 2010 (the enactment
of the ACA). Further, ACA increases disclosure requirements, expands requirements
to ensure the physicians’ investments are bona fide and places severe restrictions on
the hospitals’ abilities to add operator procedure rooms and beds. The Reconciliation
Act changes the date after which physician ownership of hospitals to which they self-
refer is prohibited to December 31, 2010, and provides a limited exception to growth
restrictions on existing physician-owned hospitals that treat the highest percentage of
Medicaid patients in their counties.

Providers
Q: How will payments to physicians change?

A: ACA will increase Medicaid payments for primary care physicians (pediatricians,
family physicians and internists) starting in 2013, raising them to Medicare levels by
2014. ACA will implement a relative value unit (RVU) modifier system to enable differ-
ential payments to physicians based on their achievement of certain quality metrics.

Q: Does the ACA fix the sustainable growth rate (SGR) problem?

A: No, ACA does not fix this problem. Congress enacted the Sustainable Growth Rate
(SGR) in 1998 as a means of controlling the escalating costs under the Medicare pro-
gram. Under SGR, physician payments are linked to predetermined spending targets.
Since 2003, use of the SGR formula has threatened to result in significant reductions
in physician reimbursement. To prevent these reductions, Congress has stepped in
every year to enact a temporary fix to prevent physicians from experiencing significant
reductions to their Medicare payments, which in turn could force many physicians

to stop providing services to Medicare patients. This year, physician reimbursement
was set to be cut 21 percent starting on January 1, 2010, but Congress already has
provided a series of temporary fixes, with at least another fix expected.

Q: How does ACA change Stark Law provisions?

A: Effective immediately, ACA amends the in-office ancillary services exception to the
Stark Law by requiring a referring physician to inform patients in writing at the time of
a referral that the patient may obtain specified imaging services (i.e., MRI, CT and PET
scans) and other health services as designated by the HHS Secretary from a person

or entity unrelated to the referring physician. In addition, the referring physician

must provide patients with a list of alternative suppliers in the area where the patient
resides.

Q: How will disclosure requirements change?

A: Long-term care providers will be required to disclose ownership information and to
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implement compliance and ethics plans.

Health Care Workforce
Q: How are health care workforce needs addressed?

A: Beginning in fiscal year (FY) 2011, ACA provides expanded funding for scholar-
ships and loan repayments for primary care providers working in underserved areas.
In addition, by July 2011, primary care and nurse training programs, including the
Medicare Graduate Medical Education Program, will be expanded to help address
workforce shortages. A national commission that reviews America’s health care work-
force will determine workforce needs and will provide Congress and the administra-
tion with information that can be used to align resources with needs.

Q: Does the ACA include provisions to address the nursing shortage?

A: ACA increases educational opportunities such as providing loan repayment and
retention grants, and creates a career ladder to nursing.

Disease Prevention/Health Promotion

Q: What steps does ACA take to emphasize prevention?

A: ACA creates:

A new interagency council to promote healthy policies and establish a
national prevention and health promotion strategy.

A Prevention and Public Health Investment Fund to provide expanded and
sustained national investment in prevention and public health.

New programs and benefits relating to prevention, including school-based
health clinics and an oral health care prevention education campaign.

Grants to eligible entities to promote individual and community health and to
prevent chronic disease.

Grants to states and large local health departments to conduct pilot programs
to evaluate chronic disease risk factors among the 55-to-64-year-old popula-
tion, conduct evidence-based public health interventions and ensure that
individuals with chronic disease or at risk for chronic disease receive clinical
treatment.

A requirement that chain restaurants with 20 or more locations doing busi-
ness under the same name list calorie counts on the menu board and in writ-
ten form.
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A new CDC program to help state, local and tribal public health agencies
improve surveillance for, and responses to, infectious diseases and other
conditions.

Q: Will I have to continue to pay a co-payment or deductible for preventive care?

A: No. Effective January 1, 2014, private health plans will no longer be able to charge
co-payments and deductibles for recommended preventive care such as screenings
and early detection. All insurance companies and health plans must cover any service
given a rating of “A” or “B” in the current recommendations of the United States Pre-
ventive Services Task Force (USPSTF). Medicare beneficiaries will be eligible for annual
wellness visits or the development of personalized prevention plans with no pay-
ments, deductibles or coinsurance requirements starting in 2011. In 2013, Medicaid
services will be expanded to include diagnostic, screening, preventive and rehabilita-
tion services.

Q: What is the “United States Preventive Services Task Force”?

