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Additionally, this section adds a new PHSA Sec. 1281, requiring the Secretary to award grants to
states for the purpose of supporting trauma-related physician specialties and broadening access to
and availability of trauma care services. Distribution of grant funds among the states is based on
the program’s annual appropriation level. The lower the appropriation amount, the more the
distribution of funds is restricted to those states with trauma centers that provide a substantial
amount of uncompensated care. If the appropriation is less than $10 million, the lowest amount
specified, then the funds are distributed among only those states with one or more category A
centers. The section adds a new PHSA Sec. 1282 that authorizes $100 million to be appropriated
for each of FY 2010 through FY 2015 to provide for the state grants.

Sec. 5603. Emergency Medical Services for Children

This section amends PHSA Sec. 1910, which authorizes demonstration grants to expand
emergency services for children, by lengthening the grant period to four years (with an optional
fifth year). It also authorizes to be appropriated $25 million for the program for FY2010, $26.3
million for FY 2011, $27.6 million for FY2012, $28.9 million for FY 2013, and $30.4 million for
FY2014.

Pain Care Management

Overview and Impact of PPACA

Under general authoritiesin PHSA Title 111 and Title IV, NIH established the Pain Consortium to
enhance pain research and promote collaboration among researchers across various NIH Institutes
and centers that have programs and activities addressing pain. In addition, PHSA Sec. 403
requires the NIH Director to submit to the President and Congress a biennial report that includes,
among other things, a summary of the research activities throughout the agency organized by
category; the chronic disease category includes pain and palliative care.

PPACA addresses several issues with the goal of advancing research and treatment for pain care
management. For the purpose of recognizing pain as a national public health problem, the
Secretary is required to convene an IOM Conference on Pain. The act also encourages the NIH
Director to continue and expand pain research through the Pain Consortium and establishes a
health professionals training program in pain care. The following describes these provisionsin
greater detail.

Sec. 4305. Advancing Research and Treatment for Pain Care Management

This section requires the Secretary to seek an agreement with the IOM (or another appropriate
entity if the |lOM declines) to convene a Conference on Pain, no later than one year after the
appropriation of funds, for the purposes of increasing the recognition of pain as a significant
public health problem in the United States, among other purposes. It also requires areport
summarizing the Conference’s findings to be submitted to Congress. For the purpose of carrying
out this section, PPACA authorizes to be appropriated SSAN for each of FY2010 and FY 2011.

The section adds a new PHSA Sec. 409J, which encourages the NIH Director to continue and
expand an aggressive program of research on the causes of and potential treatment for pain
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through the Pain Consortium. The Pain Consortium, no less than annually, develops and submits
to the NIH Director recommendations on appropriate pain research initiatives that could be
undertaken with funds reserved under the NIH Common Fund or otherwise available for such
initiatives. The Secretary also is required to establish, no later than one year after enactment, and
as necessary maintain, the Interagency Pain Research Coordinating Committee to coordinate all
efforts within HHS and other federal agencies that relate to pain research, among other duties.

The section adds a new PHSA Sec. 759, authorizing the Secretary to establish a program to train
health professionals in pain care. The Secretary may fund health professions schools, hospices,
and other entities for the devel opment and implementation of education and training programs to
health care professionals in pain care. Award applicants must agree to include information and
education on the following topics: (1) recognized means for ng, diagnosing, treating, and
managing pain and related signs and symptoms; (2) applicable laws, regulations, rules, and
policies on controlled substances; (3) interdisciplinary approaches to the delivery of pain care; (4)
cultural, linguistic, literacy, geographic, and other barriers to care in underserved populations; and
(5) recent findings, developments, and improvements in the provision of pain care. The Secretary
also isrequired to provide for an evaluation of the implemented programs. For the purposes of
carrying out this section, there are authorized to be appropriated SSAN for each of FY2010
through FY 2012 with amounts remaining available until expended.

Elder Justice

Overview and Impact of PPACA

PPACA represents Congress's first attempt at comprehensive legislation to address abuse, neglect,
and exploitation of the elderly at the federal level by incorporating the Elder Justice Act into
health reform legislation. The enactment of elder justice provisions not only brings greater
national attention to theissue, but emphasizes various public health and social service approaches
to the prevention, detection, and treatment of elder abuse. At the federal level, the enactment of
the Elder Justice Act places the issue of elder abuse on par with similar legislation Congress has
enacted with respect to child abuse and neglect, under the Child Abuse Prevention and Treatment
Act (CAPTA), and domestic violence, under the Violence Against Women's Act (VAWA).

Abuse, neglect, and exploitation of older individuals in domestic and institutional settings, such
as nursing homes, affects hundreds of thousands of older Americans every year according to
national experts. Precisely how many older individuals are mistreated by someone on whom they
depend for care or protection is unknown. Efforts to collect data on elder abuse, neglect, and
exploitation at the national level are hampered by variation in state statutory definitions of elder
abuse that make it difficult to identify actions that constitute abuse and neglect, and by the
absence of a uniform reporting system across states. The most recent study to estimate the
occurrence of elder abuse and neglect nationally, concluded that about 450,000 persons age 60 or
older experienced abuse or neglect in domestic settings in 1996.° In 2003, a National Research
Council Study estimated that between 1 and 2 million Americans age 65 and older had been

119 Nationa Center on Elder Abuse at American Public Human Services Association, National Elder Abuse Incidence
Sudy, prepared for the U.S. Department of Health and Human Services. The Administration for Children and Families
and the Administration on Aging, Washington, DC, 1998.
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injured, exploited, or mistreated.’ Other evidence and anecdotal reports indicate that the
problem is serious and that many incidents are never reported.™

Congressional interest in theissue of eder abuse, neglect, and exploitation spans more than a
quarter of a century with numerous hearings and reports concerning the need for afederal
response to abuse, neglect, and exploitation of the elderly. Prior to enactment of PPACA,
Congress took a number of modest steps towards addressing elder abuse, including federal
assistanceto state Adult Protective Services programs through the Social Security Block Grant
(SSBG) program and amendments to the Older Americans Act (OAA) to provide separate
funding for elder abuse prevention and vulnerable elder rights protection activities, including
establishment of the Long-Term Care Ombudsman Program (LTCOP). Provisions regarding elder
justice were also incorporated in the OAA reauthorization of 2006 (P.L. 109-365).

The Elder Justice Act, first introduced in 2002 and periodically re-introduced since that time,
represents an effort to produce a coordinated federal effort with a multidisciplinary approach that
combines law enforcement, public health, and social servicesto combat abuse, neglect, and
exploitation of the elderly.” The following summarizes the Elder Justice Act provisions enacted
under PPACA.

Sec. 6703. Elder Justice

This section includes the following provisions divided into three subsections: (a) elder justice
provisions amending Title XX of the SSA; (b) various provisions related to protecting residents
of long-term care facilities; and (c) establishing a national nurse aide registry.

Elder Justice

Subsection (a) of Sec. 6703 renames SSA Title XX as Block Grantsto Sates for Social Services
and Elder Justice, places the existing sections (i.e., Secs. 2001-2007) under a new Subtitle A,
Block Grantsto Sates for Social Services, and adds a new Subtitle B, Elder Justice, composed of
the following two parts.

Part |—National Coordination of Elder Justice Activities and Research

Title XX, Subtitle B, Part | is divided into two subparts—Subpart A establishes an Elder Justice
Coordinating Council and Advisory Board on Elder Abuse, Neglect, and Exploitation comprised
of new SSA Secs. 2021-2024; Subpart B adds a new Sec. 2031 awarding grants to establish and

120 Richard J. Bonnie and Robert B. Wallace, eds., Elder Mistreatment: Abuse, Neglect and Exploitation in an Aging
America, National Research Council (Washington, DC: National Academy Press, 2003).

2 bid.

122 Congress first introduced the Elder Justice Act of 2002 in the 107" Congress (S. 2933). The Elder Justice Act has
been introduced subsequently in the 108" Congress (S. 333; H.R. 2490), 109" Congress (S. 2010; H.R. 4993), and
110" Congress (S. 1070; H.R. 1783). In the 111™ Congress, Senator Orrin Hatch introduced the Elder Justice Act of
2009 (S. 795). A companion bill (H.R. 2006) wasintroduced in the House by Representative Peter T. King. S. 795 was
incorporated into the Senate Finance Committee s health reform bill (S. 1796) and subsequently adopted in the Senate
health reform bill, PPACA (H.R. 3590). This hill does not incorporate crimina justice provisions regarding the
prevention, detection, and prosecution of elder abuse crimes. Those provisions have been incorporated into a separate
bill, introduced in the 111" Congress as The Elder Abuse Victims Act (S. 1821, H.R. 448).
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operate stationary and mobile forensic centers. These sections and activities are described in
further detail below.™

Subpart A—Elder Justice Coordinating Council and Advisory Board on Elder Abuse,
Neglect, and Exploitation. Subpart A adds a new Sec. 2021, Elder Justice Coordinating Council,
establishing such a Council in the Office of the Secretary. The Council includes the Secretary as
chair and the U.S. Attorney General, aswell as the head of each federal department or agency,
identified by the chair, as having administrative responsibility or administering programs related
to elder abuse, neglect, and exploitation. The council is required to submit a report to the
appropriate committees of Congress within two years of enactment and every two years thereafter
that describes its activities and challenges; and make recommendations for legislation, model
laws, and other actions deemed appropriate. There are authorized to be appropriated SSAN to
carry out the Council’s functions.

Subpart A also adds a new Sec. 2022, Advisory Board on Elder Abuse, Neglect, and Exploitation,
establishing an Advisory Board to create a short- and long-term multidisciplinary plan for
development of the field of eder justice and make recommendations to the Elder Justice
Coordinating Council. The Advisory Board must be composed of 27 members from the general
public appointed by the Secretary and must have experience and expertise in prevention of elder
abuse, neglect, and exploitation. The Advisory Board is required to submit a report to the Elder
Justice Coordinating Council and the appropriate committees of Congress within 18 months of
enactment and annually thereafter that contains information on the status of federal, state, and
local elder justice activities; and make specified recommendations. There are authorized to be
appropriated SSAN to carry out the functions of the Advisory Board.

Subpart A adds a new Sec. 2023, Research Protections, requiring the Secretary to promulgate
guiddlines to assist researchers working in the areas of elder abuse, neglect, and exploitation with
issues relating to human research subject protections. For the purposes of the application of
certain specified federal regulations to research conducted under Subpart A it defines “legally
authorized representative’ to mean, unless otherwise provided by law, the individual, or judicial
or other body authorized under the applicable law to consent to medical treatment on behalf of
another person.

To carry out the functions under Subpart A, anew Sec. 2024, Authorization of Appropriations,
authorizes to be appropriated $6.5 million for FY 2011, and $7.0 million for each of FY 2012
through FY2014.

Subpart B—EIlder Abuse, Neglect, Exploitation Forensic Centers. Subpart B adds a new Sec.
2031, Establishment and Support of Elder Abuse, Neglect, and Exploitation Forensic Centers,
requiring the Secretary, in consultation with the U.S. Attorney General, to award grants to eligible
entities to establish and operate both stationary and maobile forensic centers and to develop
forensic expertise pertaining to eder abuse, neglect, and exploitation. It authorizes to be
appropriated $4 million for FY 2011, $6 million for FY2012, and $8 million for each of FY2013
and FY 2014 to carry out these activities.