A: ACA sets standards for preventive service coverage through the USPSTF. This

does not mean that services not recommended by the USPSTF can or should necessar-
ily be denied by insurers. ACA also sets up a separate task force to deal specifically
with community health care, to be called the Community Preventive Services Task
Force. The community task force will be responsible for developing recommendations
around the effectiveness of community preventive interventions at the population level
for organizations, including primary care professionals, health care systems, profes-
sional societies, employers, community organizations and others. The Community
Task Force will work closely with the USPSTF in delivering recommendations.

Q: What other public health measures are authorized by ACA?

A: ACA includes the authorization of numerous new public health initiatives and
programs including, but not limited to: a congenital heart disease patient registry;
a public health workforce corps; maternal, infant, and early childhood home visiting
programs; and efforts to improve cultural competency in the delivery of health care
and enhance the aptitude of individuals working with people with disabilities.

Cancer-Related Provisions
Q: How is pain care addressed in ACA?

A: ACA authorizes an Institute of Medicine conference on pain to focus on policy
and medical issues related to the delivery of pain care, creates a training program for
health care professionals to assess and treat pain, and expands the National Institute
of Health’s pain research program.

Q: How is cancer treatment affected by ACA?

A: ACA includes a number of provisions that make cancer treatment more affordable
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and accessible, such as insurance subsidies and the elimination of annual and lifetime
caps on coverage and exclusion from coverage based on pre-existing conditions.

ACA focuses on prevention and early detection of disease and requires all insurance
plans to provide coverage for essential, evidence-based preventive measures with no
additional co-payments or deductibles. ACA also expands Medicaid and tax subsidies,
increasing access to cancer treatment and prevention services for low-income popula-
tions.

Q: Will participation in clinical trials be covered by insurance plans?

A: Yes. Section 2709 of ACA requires health insurance plans, including those offered
through the Federal Employee Health Benefit Program, to provide coverage for routine
costs associated with participation in clinical trials. Grandfathered plans beginning on
or after the date of enactment of ACA must cover clinical trials.

Laboratories
Q: How will the annual Consumer Price Index (CPI) update be affected?

A: In ACA, a productivity adjustment was applied to the annual Consumer Price Index
(CPI) fee schedule update for clinical laboratory services. The productivity adjustment
provision repeals the current 0.5 percent cut to the fee schedule and replaces it with

a reduction equal to the 10-year moving average of annual multi-factor productivity,
which is determined by the Bureau of Labor Statistics. The productivity adjustment
alone cannot drive the Clinical Laboratory Fee Schedule (CLFS) update into the nega-
tive. For example, if the CPl update is 1.2 percent and productivity is determined to
be 1.3 percent for any given year, there would not be a negative 0.1 percent update,
rather the change would be zero. Beginning in 2011, the productivity adjustment
does not have a sunset date.

Q: Will changes be made to the Clinical Laboratory Fee Schedule (CLFS)?

A: In addition to the annual productivity adjustment, ACA will reduce the CLFS by an

additional 1.75 percentage points in years 2011 through 2015. Unlike the productiv-
ity adjustment, this additional cut could result in a negative update to the CLFS. The

1.75 percent cut to the CLFS is an alternative revenue-raising provision to the original
proposal of an industry-wide fee to be determined based on market share.

Q: How will complex diagnostic laboratory tests be handled?

A: ACA sets up a demonstration project in which separate payments would be made
for complex diagnostic laboratory tests performed on specimens collected during
hospitalization. In order to qualify, tests must be Food and Drug Administration (FDA)
approved, billed using a Healthcare Common Procedure Coding System (HCPCS) code
other than “not otherwise classified,” must not have an alternative test with equivalent
performance characteristics and must be either an analysis of gene protein expres-
sion, a topographic genotyping or a cancer chemotherapy sensitivity assay. The term
“separate payments” means that direct payments would be made to the laboratory -
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either hospital-based or independent - that performs a complex diagnostic test (must
fit the above definition) after the period of hospitalization, on a specimen that was
collected while a patient was in the hospital. The demonstration project will begin July
1, 2011, will last for two years and must not exceed $100 million. Within two years
after the completion of the demonstration project, the Secretary is required to submit
a report to Congress.

Q: Will payments for the technical component of pathology services be affected?

A: ACA extends the payment for the technical component of pathology services
through the end of 2010.

Pharmaceutical Companies/Device Manufacturers

Q: How will pharmaceutical companies and device manufacturers be held account-
able under ACA?

A: Effective 2012, pharmaceutical companies and device manufacturers will be re-
quired to publicly disclose payments made to hospitals, physicians and other provid-
ers.

Q: Will the FDA be allowed to approve generic biologics?

A: Effective immediately, ACA authorizes the FDA to approve generic versions of
biologics and to grant biologics manufacturers 12 years of data exclusivity before
generics can be marketed.

Q: Is a tax on devices included in the bill?