Part | 1—Programsto Promote Elder Justice

123 Prior to Part |, new Subtitle B begins with Secs. 2011 (Definitions) and 2012 (Genera Provisions), which are not
discussed here.
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Title XX, Subtitle B, Part 11 establishes several grant programs and other activities to promote
elder justice. These provisions are established in the following new Secs. 2041-2046 and are
described below.

Sec. 2041. Enhancement of L ong-Term Care. This section requires the Secretary, in
coordination with the Secretary of Labor, to carry out activities that provide incentives for
individuals to train for, seek, and maintain employment providing direct carein LTC. The
Secretary is required to award grants to eligible entities to conduct programs that offer direct care
employees continuing training and varying levels of certification. It also authorizes the Secretary
to make grantsto LTC facilities for specified activities that would assist such entities in offsetting
costs related to purchasing, leasing, devel oping, and implementing certified EHR technol ogy
designed to improve patient safety and reduce adverse events and health care complications
resulting from medication errors. This section also requires the Secretary to adopt electronic
standards for the exchange of clinical data by LTC facilities and, within 10 years of enactment, to
have in place procedures to accept the optional eectronic submission of clinical databy LTC
facilities pursuant to such standards. The standards adopted must be compatible with standards
established under current law, as specified, and with general HIT standards. The section
authorizes to be appropriated $20 million for FY 2011, $17.5 million for FY 2012, and $15 million
for each of FY2013 and FY 2014 to carry out the activities under this section.

Sec. 2042. Adult Protective Service Functions and Grant Program. This section requires the
Secretary to ensure that the Department (1) provides authorized funding to state and local adult
protective services (APS) offices that investigate reports of elder abuse, neglect, and exploitation;
(2) collects and disseminates data in coordination with DOJ; (3) devel ops and disseminates
information on best practices regarding, and provides training on, carrying out APS; (4) conducts
research rdlated to the provision of APS; and (5) provides technical assistance to states and other
entities that provide or fund APS. To carry out these functions, the section authorizes to be
appropriated $3 million for FY2011, and $4 million for each of FY2012 through FY 2014.

The section also requires the Secretary to establish two grant programs. Thefirst it to enhance
APS programs provided by states and local governments. The second is grants to states for APS
demonstration programs. Annual grants awarded to states to enhance APS programs are to be
distributed to states based on a formula. For each of FY 2011 through FY 2014, the section
authorizes to be appropriated $100 million for annual grants to enhance APS programs and $25
million for the APS demonstration grants.

Sec. 2043. Long-Term Care Ombudsman Program Grants and Training. This section
requires the Secretary to award grants to digible entities with relevant expertise and experiencein
abuse and neglect in LTC facilities or state LTC ombudsman programs to (1) improve the
capacity of state LTC ombudsman programs to respond to and resolve abuse and neglect
complaints; (2) conduct pilot programs with state or local LTC ombudsman offices; and (3)
provide support for such state LTC ombudsman programs and such pilot programs. It authorizes
to be appropriated $5 million for FY2011, $7.5 million for FY2012, and $10 million for each of
FY 2013 and FY2014. The section also requires the Secretary to establish programs to provide
and improve ombudsman training with respect to elder abuse, neglect, and exploitation for
national organizations and state LTC ombudsman programs. It authorizes to be appropriated $10
million for each of FY 2011 through FY2014.

Sec. 2044. Provision of I nfor mation Regar ding, and Evaluation of, Elder Justice Programs.
To bedigibleto receive a grant under Part 11, this section requires an applicant to (1) agreeto
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provide the required information to eligible entities conducting an evaluation of the activities
funded through the grant; and (2) in the case of an applicant for a certified EHR technology grant,
to provide the Secretary with such information as the Secretary may require. It requires the
Secretary to reserve a portion of the funds appropriated in each program under Part I1 (no less
than 2%) to be used to provide assistance to digible entities to conduct validated evaluations of
the effectiveness of the activities funded under each program under Part 11. This provision does
not apply to the certified EHR technology grant program; instead, the Secretary is required to
conduct an evaluation of the activities funded under this grant program and appropriate grant
audits.

Sec. 2045. Report. This section requires the Secretary to submit a report to the Elder Justice

Coordinating Council and the appropriate committees of Congress, no later than October 1, 2014,
compiling, summarizing, and analyzing state reports submitted under the APS grant programs and
recommendations for legisative or administrative action, as the Secretary determines appropriate.

Sec. 2046. Rule of Construction. This section states that nothing in Subtitle B should be
construed as (1) limiting any cause of action or other rdief related to obligations under this
subtitle that are available under the state law; or (2) creating a private cause of action for a
violation of this subtitle. The section also amends SSA Sec. 402(a)(1)(B) to require a stat€'s
TANF state plan to indicate whether the state intends to assist individuals to train for, seek, and
maintain employment providing direct carein a LTC facility or in other occupations related to
elder care. States that add this option are required to provide an overview of such assistance. The
amendment takes effect on January 1, 2011.

Protecting Residents of Long-Term Care Facilities

Subsection (b) of Sec. 6703 establishes (1) a National Training Institute for Surveyors and grants
to state survey agencies; and (2) requirements for reporting crimesin federally funded LTC
facilities.

Specifically, this subsection requires the Secretary to enter into a contract to establish and operate
the National Training Institute for federal and state surveyorsto carry out specified activities that
provide and improve training of surveyors investigating allegations of abuse, neglect, and
misappropriation of property in programs and LTC facilities that receive payments under
Medicare or Medicaid. It authorizes to be appropriated $12 million for the period of FY 2011
through FY 2014 to carry out these activities. The HHS Secretary is also required to award grants
to state survey agencies that perform surveys of Medicare or Medicaid participating facilities to
design and implement complaint investigation systems. It authorizes $5 million for each of

FY 2011 through FY 2014 to carry out these activities.

This subsection amends SSA Title X1, Part A (as amended by Sec. 6005 of PPACA) by adding a
new Sec. 1150B, Reporting to Law Enforcement of Crimes Occurring in Federally Funded Long-
Term Care Facilities, requiring the reporting of crimes occurring in federally funded LTC
facilities that receive at least $10,000 during the preceding year. It requires the owner or operator
of these facilities to annually notify covered individuals that they are required to report any
reasonable suspicion of a crime against aresident or individual receiving care from the facility.
Failureto report suspicion of a crime would result in acivil money penalty and the Secretary may
make a determination to exclude the covered individual from participation in any federal health
care program. If anindividual is classified as an “excluded individual,” a LTC facility that
employs that personis not eligibleto receive federal funds under the SSA. It prohibitsaLTC
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facility from retaliating against an employee for making areport. If retaliation occurs, the LTC
facility may be subject to a civil money penalty or the Secretary may exclude them from
participation in any federal health care program for a period of two years, or both. In addition,
each LTC facility is required to post conspicuously, in an appropriate location, a sign specifying
the rights of employees under this section.

National Nurse Aide Registry

Subsection (c) of Sec. 6703 requires the Secretary, in consultation with appropriate government
agencies and private sector organizations, to conduct a study on establishing a national nurse aide
registry. No later than 18 months after the date of enactment, the Secretary is required to submit a
report to the Elder Justice Coordinating Council and appropriate congressional committees
containing the findings and recommendations of the study. It authorizes to be appropriated SSAN
to carry these activities, with funding for the study not to exceed $500,000.

Biomedical Research and Medical Products

Overview and Impact of PPACA

PPACA and the accompanying reconciliation legislation, HCERA, contain provisions related to
various stages of the medical product and technology development pipeline: biomedical research,
premarket review and approval by the Food and Drug Administration (FDA), and revenue from
products on the market. Biomedical research is often for the devel opment of medical products.
Only afraction of basic biomedical research results in marketable products, and funding may be
difficult to secure. A great deal of financial and other support is provided by HHS's National
Institutes of Health (NIH) and by other federal agencies.

PPACA and HCERA contain two provisions designed to facilitate biomedical research and help
translate promising research findings into new medical products. One creates a two-year
temporary tax credit equal to 50% of investment in certain types of therapeutic research described
beow. Another authorizes funding for a Cures Acceleration Network (CAN) at NIH to speed
treatment development not likely to be sparked by market incentives.

Once research yields a promising medical product, the agency responsible for ensuring the
product’s safety and effectiveness is FDA, which derives most of its authorities from the Federal
Food, Drug, and Cosmetic Act (FFDCA; 21 USC §§ 301 et seq.).” Adding FDA requirements
may increase the quality of medical products that reach the market, but may also raise the cost of
those products or delay consumer access to them. Three PPACA and HCERA provisions affect
FDA's regulation of medical products. One requires that, if certain conditions are met, additional
health benefit and risk information about a prescription drug must beincluded inits labeling and
in advertisements. A second makesit easier for a generic drug to continue to seek FDA approval
if the associated brand-name drug changes its labeling within 60 days of the generic’s approval. A
third provision will enable certain biosimilar or interchangeable biological drugs (follow-on

124 For further information about FDA, see CRS Report RS22946, Food and Drug Administration (FDA): Overview
and Issues, by Erin D. Williams.
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biologics) to reach the marketplace for thefirst time. Because of its significance, that provision is
discussed in its own section below.

Medical products comprise a large percentage—over 15%—of health care expenditures.” The
implementation of PPACA and HCERA may increase the demand for medical products as more
individuals obtain health insurance. PPACA contains provisions designed to generate tax revenue
from the sale of prescription drugs and medical devices. It also contains a provision that taxes
(and may deter) the use of another product regulated under the FFDCA: ultraviolet lamps used for
indoor tanning. (Note that PPACA and HCERA provisions that affect Medicare and Medicaid
reimbursement for medical products are discussed in separate CRS reports, which arelisted at the
beginning of this report.)

Biomedical Research

Sec. 9023. Qualifying Therapeutic Discovery Project Credit

This section inserts a new Sec. 48D, Qualifying Therapeutic Discovery Project Credit, into the
Internal Revenue Code (IRC), Chapter 1, subchapter A, part IV, Subpart E and makes other
conforming and clerical amendments. The new provision creates a two-year temporary tax credit
program for small companies with 250 or fewer employees that invest in qualifying therapeutic
discovery projects. Companies may apply for one or moretax credits, each covering 50% of the
cost of qualifying research investments made in 2009 or 2010. However, the total amount of tax
credits any one company receives may not exceed $5 million. Overall, the tax credit programis
capped at $1 billion.

There are three types of qualifying therapeutic discovery projects for which investments may be
eligible for the new tax credit. Thefirst consists of studies designed to treat or prevent diseases or
conditions for the purpose of securing FDA approval of anew drug (under FFDCA Sec. 505(b))
or licensure of a new biological product (under PHSA Sec. 351(a)). The second includes projects
to diagnose diseases or conditions or to determine molecular factorsrelated to diseases or
conditions by devel oping molecular diagnostics to guide therapeutic decisions. The third includes
projects to develop a product, process, or technology to further the delivery or administration of
therapeutics.