A: Yes, ACA subjects medical device manufacturers, producers, and importers to a
2.3 percent tax on the sale of any eligible device. Devices will be taxed if they are
considered to be medical devices under the Federal Food, Drug, and Cosmetic Act?
and are used by humans. Several exemptions are allowed under the law, including
eyeglasses, contact lenses and hearing aids. In addition, the Secretary of the Treasury
may exempt “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.”

“[Aln 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 effect 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 of man [or other
animals] and which is not dependent upon being metabolized for the achievement of its primary intended
purposes.”
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Resources

The following are links to a variety of governmental and non-governmental resources
with respect to the content of the health care reform law and its timeline for implementa-
tion.

American Association of Retired Persons (AARP)
http://www.aarp.org/

Centers for Medicare and Medicaid
http://www.cms.hhs.gov/

Community Health Centers (National Association of Community Health Centers)
http://www.nachc.org/client/Summary%200f%20Final%20Health%20Reform%20Package.
pdf

Congressional Budget Office
http://www.cbo.gov/publications/collections/health.cfm

Consumers Guide to Health Reform (Kaiser Health News, 26 March 2010)
http://www.kaiserhealthnews.org/Stories/2010/March/22/consumers-guide-health-
reform.aspx

Department of Health and Human Services (HHS)
http://www.hhs.gov/ and http://www.healthreform.gov/

Department of Labor
http://www.dol.gov/

“Health care reform bill 101: rules for preexisting conditions” (Christian Science
Monitor, 24 March 2010)
http://www.csmonitor.com/USA/Politics/2010/0324/Health-care-reform-bill-101-rules-
for-preexisting-conditions

Health Care Reform Bill 101: What the Bill Means To You Parts 1 to 10 (Christian Sci-
ence Monitor)
http://www.csmonitor.com/USA/Politics/2010/0322/Health-care-reform-bill-101-what-
the-bill-means-to-you

Health Disparity Provisions in the Health Reform Statue (PREMIER)
http://healthyamericans.org/assets/files/HealthDisparities.pdf

Health Reform (Kaiser Family Foundation)
http://healthreform.kff.org/

Health Reform Implementation Timeline (Kaiser Family Foundation)
http://www.kff.org/healthreform/8060.cfm
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Health Reform Tool Kit: Getting Specific about Health Reform (Families USA)
http://www.familiesusa.org/health-reform-tool-kit/getting-specific/

Health System Reform Resources (American Medical Association)
http://www.ama-assn.org/ama/pub/health-system-reform/resources.shtmi

H.R. 3590 Patient Protection and Affordable Care Act (GPO)
http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgizdbname=111_cong_
bills&docid=f:h3590enr.txt.pdf

H.R. 4872 Health Care and Education Reconciliation Act of 2010 (GPO)
http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgizdbname=111_cong_
bills&docid=f:h4872enr.txt.pdf

H.R. 4872, the Health Care & Education Affordability Reconciliation Act of 2010
Implementation Timeline (House Committee on Energy and Commerce)
http://docs.house.gov/energycommerce/TIMELINE.pdf

Implementation Timeline Under H.R. 3590 The Patient Protection and Affordable
Care Act (American Medical Association)
http://www.ama-assn.org/amal/pub/upload/mm/399/hsr-implementation-timelime.pdf

Indian Health Reauthorization Act (U.S. Indian Health Service)
http://www.ihs.gov/AdminMngrResources/reauthor/files/IHS-6TitlebyTitleSummary.doc

Internal Revenue Service (IRS)
http://www.irs.gov/

Key Provisions Related to Nursing (American Nurses Association)
http://www.rnaction.org/site/DocServer/Key_Provisions_Related_to_Nursing-HR_3962.
pdf?doclD=761

Maternal and Child Health Related Highlights (Association of Maternal and Child
Health Programs)
http://www.amchp.org/Advocacy/health-reform/Documents/Senate%20Bill%20-%20
MCH%20Highlights%203%2022%2010.pdf

Medicare Rights Center
http://www.medicarerights.org/

Prevention, Public Health & Workforce Provision (Trust for America’s Health)
http://healthyamericans.org/assets/files/Summary.pdf

Side-by-Side Comparison of Major Health Care Reform Proposals (Kaiser Family

Foundation)
http://www.kff.org/healthreform/sidebyside.cfm
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The Immediate Effects of the Health Reform Bill (Kaiser Health News, 22 March

2010)

http://www.kaiserhealthnews.org/Stories/2010/March/22 /immediate-effects-health-

reform.aspx

The Patient Protection and Affordable Care Act - Full Text (George Washington Uni-
versity School of Public Health and Health Services)

http://www.gwumc.edu/sphhs/departments/healthpolicy/healthReform/propSumma-

ries/Combined_Senate_Summary.pdf

The White House

http://www.whitehouse.gov/healthreform
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