In addition, when determining which investments to certify as qualified for the tax credit (as
described below), the Secretary of the Treasury, in consultation with the Secretary of HHS is
directed to consider:

¢ only projects that have both a reasonable potential to (1) result in new therapies
to treat areas of unmet medical need or to prevent, detect, or treat chronic or
acute diseases and conditions; (2) reduce long-term health care costs in the

125 This percentage is based upon CM S data from 2007. It was generated by dividing $289 billion (Retail Outlet Sales
of Medica Products) by $1,878 billion (Persona Health Care). The number does not reflect al of the costs of FDA
regulated medical products associated with heath care spending, because it does not include those purchased by
hospitals (such as pacemakers and other implantable devices), dentists offices (such asfillings), or other hedth care
facilities. “Table 4 - Nationa Heath Expenditures, by Source of Funds and Type of Expenditure: Calendar Years 2002
- 2007,” CMS website, a http://www.cms.hhs.gov/Nati onal Heal thExpendData/downl oads/tabl es.pdf.

Congressional Research Service 93



Public Health, Workforce, Quality, and Related Provisions in PPACA

United States, or (3) significantly advance the goal of curing cancer within the
30-year period; and

o which projects have the greatest potential to create and sustain (directly or
indirectly) high-quality, high-paying jobs in the United States, and to advance
U.S. competitiveness in thefields of life, biological, and medical sciences.

Within 60 days of enactment, the Treasury Secretary, in consultation with the HHS Secretary,
must establish a qualifying therapeutic discovery project program to consider and award
certifications for qualified investments digible for the new credit to qualifying therapeutic
discovery project sponsors. Those wishing to obtain the required certification for the new tax
credit will have to make an application to the Secretary of the Treasury, who must respond with a
determination within 30 days of receipt.

Inlieu of thetax credit for investments in 2009 or 2010, companies may elect to receive one or
more grants, subject to the same restrictions (i.e., grants may cover up to 50% of the amount of
qualifying investments made in 2009 and 2010, and the total amount of grants any one company
receives for the two years may not exceed $5 million). The section appropriates SSAN to carry
out the grant program. An application for certification for the new tax credit is also considered by
the Secretary of the Treasury to be an application for the new grant program.

Certain types of expenditures are excluded from the dligibility for the credit and the grant, such as
facility maintenance and employee remuneration. Certain other restrictions apply related to the
use of tax deductions or other tax credits for project expenses claimed for the new tax credit or
grant.

Sec. 10409. Cures Acceleration Network

PPACA amends PH SA Sec. 402(b) to require the NIH Director to implement a new Cures
Acceleration Network (CAN), to facilitate the devel opment of “high need cures,” as described
below. It also amends PHSA Sec. 499(c)(1) to enable the Foundation for the National I nstitutes of
Health to accept charitable gifts to support the CAN. If funded, CAN will help support the
development of treatments for diseases or conditions that are rare, or for which market incentives
are inadequate.

PPACA adds a new PHSA Sec. 402C, Cures Acceleration Network, containing definitions,
establishing CAN within the Office of the Director, specifying CAN's functions, establishing
CAN'’s Board, and requiring the Director to award grants, contracts, or cooperative agreements to
carry out the purposes of the section.

PPACA defines a“high need cure’” as amedical product (adrug, device, or biological product)
that the NIH Director determines: (1) is a priority to diagnose, prevent, or treat harm from a
disease or condition; and (2) that the incentives of the commercial market are unlikely to result in
its adequate or timely development. The Director must award, as specified, grants, contracts, or
cooperative agreements to accd erate the development of high need cures. Each Cures
Acceleration Partnership Award is to, among other things, provide up to $15 million for the first
year, payable in alump sum, with a matching requirement. The Cures Acceleration Grant Awards
are similar but have no matching requirement. The Cures Acceleration Flexible Research Awards
will be availableif the Director determines that the goals of the section could not be met
otherwise, and will consist of awards not to exceed 20% of the total funds appropriated under this
section (see beow).
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The CAN isdirected to conduct and support revolutionary advances in basic research, facilitate
FDA review for CAN-funded cures, as specified, and carry out other specified functions. A CAN
Review Board is to be established to advise the Director on CAN activities. The board is aso to
advise the Director on significant barriers to the translation of basic science into clinical
applications, among other things, and must submit to the Secretary reports regarding any barrier
that isidentified. The Director must then respond to such recommendations in writing.

There are authorized to be appropriated $500 million for FY 2010, and SSAN for subsequent
fiscal years. Other funds appropriated under the PHSA may not be allocated to the CAN.

FDA Requirements for Medical Products

Sec. 3507. Presentation of Prescription Drug Benefit and Risk Information

This section requires the Secretary to determine whether the addition of information about the
health benefits and risks of a prescription drug to that drug’s labeling and advertising would
improve health care decision-making by clinicians, patients, and consumers. Such information
would be presented in a standard format such as a“Drug Facts Box.” To reach this determination,
the Secretary must review all available scientific evidence and research on decision-making and
social and cognitive psychology and consult with a wide range of stakeholders. Within one year
of enactment, the Secretary must submit to Congress areport that includes the determination and
the reasoning behind it. If the determination is that decision-making would be improved, the
Secretary must propose implementation regulations not later than three years after the report’s
submission. Sec. 3511 of PPACA authorizes the appropriation of SSAN to carry out the activities
in this section.

Sec. 10609. Labeling Changes

Toreceive FDA approval, a generic drug must, in addition to other requirementsin an
abbreviated new drug application (ANDA), use the same labeling that FDA had approved for the
listed referent (usually brand-name) drug. This provision addresses the situation in which the
labeling of the listed referent drug is changed within 60 days of its generic product ANDA
approval. PPACA amends FFDCA Sec. 505(j) to allow the Secretary to approve an otherwise
qualified generic application with the existing (unrevised) labeling if (1) the revisions did not
involve the *Warning” section, (2) the generic sponsor submits revised labeling (to put it in
accord with the listed referent drug's revised labeling) within 60 days, and (3) the Secretary has
not determined that sale of the product with the existing (unrevised) labeling adversdy impacts
the safe use of the drug.

Revenue Provisions Related to FDA-Regulated Products

Sec. 9008. Annual Fee for Brand Name Pharmaceuticals

This section, as amended by HCERA Sec. 1404, imposes an annual fee on covered entities; that
is, certain manufacturers and importers of branded prescription drugs (including biological
products and excluding orphan drugs). Beginning in 2011, a covered entity must pay an annual
feeto the Secretary of the Treasury. Thetotal fee amounts authorized per year are as follows. $2.5
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billion for 2011; $2.8 billion for each of 2012 and 2013; $3 billion for each of 2014 through 2016;
$4 billion for 2017; $4.1 billion for 2018; and $2.8 billion for 2019 and each year thereafter. Fees
amounts are to be transferred to the Medicare Part B trust fund.

The annual fee amount that each covered entity must pay is based on its share of the total
prescription drug sales to specified government programs. Each entity must pay a proportion of
the annual feetotal equal to the entity’s proportion of all such salesfor the previous year.
However, only specified amounts of such drug sales are taken into account when calculating
entities’ annual fees; for sales of not more than $5 million, none will be taken into account. For
sales of more than $5 million and not more than $125 million, 10% will be taken into account.
For sales of morethan $125 million and not more than $225 million, 40% will be taken into
account. For sales of more than $225 million and not more than $400 million, 75% will be taken
into account. For sales of more than $400 million, 100% will be taken into account. In the event
that more than one person is liable for a fee with respect to asingle covered entity, all such
persons arejointly and severally liable for payment.

The Secretary of the Treasury is required to calculate the proportion to be paid by each covered
entity based upon annual reports made by the Secretaries of HHS, Veterans Affairs, and Defense.
Reports are required to contain the total branded prescription drug sales for each covered entity
with respect to Medicare Parts B and D, Medicaid, the Department of Veterans Affairs programs,
and the Department of Defense programs and TRICARE. The Secretary of the Treasury is
required to publish guidance necessary to carry out the purposes of this section.

HCERA Sec. 1405 (repeals PPACA Secs. 9009, 10904). Medical Device Tax

This provision creates a new |RC Sec. 4191 in new Subchapter E —Medical Devices.
Beginning in 2013, the law imposes a 2.3% sales tax on the sale of a medical device by a
manufacturer, producer, or importer. Taxable devices include those defined in FFDCA Sec.
201(h), excluding eyeglasses, contact lenses, hearing aids, and any other devices determined by
the Secretary to be of atype the general public typically buys at retail for individual use. Tax
exemptions listed under IRC Sec. 4221(a)(3)-(6) and Sec. 6416(b)(2)(B)-(E) do not apply,
including those for state and local governments, nonprofit educational entities, and certain others.

This provision also repeals PPACA Sec. 9009, as amended by PPACA Sec.10904 (imposition of
annual fee on medical device manufacturers and importers).

Sec. 10907 (nullifies Sec. 9017). Excise Tax on Indoor Tanning Services

This section adds a new IRC Sec. 5000B (in a new Chapter 49), imposing a 10% tax on amounts
paid for indoor tanning services performed on or after July 1, 2010. Phototherapy services
performed by licensed medical professionals are not subject to this tax. The person receiving
payment for the service must collect the amount of the tax from theindividual on whom the
procedureis performed, and is responsible for the tax amount if the client does not submit the
payment. The provider must submit the tax to the Treasury Secretary on a quarterly basis.

This section also nullifies PPACA Sec. 9017 (Excise Tax on Elective Cosmetic M edical
Procedures).
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Biosimilars

Overview and Impact of PPACA

PPACA establishes a new regulatory authority within the Food and Drug Administration (FDA)
by creating a licensure pathway for biosimilars and authorizing the agency to collect associated
fees. A biosimilar, often called a “follow-on” biologic, is similar to a brand-name biologic while a
generic drug is the same as a brand-name chemical drug. Chemical drugs are small molecules for
which the equivalence of chemical structure between the brand-name drug and a generic version
isrdatively easy to determine. In contrast, comparing the structure of a biosimilar and the brand-
name biologic is far more scientifically challenging. A biologic is a preparation, such asadrug or
avaccine, that is made from living organisms. Most biologics are complex proteins that require
special handling (such as refrigeration) and are usually administered to patients via injection or
infused directly into the bloodstream. In many cases, current technology will not allow complete
characterization of biological products. Additional clinical trials may be necessary before the
FDA would approve a biosimilar.**

Congressional interest in an expedited pathway for the licensure of biosimilarsis the same as it
was for generic chemical drugsin 1984; namely, cost savings. The pathway for biosimilarsis
analogous to the FDA's authority for approving generic chemical drugs under the Drug Price
Competition and Patent Term Restoration Act of 1984 (P.L. 98-417). Often referred to asthe
Hatch-Waxman Act, this law allows the generic company to establish that its drug product is
chemically the same as the already approved innovator drug, and thereby relies on the FDA's
previous finding of safety and effectiveness for the approved innovator drug.

The generic drug industry achieves cost savings by avoiding the expense of clinical trials, aswdl
astheinitial drug research and development costs that were incurred by the brand-name
manufacturer. The cost of brand-name biologics is often prohibitively high. For example, the
rheumatoid arthritis and psoriasis treatment Enbrel costs $16,000 per year. A pathway enabling
the FDA approval of biosimilars may allow for market competition and reduction in prices,
though perhaps not to the same extent as occurred with generic chemical drugs under Hatch-
Waxman. Based on its analysis of published studies of the impact of follow-on biologics on
health care spending, CBO estimates that establishing a regulatory pathway for approving such
productl§7would result in a net savings to the federal government of $9.2 billion over a 10-year
period.

Sec. 7001. Short Title

This section provides thetitle, “Biologics Price Competition and Innovation Act of 2009,” and the
sense of the Senate that a biosimilars pathway balancing innovation and consumer interests
should be established.

128 For additional information, see CRS Report RL34045, FDA Regulation of Follow-On Biologics, by Judith A.
Johnson.

127 Congressional Budget Office, Budget Options Volume 1: Health Care, December 2008, at http://www.cbo.gov/
ftpdocs/99xx/doc9925/12-18-Heal thOptions. pdf.
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Sec. 7002. Approval Pathway for Biosimilar Biological Products

This section amends PHSA Sec. 351 to create a new regulatory pathway for the FDA approval of
biosimilars. A biosimilar is defined as a biological product that is highly similar to the reference
(brand-name) product such that there is no clinically meaningful difference between the
biological product and the reference product. A biological product is defined as a protein (except
any chemically synthesized polypeptide).

The section allows the Secretary to determine that el ements (such as clinical studies) in the
application for the licensure of a biological product asbiosimilar or interchangeable may be
unnecessary. The Secretary will determineif the reference product and a biosimilar biological
product are interchangeable according to specified criteria. Interchangeable means that the
biological product may be substituted for the reference product without the intervention of the
health care provider who prescribed the reference product.

The section provides a 12-year data exclusivity period (from the date on which the reference
product was first approved) for the reference product during which time the FDA cannot approve
afollow-on version of theinnovator biologic drug. If areference product has been designated an
orphan drug, an application for abiosimilar or interchangeable product may not befiled until the
later of (1) the seven-year period of orphan drug exclusivity described in the FFDCA, or (2) the
12-year period established by this section. The section also allows for a period of exclusive
marketing for the biological product that is thefirst to be established as interchangeabl e with the
reference product.™®

The Secretary is authorized to publish proposed guidance as specified for public comment prior to
publication of final guidance on the licensure of a biological product. If guidanceisto be
developed, a process must be established to allow for public input regarding priorities for issuing
guidance. Theissuance or non-issuance of guidance does not preclude the review of, or action on,
an application.

The section sets forth a process governing patent infringement claims against an applicant or
prospective applicant for a biological product license. It also establishes new processes for
identifying patents that might be disputed between the reference product company and the
company submitting a biosimilar application.

The section further requires that all biological product applications be submitted under PHSA
Sec. 351. For the small number of biological products that have been approved under FFDCA
Sec. 505, the approved application will be deemed to be a license for the biological product under
Sec. 351 as of 10 years after enactment.

The section allows for the collection of user fees for the review of applications for approval of
biosimilars. The Secretary is required to devel op recommendations regarding goals for the review
of biosimilar product applications for FY 2013 through the end of FY2017 and present them to
Congress. The recommendations must be published in the Federal Register with a 30-day public
comment period, and a public meeting must be held. The revised recommendations must be
presented to Congress by January 15, 2012. Based on those recommendations, it is the sense of

128 For more information on exclusivity and patents, see CRS Report RL33901, Follow-On Biologics: Intellectual
Property and Innovation Issues, by Wendy H. Schacht and John R. Thomas.
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the Senate that Congress will authorize a user fee program effective October 1, 2012. Through
October 1, 2010, the Secretary must collect data on the cost of biosimilar product application
review as conducted according to the prescription drug user fee program. Two years after
receiving thefirst user fee for abiosimilar product application, and every two years thereafter
until October 1, 2013, the Secretary must perform an audit of the application review costs. An
alteration of the user fee will occur depending on results of the audit, as specified in this section.

The section authorizes the appropriation of SSAN for each of FY 2010 through FY 2012 to cover
the costs of devel oping recommendations for a user fee program and for auditing the costs of
reviewing biosimilar product applications.

An extrasix months of data (market) exclusivity will be provided for a new biologic drug if
pediatric studies are conducted prior to FDA approval of the drug. An extra six months of data
(market) exclusivity is provided for a biologic drug already on the market if pediatric studies are
conducted and the request for the extension is made not less than nine months before the
expiration of the original exclusivity period. The section requires an IOM study to be conducted
that will review and assess the number and importance of biological products for children that are
being tested as aresult of amendments made by the Biologics Price Competition and | nnovation
Act of 2009, aswell as biological products that are not being tested for pediatric use, and offer
recommendations for ensuring pediatric testing of biological products.

Sec. 7003. Savings

This section requires that the HHS Secretary and the Treasury Secretary determine for each fiscal
year the amount saved to the federal government as a result of enactment of the approval pathway
for biosimilar biological products. Notwithstanding any other provision, the savings to the federal
government as aresult of enactment of the biosimilars approval pathway will be used for deficit
reduction.

Nutrition Labeling

Overview and Impact of PPACA

Concern about therising rates of abesity and the resulting effect on individuals' health and health
care costs has prompted Congress to consider a number of options in an effort to reduce obesity
levelsin the U.S. population. PPACA includes one such option. The law requires nutrition
labeling for foods sold in chain restaurants and vending machines, which were previously
exempted from FDA’s nutrition labeling regulations.

Sec. 4205. Chain Restaurant Menus and Vending Machines

This section inserts a new paragraph H into FFDCA Sec. 403(q)(5), requiring nutrition labeling
for standard menu items offered for sale in chain restaurants or similar retail food establishments
with 20 or more locations. These establishments must disclose on the menu and the menu board,
as specified, for standard menu items: (1) the number of calories contained in the item; and (2)
the suggested daily caloric intake, as specified by the Secretary by regulation. Such
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establishments must also make available at the premises upon request certain detailed written
nutritional information.

The establishments must have a reasonable basis for their nutrient content disclosures. The
Secretary must establish by regulation standards for determining and disclosing the nutrient
content for standard menu items that come in different flavors, varieties, or combinations, but that
arelisted as a single menu item.

The section requires certain vending machine operators that own or operate 20 or more machines
to provide specified signs disclosing the number of calories contained in each article of food, so
that the information is accessible to consumers before they make their purchases.

The Secretary must promul gate proposed regulations as specified to carry out the requirements of
the section, and to provide quarterly reports to Congress describing progress toward promulgating
final regulations.

The section amends FFDCA Sec. 403A to preempt states and localities from establishing or
continuing in effect any requirement for nutrition labeling of a food that is not identical to the
requirements of FFDCA Sec. 403(q), including the new requirements for foods sold in certain
restaurants and similar retail food establishments. The section also prohibits the amendments it
made from being construed as (1) preempting any provision of state or local law unless the state
or local law creates or continues nutrition disclosures of the type that would be required by this
section and those disclosures would be expressly preempted; (2) applying to any state or local
requirement about food labeling that provides for safety warnings concerning the food or a
component of the food; or (3) applying to any restaurant or similar retail food establishment other
than those described in this proposal and offering for sale substantially the same menu items,
except if the restaurant or retail food establishment is not part of a chain of 20 or more locations
but dects to comply with requirements for such restaurants.

340B Drug Pricing

Overview and Impact of PPACA

Under PHSA Sec. 340B, pharmaceutical drug manufacturers that participate in the Medicaid drug
rebate program are required to enter into pharmaceutical pricing agreements that provide
discounts on covered outpatient drugs purchased by certain public health facilities (covered
entities). HRSA, the agency that administers the 340B program, indicates that approximately
14,000 covered entities and 800 pharmaceutical manufacturers participate in the program.™®
Covered entities are eligible to receive discounts on outpatient prescription drugs from
participating manufacturers. These entities include hospitals owned or operated by state or local
government that serve a higher percentage of Medicaid beneficiaries, as well as federal grantees
such as FQHCs, FQHC look-alikes, family planning clinics, state-operated AIDS drug assistance

programs, Ryan White CARE Act grantees, family planning and sexually transmitted disease

129 See HRSA, “2009 Quarter 3 Statistics for 340B Covered Entities, Record Counts as of 7/01/2009,” at
ftp://ftp.hrsa.gov/bphc/pdf/opa/ Stats 2009_QTR_3.pdf.
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clinics, and others, as identified in the PHSA. Covered entities do not receive discounts on
inpatient drugs under the 340B program.

Participating 340B covered entities are prohibited from diverting drugs purchased under the
program to other organizations and from obtaining multiple discounts, including participation in
outpatient group purchasing arrangements. The 340B discount is determined by dividing the
average total Medicaid rebate percentage of 15.1% for single source and innovator multiple
source drugs, and 11% for non-innovator multiple source drugs by the average manufacturer price
(AMP) for each dose and strength. Medicaid statute defines AMP as the average price paid to
manufacturers by wholesalers for drugs distributed to the retail pharmacy class of trade.
Manufacturers are required to report AMP and their best price to the Secretary, but subject to
verification, manufacturers calculate the maximum price (“ceiling price”) they may charge 340B
entities. Manufacturers are permitted to audit covered entity records if they suspect product
diversion or multiple discounts are taking place.

Sec. 6004 of the Deficit Reduction Act of 2005 (DRA, P.L. 109-171) amended SSA Sec. 1927(a)
to require prescription drug manufacturers to add certain qualifying children’s hospitals (those
that are exempt from the M edicare prospective payment system) to the entities entitled to receive
discounts under the 340B program. DRA Sec. 6004 also required the children’s hospitals to meet
all other 340B participation requirements. A final rule for participation of children’s hospitalsin
the 340B program was issued on September 1, 2009.*%°

Sec. 7101. Expanded Participation in 340B Program

This section, as amended by HCERA Sec. 2302, amends PH SA Sec. 340B to add the following to
thelist of covered entities entitled to discounted drug prices under the 340B program: (1) certain
children’s and free-standing cancer hospitals excluded from the M edicare prospective payment
system; (2) critical access hospitals; and (3) certain rural referral centers and sole community
hospitals. These new 340B-eligible facilities also must meet other specified 340B participation
requirements. In addition, the changes in this section and Sec. 7102 (described below) areto be
used to determine whether drug manufacturers meet the pricing requirements under Sec. 340B
and SSA Sec. 1927. The provisions in this section and Sec. 7102, as amended by HCERA,
became effective on January 1, 2010, and are applicable to drug purchases beginning January 1,
2010.

Sec. 7102. Improvements to 340B Program Integrity

This section further amends PH SA Sec. 340B to require the Secretary to develop systemsto
improve compliance and program integrity activities for manufacturers and covered entities, as
well as administrative procedures to resolve disputes. The compliance and program integrity
systems are to include a number of specifications to increase transparency and strengthen
monitoring, oversight, and investigation of the prices that manufacturers charge covered entities,
aswell as additional improvements to ensure covered entities do not divert drugs or obtain
multiple discounts. The Secretary is required to establish a new administrative dispute resolution
process to mediate and resolve covered entity overpayment claims and manufacturer claims
against covered entities for drug diversion or multiple discounts. Civil money penalty sanctions

10 74 Federal Register, 45206 (September 1, 2009), available at http://edocket.access.gpo.gov/2009/pdf/E9-21109. pdf.

Congressional Research Service 101



Public Health, Workforce, Quality, and Related Provisions in PPACA

up to $5,000 per instance for manufacturer overcharges are authorized under this section. The
Secretary is required to establish standards and issue regulations for assessing CMPs on drug
manufacturers for overcharge violations by September 19, 2010. The Secretary also is required to
issue regulations within 180 days of enactment (by September 19, 2010) to implement a dispute
resolution process by which covered entities can report instances where they suspect they have
been overcharged. The section authorizes the appropriation of SSAN for FY 2010 and each
succeeding fiscal year to carry out the improvements to the 340B program.

Finally, this section amends the PH SA Sec. 340B to require that pricing agreements stipulate that
drug makers will report to the Secretary quarterly ceiling prices for each covered drug and to
offer these drugs to covered entities at or below these prices. HCERA Sec. 2302 amends PPACA
Sec. 7102 to exclude orphan drugs, as designated by FFDCA Sec. 526, from 340B discounts for
the newly added hospital entities.™*

Sec. 7103. GAO Study on Improving the 340B Program

This section requires GAO to submit areport to Congress that examines whether individuals
receiving services through 340B-covered entities are receiving optimal health care services. The
report is due within 18 months of enactment (by September 23, 2011) and isto at least make
recommendations on (1) whether the 340B program should be expanded; (2) whether mandatory
340B sales of certain products could hinder patients’ access to those therapies through any
provider; and (3) whether 340B income is being used by covered entities to further program
objectives.

Medical Malpractice and Liability Reform

Overview and Impact of PPACA

Although medical malpractice liability reform has attracted congressional attention over the
years, PPACA isthefirst law enacted with provisions on the topic. One provision expresses the
Sense of the Senate expresses that Congress should consider establishing a state demonstration
program to evaluate alternatives to tort litigation. The second establishes such an initiative that
will bein effect for five years. Since before PPACA was enacted, various states have regulated
and implemented tort reform for medical malpractice lawsuits. In states that have done so, tort
reform laws include statutes of limitation and caps on hon-economic damages or punitive
damages, for example. It is unclear whether, or by how much, such reforms have reduced costs on
the health care system.** PPACA does not create a federal medical liability reform law as prior
congressional bills have sought to do, but rather it gives states a financial incentive to develop
their own alternatives to tort litigation aimed at meeting specific goals. Furthermore, PPACA
extends Federal Tort Claims Act liability protection to members, employees, and contractors of
freeclinics.

13! These entities are certain children’s and free-standing cancer hospitals excluded from the Medi care prospective
payment system, (2) critical access hospitals, and (3) certain rural referra centers and sole community hospitals.

%2 For more information, see CRS Report R40862, Medical Malpractice Insurance and Health Reform, by Bernadette
Fernandez, Baird Webd, and Vivian S. Chu.
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Secs. 6801 and 10607. Medical Malpractice and Liability Reform

Sec. 6801 expresses the Sense of the Senate that (1) health care reform presents an opportunity to
address issues rdated to medical malpractice and medical liability insurance; (2) states are
encouraged to develop and test litigation alternatives while preserving an individual’s right to
seek redress in court; and (3) Congress should consider establishing a state demonstration
program to evaluate alternatives to the existing civil litigation system with respect to medical
malpractice claims.

Sec. 10607 creates a new PHSA Sec. 933V-4, that authorizes the appropriation of $50 million for
afive-year period beginning in FY 2011 for the Secretary to award demonstration grants to states
for the development, implementation, and evaluation of alternatives to current tort litigation for
resolving disputes over injuries allegedly caused by health care providers or organizations. These
grants will exist for no more than five years. States that receive a grant are required to develop an
alternative that (1) allows for the resolution of disputes caused by health care providers or
organizations; and (2) promotes a reduction of health care errors by encouraging the collection
and analysis of patient safety data related to the resolved disputes.

Prior to receiving a grant, a state will have to demonstrate that its alternative: (1) increases the
availability of prompt and fair resolutions of disputes; (2) encourages the efficient resolution of
disputes; (3) encourages the disclosure of health care errors; (4) enhances patient safety by
reducing medical errors and adverse events, (5) improves access to liability; (6) informs the
patient about the differences between the alternative and tort litigation; (7) allows the patient to
opt out of the alternative at any time; (8) does not conflict with state law regarding tort litigation;
(9) does nat abridge a patient’s ability to file a medical malpractice claim.

Each state will be required to identify the sources from and methods by which compensation will
be paid, which can include public and private funding sources. In addition, each state will be
required to establish a scope of jurisdiction to whom the alternative will apply so that it is
sufficient to evaluate the effects of the alternative. The Secretary will provide to the states that are
applying for the grants technical assistance, including guidance on common definitions, non-
economic damages, avoidableinjuries, and disclosure to patients of health care errors and adverse
events.

When reviewing states’ grant applications, the Secretary will consult with a newly established
review panel that will be composed of relevant experts appointed by the Comptroller General.
There are various reporting requirements that must be completed. First, states that receive a grant
must submit areport to the Secretary covering the impact of the activities funded on patient safety
and on the availability and price of medical liability insurance. Second, the Secretary must submit
an annual compendium to Congress that examines any differences that may result in the areas of
quality of care, number and nature of medical errors, medical resources used, length of time for
dispute resolution, and the availability and price of liability insurance. Third, the Secretary, in
consultation with the review panel, must contract with a research organization to conduct an
overall evaluation of the effectiveness of grants awarded. This evaluation must be submitted to
Congress no later than 18 months following the date of implementation of the first funded
program. Fourth, MedPAC and the Medicaid and CHIP Payment and Access Commission
(MACPAC) must each conduct an independent review of the impact of state-implemented
aternatives on their programs and beneficiaries. These reports must be submitted no later than
December 31, 2016.
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The section would not limit any prior, current, or future efforts of any state to establish any
aternative to tort litigation.

Sec. 10608. Liability Protection for Free Clinics

The Federal Tort Claims Act (FTCA) waives sovereign immunity to make the United States
liable, in accordance with the law of the state where a tort occurs, for “injury or loss of property,
or personal injury or death caused by the negligent or wrongful act or omission of any employee
of the government while acting within the scope of his office or employment.”** Congress can
choose to immunize a private organization, or its employees or volunteers, from tort liability by
enacting a statute that specifically deems them federal employees for purposes of the FTCA. In
1996, Congress granted FTCA liability protection to volunteer health professionals at free
clinics.™ In other words, such individuals have been deemed federal employees such that they
areimmunized from liability under the FTCA if medical malpractice claims are brought against
them.

PPACA Sec. 10608 amends PHSA Sec. 224(0)(1) to extend FTCA liability protection to officers,
governing board members, employees, and contractors of free clinics. Under this, free clinics that
qualify for such protection have the option of not purchasing medical malpractice insurance to
cover the organization, members, employees, or contractors.

13828 U.S.C. § 1346(b).

134 42 U.S.C. § 233(0)(1). It isworth nating that in 1992 Congress deemed federally funded health centers, their
officers, members, employees, and contractors employees of the federa government for purposes of the FTCA. 42
U.S.C. §233(g).
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Table 1. PPACA Provisions Amended or Struck by PPACA Title X and/or HCERA

Amending (or Striking) Section

Underlying
Topic PPACA Section PPACA Title X HCERA

National health care quality strategy 3011 10302
Quality measure development 3013 10303(a)
Quality measurement selection/dissemination 3014 10304
Public reporting of performance information 3015 10305
lc\:lzt:::ielll Prevention and Health Promotion 4001 10401 (a)
School-based health centers 4101 10402(a)
Medicare personalized prevention plan 4103 10402(b)
Medicare preventive services cost-sharing 4104 10406
Community transformation grants 4201 10403
Employer-sponsored wellness program grants 4303 10404
'Sri(g)r:s;ring of prevention and wellness 4401 10405
National Health Care Workforce Commission 5101 10501 (a)
Community health workforce grants 5313 10501 (c)
Primary care extension program 5405 10501 (f)
GME rules for counting resident time 5505 10501 (j)
NHSC rules for counting teaching time 5508(b) 10501(n)(5)
Patient-centered outcomes research 6301 10602
340B drug program 7101-7103 2302
Prescription drug tax 9008 1404
Medical device tax 9009 10904 1405(d)
E;ictive cosmetic procedure/indoor tanning bed 9017 10907(a)
Community health center/NHSC funding 10503 23032

Source: Prepared by the Congressional Research Service based on a review of the Patient Protection and

Qéflcg,d;.bLl.e ICI:TETSAzc-:t (PPACA), P.L. 111-148, as amended by the Health Care and Education Reconciliation Act of

a. PPACA Sec. 10503 appropriates a total of $8.5 billion for community health centers over the five-year
period FY201 | through FY2015; $7.0 billion for center operations and patient services, and $1.5 billion for
construction and renovation. HCERA Sec. 2303 increases the amount for center operations and patient
services to $9.5 billion. Note that Sec. 10503 also appropriates $1.5 billion for the NHSC. See Table 2.
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Table 2. Appropriations and Transfers in Public Health,Workforce, Quality, and Related PPACA Provisions

$ millions
Section Provision/Program FY2010 FY20I11 FY2012 FY2013 FY2014 FY20I5 FY2016 FY2017 FY2018 FY2019 Total
2951 Maternal, infant, and early 100 250 350 400 400 — — — — — 1,500
childhood home visitation
2953 :’::;?IT:Igﬁiz:nmblhty, state 75 75 75 75 75 L L <« L L 375
2954 Abstinence education 50 50 50 50 50 — — — — — 250
3014 Medicare quality 20 20 20 20 20 L % L L L 100
measurement?
4002 :::i‘(’ﬁ”m” and Public Health 500 750 1,000 1,250 1,500 2,000 2,000 2,000 2,000 2,000 15,000
4101(a) Grants to establish school- 50 50 50 50 . ® . . . . 200
based health centers
4108 :Ieer:q:lljc:::rz;l;r:]nlgcr:ri:ase — $100 million total over five years, beginning Jan. 1, 201 < — — — 100
4202(b) Medicare prever)tlon and $50 million total, available upon enactment 50
wellness evaluation2
4204(e) GAO study of Medicare | . . St . . . . . . |
vaccine coverage
4306 dce'::zr:g:at;f:°°d obesity $25 million total for FY2010 through FY2014 — — — — — 25
5507(a) I:ealth wor!dorce 85 85 85 85 85 . . . . . 425
emonstration grants
5507(b) Family-to-Family Health
. 5 5 5 — — — — — — — 15
Information Centers
5508(c) Teaching health centers, GME SSAN for FY201 | through FY2015, not to exceed $230 . . . 930
payments million -
5509 Medlcgre graduate nurse 4 . 50 50 50 50 . . . . 200
education demonstrations
6201 Background checks of long- Up to $160 million total for . . . . . . <160
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term care facility employees

FY2010 through FY20124



Section Provision/Program FY2010 FY20ll FY2012 FY2013 FY2014 FY2015 FY2016 FY2017 FY2018 FY2019 Total

6301(d) Patient-Centered Outcomes
Research Trust Fund, — — — For each of FY2013 through FY2019, amounts to be determined per formulae TBDe
transfers
6301 (e) Patient-Centered Outcomes
Research Trust Fund, 10 50 150 For each of FY2013 through FY2019, $150 million plus revenues per formulaf TBDf
appropriations
9023(e) Grants for investment in new SSANE TBD:
therapeutics
10214 Pregnancy Assistance Fund 25 25 25 25 25 25 25 25 25 25 250
10502 Health care facility 100 L L " L L et L L L 100
construction
10503(b)(I) Commun.ity Health Centers . 1,000 1200 1,500 2,200 3,600 . . . 9500
Fund, patient servicesh
10503(b)(2) Community Health Centers
Fund, NHSC — 290 295 300 305 310 — — — — 1,500
10503(c)  Community health center — $1.5 billion total for FY201 | through FY2015 — — — — 1,500
construction and renovation
Source: Prepared by the Congressional Research Service based on a review of the Patient Protection and Affordable Care Act (PPACA), P.L. | 11-148, as amended by the
Health Care and Education Reconciliation Act of 2010, P.L. 1 1-152.

Notes: Funds are provided from the Treasury unless otherwise noted. A hyphen means that PPACA does not appropriate or transfer funds for the fiscal year(s) noted.

a.

b.
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Funds are provided from the Medicare trust funds in a proportion determined by the HHS Secretary and remain available until expended,

PPACA Sec. 4002 provides annual appropriations for the Prevention and Public Health Fund in perpetuity; increasing from $500 million for FY2010 to $2 billion for
FY2015 and each fiscal year thereafter. Appropriations to the fund total $15 billion over the period FY2010 through FY2019.

Note that the five-year period encompasses calendar years 201 | through 2015.

PPACA Sec. 6201 requires the HHS Secretary to notify the Treasury Secretary of the amount necessary to carry out activities under this section for the period of
FY2010 through FY2012, but not to exceed $160 million. The Treasury Secretary must then transfer the amount specified from the Treasury to the HHS Secretary.

To be determined. PPACA Sec. 6301(d) provides a formula for transfer of funds from the Medicare Part A and Part B trust funds to the Patient-Centered Outcomes
Research Trust Fund as follows: (1) for FY2013, an amount from each respective Medicare trust fund equal to $| multiplied by the average number of individuals
entitled to Part A benefits, or enrolled in Part B during that period; and (2) for each of FY2014 through FY2019, an amount from each respective Medicare trust fund
equal to $2 multiplied by the average number of individuals entitled to Part A benefits, or enrolled in Part B during that fiscal year. Amounts are subject to adjustment
for increases in health care spending.

To be determined. In addition to the amounts provided by formula to the Patient-Centered Outcomes Research Trust Fund under PPACA Sec. 6301(d), described in
the preceding table note, PPACA Sec. 6301 (e) provides for additional amounts for the fund composed of (1) specified amounts for each of FY2010 through FY2012;



and (2) for each of FY2013 through FY2019, $150 million plus an amount equivalent to net revenues received from a fee imposed on health insurance policies and self-
insured plans. The fee equals $2 multiplied by the average number of covered lives in a policy/plan year ($1 in the case of policy/plan years ending during FY2013).
Amounts are subject to adjustment for increases in health care spending.

g.  To be determined. PPACA Sec. 9023(e) appropriates SSAN for grants to companies with 250 or fewer employees that make a qualified investment in new therapies to
prevent, diagnose and treat acute and chronic diseases. The grants are for qualifying investments made in 2009 or 2010 and are equal to 50% of the investment
amount. The total amount of grants any one company may receive for the two years may not exceed $5 million. The section does not specify any fiscal years for the
appropriation; however, grant applications must be received before January I, 2013.

h.  As amended by Sec. 2303 of the Health Care and Education Reconciliation Act of 2010, P.L. I [ 1-152.
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Public Health, Workforce, Quality, and Related Provisions in PPACA

Appendix A. Timeline of Public Health, Workforce,
Quality, and Related PPACA Provisions

In some instances, PPACA, as amended by HCERA, specifies dates for key administrative or
programmatic activities or requirements. The following timeline (see Table A-1) lists provisions
summarized in this report that include dates for the following:**

o final report deadlines, including reports to Congress,
e implementation or termination of new or existing grant programs;
e rulemaking or guidance,

e new or expiring authorities, activities, or requirements; and establishment or
termination of entities.

Other activities or requirements that have no date specified in PPACA and areimplicitly effective
upon enactment (March 23, 2010) are not included in this timeline.

Table A-1 lists the PPACA dates which are grouped aphabetically under headings that
correspond to section headings in the report. Within each heading, table entries are organized
alphabetically by title with key dates in chronological order within each title. Effective dates
stated in terms of days, months, or years after enactment have been converted to calendar dates
(eg., 180 daysis 9/19/2010; six months is 9/23/2010, etc.). Table entries for specific
implementation requirements or deadlines that are not tied to a specific calendar date are
presented at the end of each title. Each table entry includes the PPACA section number (as
amended); a descriptivetitle for each activity or requirement; a brief description of the activity or
requirement; and the associated start date, effective date, or deadline. Where applicable, the end
date, frequency or duration associated with specific activities or requirementsis noted.

For additional information on provisions that appear in thetimeline, refer to the more detailed
section summaries in the report.™* For definitions of acronyms used in the timeline, refer to
Appendix B. Unless otherwise stated, references in the table to “the Secretary” refer to the
Secretary of Health and Human Services (HHS).

35 For atimeline of the PPACA provisions regarding Nursing Homes and Other Long-Term Care Facilities and
Providers (i.e., Secs. 6101-6107, 6111-6114, and 6121), see CRS Report R41210, Medicaid and the Sate Children’s
Health Insurance Program (CHIP) Provisionsin PPACA: Summary and Timeline, coordinated by Julie Stone.

138 |n the el ectronic version of this report, PPACA section numbersin the timeline are hyperlinked to corresponding
sections of thisreport.
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Table A-1.Timeline of Public Health,Workforce, Quality,and Related PPACA Provisions

Start or

PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
340B DRUG PRICING
7101 340B: Expanded Adds the following facilities to the list of covered entities eligible 1712010
(amended by | Participation in 340B to receive discounts through the PHSA Sec. 340B program: (1)
HCERA 2302) | Program children’s and free-standing cancer hospitals excluded from the
Medicare prospective payment system; (2) critical access
hospitals; and (3) certain rural referral centers and sole
community hospitals.
71022 340B: Improvements to Requires the Secretary to issue regulations on program integrity, 9/19/2010
340B Program Integrity the dispute resolution process, and a methodology for calculating
(Improved compliance) ceiling prices.
7103 340B: GAO Study to Make Requires the U.S. Comptroller General and GAO to submit to 9/23/2011
Recommendations on Congress a report that examines at least the following: (1)
Improving the 340B Program | whether the 340B program should be expanded; (2) whether
mandatory 340B sales of certain products could hinder patients’
access to those therapies through any provider; and (3) whether
340B income is being used by covered entities to further program
objectives.
BIOMEDICAL RESEARCH AND MEDICAL PRODUCTS
9023(e)b Biomedical Research: Requires the Secretary of the Treasury to establish a qualifying 5/22/2010
Qualifying Therapeutic therapeutic discovery project program for investments made in
Discovery Project Credit taxable years beginning in 2009 and 2010.
9023(e)b Biomedical Research: Prohibits Secretary of the Treasury from making any grants for 17112013
Qualifying Therapeutic Qualified Investments in Therapeutic Discovery Projects unless
Discovery Project Credit the application is received before specified date.
7002 Biosimilars: User fees Requires the Secretary to collect and evaluate data regarding the 3/23/2010 10/1/2010
costs of reviewing applications for biosimilar biological products.
70022 Biosimilars: Approval Requires the Secretary to begin to develop recommendations to 10/1/2010

Pathway for Biosimilar
Biological Products

present to Congress related to the biosimilar biological product
application review process for the first 5 FYs after FY2012.
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Start or

PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
70022 Biosimilars: Approval Requires the Secretary to transmit to Congress the revised 1/15/2012
Pathway for Biosimilar recommendations (developed in consultation with specified
Biological Products parties and following public review) related to the biosimilar
biological product application review process and associated
material.
7002 Biosimilars: Approval Deems an approved application under FFDCA Sec. 505 for a 3/23/2020
Pathway for Biosimilar biological product to be a license under PHSA Sec. 351.
Biological Products
7002 Biosimilars: Approval Allows the submission of an approved application under FFDCA 3/23/2020
Pathway for Biosimilar Sec. 505 for a biological product if it belongs to a product class
Biological Products that is already approved under FFDCA Sec. 505.
7002 Biosimilars: User fees Requires the Secretary to perform an audit of the costs of Two years after Biennially thereafter
reviewing biosimilar applications and alter user fee amounts if first receiving a
appropriate. user fee for a
biosimilar
application
7002 Biosimilars: Approval Prohibits that the effective date of an approved biosimilar 12 years after first
Pathway for Biosimilar biological product application be earlier than a specified time licensing of the
Biological Products period. referent product
6302 Comparative Notwithstanding any other provision of law, terminates the 3/23/2010
Effectiveness Research: FCCCER.
Federal Coordinating
Council for Comparative
Effectiveness Research
6301b Comparative Requires the U.S. Comptroller General to appoint, as specified, 9/23/2010
Effectiveness Research: |7 members of the Board of Governors of the PCORI.
Patient-Centered Outcomes
Research
6301b Comparative For each policy year between the specified dates, imposes certain | 10/1/2012 9/30/2019

Effectiveness Research:
Patient-Centered Outcomes
Research

fees on specified health insurance policies and applicable self-
insured health plans.
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Start or

PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
6301b Comparative Requires the U.S. Comptroller General to review the adequacy 3/23/2018
Effectiveness Research: and use of the funding for the PCORI and the activities conducted
Patient-Centered Outcomes | under new PHSA Sec. 937, as added by this Act, and to
Research determine whether the funding sources are appropriate.
6301b Comparative Terminates availability for expenditure amounts in PCORTF and 9/30/2019
Effectiveness Research: requires that amounts in PCORTF after that date be transferred
Patient-Centered Outcomes | to the general fund of the U.S. Treasury.
Research
6301b Comparative Requires the PCORI methodology committee to, directly or by 18 months after
Effectiveness Research: contract, develop and periodically update methodological establishment of
Patient-Centered Outcomes | standards for research and a translation table for reference. PCORI
Research
6301b Comparative Requires PCORI to make research findings available to clinicians, 90 days after
Effectiveness Research: patients, and the general public. findings
Patient-Centered Outcomes
Research
6301b Comparative Requires PCORI to submit to Congress and the President and to Annually
Effectiveness Research: make available to the public a report describing activities,
Patient-Centered Outcomes | research priorities, methodological standards developed, and
Research other specified items.
6301b Comparative Requires the U.S. Comptroller General to provide for financial Annually
Effectiveness Research: audits by a private entity.
Patient-Centered Outcomes
Research
6301b Comparative Requires the U.S. Comptroller General to report to Congress on Annually
Effectiveness Research: reviews and to recommend legislative and administrative action as
Patient-Centered Outcomes | appropriate.
Research
6301b Comparative Requires the U.S. Comptroller General to review financial audits Not less frequently

Effectiveness Research:
Patient-Centered Outcomes
Research

of PCORI.

than on an annual
basis
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PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
6301b Comparative Requires the U.S. Comptroller General to review specified Not less frequently
Effectiveness Research: processes and activities of PCORI involving, among other items, than every five years
Patient-Centered Outcomes | research priorities, conduct of research, dissemination, and
Research training.
6301b Comparative Requires PCORI to review and update, as appropriate, evidence On a periodic basis
Effectiveness Research: from research it carries out.
Patient-Centered Outcomes
Research
3507 FDA Requirements for Requires the Secretary to report to Congress about whether 3/23/201 |
Medical Products: adding quantitative summaries of health benefit and risk
Presentation of Prescription | information in a standardized format to prescription drug labeling
Drug Benefit and Risk and advertising would help clinicians, patients, and consumers
Information make health care decisions.
3507 FDA Requirements for Requires the Secretary to promulgate regulations if the Secretary | Three years
Medical Products: determines that adding quantitative summaries of health benefit after publication
Presentation of Prescription | and risk information in a standardized format to prescription drug | of report on
Drug Benefit and Risk labeling and advertising would help clinicians, patients, and health benefit
Information consumers make health care decisions. and risk
information
10907 Revenue Provisions Effective date for 10% excise tax on indoor tanning services. 7/1/2010
Related to FDA-
Regulated Products:
Excise Tax on Indoor
Tanning Services
HCERA 1405 | Revenue Provisions Requires certain manufacturers and importers to pay to the 17112013
Related to FDA- Secretary of the Treasury a 2.3% excise tax on the sale of certain
Regulated Products: medical devices.
Medical Device Tax
9008 Revenue Provisions Requires the Secretaries of HHS, Veterans Affairs, and Defense Date as Annually
(amended by | Related to FDA- to report to the Secretary of Treasury specified information on determined by
HCERA 1404) | Regulated Products: prescription drug sales. Treasury
Annual Fee for Brand Name Secretary

Pharmaceuticals
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Start or
PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
9008 Revenue Provisions Requires the Secretary of the Treasury to calculate fees, Annually
(amended by | Related to FDA- according to specified criteria, to be paid by each covered entity
HCERA 1404) | Regulated Products: (branded prescription pharmaceutical manufacturers and
Annual Fee for Brand Name | importers).
Pharmaceuticals
ELDER JUSTICE
6703(a) Elder Justice: Option for Effective date for a state’s TANF state plan to indicate whether 17172011
State Plan under TANF the state intends to assist individuals to train for, seek, and
Program maintain employment providing direct care in a LTC facility or in
other related elder care occupations.
6703(a)2 Elder Justice: Advisory Requires the Advisory Board on Elder Abuse, Neglect, and 9/23/2011 Annually thereafter
Board on Elder Abuse, Exploitation to prepare and submit a report to the Elder Justice
Neglect, and Exploitation Coordinating Council and to Congress containing a report on the
status of federal, state, and local elder justice activities and
recommendations.
6703(c) Elder Justice: National Requires the Secretary to submit to the Elder Justice 9/23/2011
Nurse Aide Registry Coordinating Council and to Congress a report containing the
findings and recommendations of a study on establishing a
national nurse aide registry.
6703(a)2 Elder Justice: Coordinating | Requires the Elder Justice Coordinating Council to submit a 3/23/2012 Every two years
Council report to Congress on the Council’s activities and thereafter
recommendations for legislation or other action.
6703(a) Elder Justice: Report Requires the Secretary to submit to the Elder Justice 10/1/2014
Coordinating Council and to Congress a report containing
specified information and recommendations regarding state APS
grantee activities.
6703(a)2 Elder Justice: Adoption of | Requires the Secretary to have procedures in place to accept the | 3/23/2020
Standards for Transactions electronic submission of clinical data by LTC facilities pursuant to
Involving Clinical Data by specified standards.
LTC Facilities
6703(a)2 Elder Justice: Evaluation Requires an eligible entity receiving assistance to conduct Not later than
Reports evaluations of funded Elder Justice activities to submit to the date specified by
Secretary and to Congress a report containing the results of the the Secretary
evaluation and recommendations.
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PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
EMERGENCY CARE
35052 Trauma Care Centers: Requires the Secretary to submit to Congress a report on the 3/23/2012 Every two years
Grant Programs status of grant programs for trauma centers. thereafter
HEALTH CARE CENTERS AND CLINICS
105042 Health Care and the Requires the Secretary to establish a 3-year demonstration 9/23/2010
Uninsured: Access to project in up to 10 states to provide access to comprehensive
Affordable Care health care services to the uninsured at reduced fees.
Demonstration
HEALTH DATA COLLECTION
43022 Health Disparities Data Requires the Secretary to submit to Congress a report on a 9/23/2011
Collection and Analysis: specified evaluation of approaches to health care disparities data
Data Collection collection.
43022 Health Disparities Data Requires the Secretary to ensure that any federally conducted or | 3/23/2012
Collection and Analysis: supported health care or public health program, activity or survey
Reporting Requirements collects and reports data as specified regarding race, ethnicity,
sex, primary language, and disability status.
43022 Health Disparities Data Requires the Secretary to submit to Congress a report with 3/23/2014
Collection and Analysis: recommendations for improving the identification of health care
Improving Disparities in disparities for beneficiaries of Medicaid and CHIP.
Medicaid and CHIP
56052 Key National Indicators: Requires the appointment of members to the Commission on 4/22/2010
Commission Appointment Key National Indicators by the majority and minority leaders of
the Senate and the Speaker and minority leader of the House of
Representatives.
56052 Key National Indicators: Requires the Commission on Key National Indicators to develop | 5/22/2010
Schedule for Review and and implement a schedule for completion of (1) a certain review
Reports and (2) reports required under this act.
56052 Key National Indicators: Requires the National Academy of Sciences to submit annually to | 12/18/2010 Every year thereafter

National Academy of
Sciences Report

the Commission a report with its findings and recommendations.
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PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
56052 Key National Indicators: Requires the co-chairpersons of the Committee on Key National | As soon as
Review and Establishment Indicators to enter into an arrangement with the National practicable after
Academy of Sciences under which the Academy must review and | the selection of
recommend approaches to selecting and establishing a key set of | the two co-
national indicators, and enable the establishment of the Key chairpersons
National Indicator System.
56052 Key National Indicators: Requires the Commission to submit annually to Congress and to Not later than Every year thereafter
Report to Congress the President a report with its findings and recommendations. six months after
the selection of
the two co-
chairpersons
56052 Key National Indicators: Requires the Commission to submit annually to the National Not later than Every year thereafter

Commission Report

Academy of Sciences a report with its findings and
recommendations.

one year after
the selection of
the two co-
chairpersons

HEALTH INFORMATION TECHNOLOGY

1561 Standards: Enrollment Requires the Secretary to develop interoperable and secure 9/19/2010
Standards for Health and standards to facilitate enrollment of individuals in federal and
Human Services Programs state health and human services programs.

10109 HIPAA Administrative Deadline for the Secretary to convene a meeting of the ICD-9- 17172011
Simplification: ICD-10 CM Coordination and Maintenance Committee to make
Codes recommendations about revisions to the crosswalk between the

ICD-9 and ICD-10 codes.

1104 HIPAA Administrative Requires the Secretary to adopt operating rules for the following | 7/1/2011
Simplification: Operating electronic transactions: plan eligibility and health claims status.
Rules

1104 HIPAA Administrative Requires the Secretary to adopt a standard for EFT. 17172012
Simplification: Operating
Rules

10109 HIPAA Administrative Deadline for the Secretary to solicit input from NCVHS, the HIT 17172012 Every three years

Simplification: Additional
Standards and Operating
Rules

Policy Committee and other stakeholders on whether to develop
standards and operating rules for other administrative and
financial transactions.

thereafter
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PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration

1104 HIPAA Administrative Requires the Secretary to adopt operating rules for the following | 7/1/2012
Simplification: Operating electronic transactions: health claims payment/remittance and
Rules EFT.

1104 HIPAA Administrative Effective date for the unique health plan identifier. 10/1/2012
Simplification: Operating
Rules

1104 HIPAA Administrative Effective date for operating rules for the following electronic 17112013
Simplification: Operating transactions: plan eligibility and health claims status.
Rules

1104 HIPAA Administrative Deadline for health plans to certify their compliance with the 12/31/2013
Simplification: Operating standards and operating rules for the following electronic
Rules transactions: plan eligibility, health claims status, claims

payment/remittance, and EFT.

1104 HIPAA Administrative Effective date for operating rules for the following electronic 17112014
Simplification: Operating transactions: health claims payment/remittance and EFT.
Rules

1104 HIPAA Administrative Requires the Secretary to establish a committee to review, and 17112014
Simplification: Operating provide recommendations for updating and improving electronic
Rules transactions standards and operating rules.

1104 HIPAA Administrative Effective date for the EFT standard. 17172014
Simplification: Operating
Rules

1104 HIPAA Administrative Requires the Secretary to adopt a standard and associated 17112014
Simplification: Operating operating rules for health claims attachments.
Rules

1104 HIPAA Administrative Requires that Medicare pay for Part A and Part B benefits by EFT 17112014
Simplification: Operating or in a HIPAA-compliant electronic remittance.
Rules

1104 HIPAA Administrative Requires the Secretary to assess a penalty fee against a health 4/1/2014 Annually thereafter

Simplification: Operating
Rules

plan that has failed to certify its compliance with any applicable
electronic transactions standards and associated operating rules.
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PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
1104 HIPAA Administrative Requires the electronic transactions review committee to 4/1/2014 No less than
Simplification: Operating conduct hearings to evaluate and review the adopted standards biennially thereafter
Rules and operating rules.
1104 HIPAA Administrative Requires the HHS Secretary to provide the Treasury Secretary 5/1/2014 Annually thereafter
Simplification: Operating with a list of health plans that have been assessed a penalty fee for
Rules noncompliance with the electronic transactions standards and
associated operating rules.
1104 HIPAA Administrative Requires the Secretary to adopt operating rules for the following | 7/1/2014
Simplification: Operating electronic transactions: health claims, plan
Rules enrollment/disenrollment, premium payments, and prior
authorization and referral.
1104 HIPAA Administrative Requires the electronic transactions review committee to 7/1/2014 Not less than
Simplification: Operating provide recommendations for updating and improving the biennially thereafter
Rules adopted standards and associated operating rules.
1104 HIPAA Administrative Requires the Treasury Secretary to provide notice to each health | 8/1/2014 Annually thereafter
Simplification: Operating plan that has been assessed a penalty fee for noncompliance with
Rules the electronic transactions standards and associated operating
rules.
1104 HIPAA Administrative Deadline for health plans to pay penalty fees for noncompliance 11/1/2014 Annually thereafter
Simplification: Operating with the electronic transactions standards and associated
Rules operating rules.
1104 HIPAA Administrative Deadline for health plans to certify their compliance with the 12/31/2015
Simplification: Operating standards and operating rules for the following electronic
Rules transactions: health claims, plan enrollment/disenrollment,
premium payments, and prior authorization and referral.
1104 HIPAA Administrative Effective date for operating rules for the following electronic 17112016
Simplification: Operating transactions: health claims, plan enrollment/disenrollment,
Rules premium payments, and prior authorization and referral.
1104 HIPAA Administrative Effective date for the health claims attachment standard and 17172016

Simplification: Operating
Rules

associated operating rules.
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PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
HEALTH WORKFORCE
5304- Dental Workforce: Requires alternative dental health care providers demonstration 3/23/2012 3/23/2017
Alternative Dental Health projects funded under the section to begin and end according to
Care Provider specified dates.
Demonstration
5507b Geriatricand LTC Requires the Secretary to award grants to eligible states to 9/23/2011
Workforce: Health conduct demonstration projects related to personal or home
Workforce Demonstrations | care aides.
5507b Geriatricand LTC Requires the Secretary to submit to Congress a report on the 3/23/2012
Workforce: Health initial implementation of activities conducted under the home
Workforce Demonstrations | care aide demonstration project.
5103- Health Workforce Transfers the responsibilities and resources of the National 9/19/2010
Evaluation and Center for Health Workforce Analysis to the National Center
Assessment: Health Care for Health Care Workforce Analysis.
Workforce Program
Assessment
10501 (b) Health Workforce Requires the Interagency Access to Health Care in Alaska Task 9/19/2010
Evaluation and Force to submit to Congress a report on improving the delivery
Assessment: Task Force of care to federal health care systems beneficiaries in Alaska.
on Alaska Health Care
5101 Health Workforce Requires the Comptroller General to make initial appointments 9/30/2010
Evaluation and of members to the NHCWC.
Assessment: National
Health Care Workforce
Commission
5101 Health Workforce Requires the NHCWC to make the first of 2 annual reports to 4/172011 Annually thereafter

Evaluation and
Assessment: National
Health Care Workforce
Commission

Congress and to the Administration with recommendations for
meeting the need for health care workers.
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PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
5101 Health Workforce Requires the NHCWC to make the second of 2 annual reports 10/1/2011 Annually thereafter
Evaluation and to Congress and to the Administration on meeting the need for
Assessment: National health care workers.
Health Care Workforce
Commission
51022 Health Workforce Requires entities receiving a grant to report on their grant One year after Annually thereafter
Evaluation and activities within | year of receiving a grant. The administration grants are
Assessment: State Health will use these reports to develop a report to Congress on the awarded
Workforce Development program.
Grants
5701 Health Workforce Requires the Secretary to submit an annual report to Congress Annually
Evaluation and on the activities carried out under Title V of PPACA, as amended.
Assessment: Reports
5503(a) Medicare GME Requires the Secretary to permanently reduce the residency caps | 7/1/2011
Payments: Distribution of of hospitals with unused residency slots. Further requires the
Additional Residency Secretary to redistribute these unused positions, based on a
Positions specified formula, to increase a hospital’s resident limit, provided
that the hospital uses a specified percentage of these residency
positions in primary care and general surgery.
5503(b) Medicare GME Requires that the redistributed residency positions be counted 7/172011
Payments: Distribution of when determining a hospital’s IME payments.
Additional Residency
Positions
5602 NHSC: Designating Requires the negotiated rulemaking committee for designating 4/1/2010
Medically Underserved medically underserved populations and HPSAs to deliver a
Populations and HPSAs specified progress report to the Secretary.
5602 NHSC: Designating Requires the Secretary to publish a required notice of proposed 5/7/2010
Medically Underserved negotiated rulemaking for designating medically underserved
Populations and HPSAs populations and HPSAs.
5602 NHSC: Designating Requires the Secretary to publish an interim final rule, subject to 7/1/2010

Medically Underserved
Populations and HPSAs

revision after public comment, for designating medically
underserved populations and HPSAs.
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PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
5602 NHSC: Designating Requires the Secretary to publish the final rule, after the public 7/1/2011
Medically Underserved comment period.
Populations and HPSAs
5309(b)a Nursing Workforce: Requires the Secretary to submit a report to Congress, before Before Annually thereafter
Nurse Retention Grants the end of each fiscal year, containing information about the 9/30/2010
nurse retention grants and contracts awarded in this section.
55090 Nursing Workforce: Requires the Secretary to submit to Congress a report on the 10/17/2017
Medicare Graduate Nurse graduate nurse education demonstration program.
Education Demonstration
Program
10501 (1) Physician Workforce: Requires the Secretary to define by regulation “underserved rural | 5/22/2010
Rural Physician Training community” for purposes of the section.
Grants
5508(c)> Physician Workforce: Requires qualified teaching health centers receiving GME One year after

Teaching Health Centers

payments under this section to submit a report to the Secretary

GME funds are

that contains certain specified information about the residents awarded
trained by the teaching health center.
MATERNAL AND CHILD HEALTH
2951(b)p Early Childhood Home Requires states receiving FY201 | funding under the Maternal and | 9/23/2010
Visitations Programs: Child Health (MCH) Block Grant to conduct a statewide needs
Needs Assessment assessment as specified.
2951 (g)b Early Childhood Home Requires the Secretary to appoint an independent advisory panel 3/23/201 |
Visitations Programs: of experts to advise the Secretary on evaluation of the early
Advisory Panel childhood home visiting program.
2951 (g)b Early Childhood Home Requires the Secretary to submit to Congress a report on its 3/31/2015
Visitations Programs: evaluation of the early childhood home visitation program.
Evaluation
2951 (c)b Early Childhood Home Requires a state (or other grantee) receiving early childhood 12/31/2015

Visitations Programs:
State Report on Benchmark
Area Improvements

home visitation funds to submit a final report on any
improvements in each of the six specified benchmark areas.
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2951 (h)e Early Childhood Home Requires the Secretary to submit a report to Congress regarding 12/31/2015
Visitations Programs: the early childhood home visitation programs.
Report to Congress

2951 (c)b Early Childhood Home Requires states conducting early childhood home visitation 30 days after the
Visitations Programs: programs to submit a report to the Secretary demonstrating end of the third
State Report Demonstrating | improvements in at least 4 of 6 benchmark areas. year in which
Benchmark Area state conducts
Improvements program

2952(b)a Support, Education, and Requires the Secretary to submit to Congress the results of a 3/23/2012
Research for Postpartum | study on the benefits of screening for postpartum conditions.
Depression: Study Results

2952(a)2 Support, Education, and | Authorizes the Director of the National Institute of Mental 3/23/2015
Research for Postpartum | Health to submit to Congress the first periodic report on the
Depression: Report to findings of an authorized study on the relative mental health
Congress consequences for women of resolving a pregnancy in various

ways.
MEDICAL MALPRACTICE AND LIABILITY REFORM
10608 Medical Malpractice Extends malpractice coverage to certain persons providing 3/23/2010
Coverage: Liability services for free clinics.
Protection for Health
Center Volunteers
106072 Medical Liability Reform: | Requires MedPAC and the Medicaid and CHIP Payment and 12/31/2016

State Demonstration
Programs to Evaluate
Alternatives to Tort

Litigation

Access Commission to report to Congress on the impact of
medical liability alternatives and provide recommendations.

NURSING HOMES AND OTHER LTC FACILITIES AND PROVIDERS«

6201b

LTC Background
Checks: Nationwide
Program on Criminal
Background Checks for
Employees of LTC Facilities
and Providers

Requires Inspector General to submit a report to Congress
containing results of evaluation of the nationwide program for
background checks to employees of LTC facilities.

180 days after
program’s
completion
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NUTRITION LABELING
4205 Chain Restaurant Menus | Requires the Secretary to publish a Federal Register notice with 7/21/2010
and Vending Machines: information for retail food establishments seeking to voluntarily
Nutrition Information provide nutrition information to consumers.
4205 Chain Restaurant Menus | Requires the Secretary to promulgate proposed nutrition labeling | 3/23/2011
and Vending Machines: regulations.
Nutrition Labeling
Recommendations
PAIN CARE MANAGEMENT
4305(a)2 IOM Conference on Pain: | Requires a report to Congress summarizing the Conference on 6/30/2011
Report Pain’s findings and recommendations.
4305(a)2 IOM Conference on Pain: | Requires Secretary to seek an agreement with IOM (or another One year after
Conference Agreement appropriate entity if the IOM declines) to convene a Conference funds
on Pain. appropriated
4305(b) Pain Research: Interagency | Requires the Secretary to establish, and as necessary maintain, 3/23/2011 Review necessity
Pain Research Coordinating | the Interagency Pain Research Coordinating Committee. every two years
Committee thereafter
4305(b) Pain Research: Requires the Pain Consortium to develop and submit to the NIH Not less than
Recommendations Director recommendations on pain research initiatives. annually thereafter
PREVENTION AND WELLNESS
104132 Community-Based Requires the Secretary to establish an advisory committee to 5/22/2010
Prevention Programs: assist in creating and conducting required education campaigns
Young Women’s Breast regarding young women'’s breast health.
Health Awareness
4001 Community-Based Requires the National Prevention, Health Promotion and Public 7/1/2010 17112015 Annually thereafter
[amended by | Prevention Programs: Health Council to submit to the President and the relevant
PPACA National Prevention, Health | committees of Congress, an annual report on prevention, health
10401 (a)] Promotion and Public Health | promotion, and public health activities, goals, and progress.

Council
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Sec. 4004 Community-Based Requires the Secretary to report to Congress on outreach efforts | 1/1/2011 17112017 Triennially
[amended by | Prevention Programs: for states and providers regarding obesity-related services for
PPACA Education and Outreach Medicaid beneficiaries
10401 (c)] 2 Regarding Preventive
Benefits
3509 Community-Based Requires the Secretary to submit a report to Congress describing | 3/23/2011 Biennially thereafter
Prevention Programs: projects related to improving women's health.
Offices on Women’s Health
4001 Community-Based Requires the Secretary to publish a national prevention, health 3/23/201 |
[amended by | Prevention Programs: promotion and public health strategy.
PPACA National Prevention, Health
10401 (2)] Promotion and Public Health
Council
4004 Community-Based Requires the Secretary to establish a national media campaign on 3/23/201 |
[amended by | Prevention Programs: health promotion and disease prevention.
PPACA Education and Outreach
10401 (c)]~ Campaign Regarding
Preventive Benefits
103342 Community-Based Requires the Secretary to submit to Congress reports describing | 3/23/2011 Biennially thereafter
Prevention Programs: the activities of the Office of Minority Health and agencies
Offices of Minority Health regarding minority health.
42040 Community-Based Requires GAO to submit a report to Congress on Medicare 6/1/2011
Prevention Programs: beneficiary access to vaccines.
Immunizations
41022 Community-Based Requires the Secretary to implement a 5-year oral health care 3/23/2012
Prevention Programs: prevention and education campaign.
Oral Health Activities
4203 Community-Based Requires the Architectural and Transportation Barriers 3/23/2012
Prevention Programs: Compliance Board to issue regulatory standards for medical
Wellness for Individuals with | diagnostic equipment, to improve disabled access.
Disabilities
10407(d)= Community-Based Requires the Secretary to submit to Congress a report on a 3/23/2012

Prevention Programs:
Better Diabetes Care

required study on the appropriate level of diabetes medical
education.
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4202> Community-Based Requires the Secretary to submit a report to Congress on 9/30/2013
Prevention Programs: programs that promote healthy lifestyles and reduce risk factors
Community Wellness Pilot; for the Medicare population based on an evidence review and
Medicare Wellness evaluation of programs.
Evaluation
42042 Community-Based Requires the Secretary to submit a report to Congress on the 3/23/2014
Prevention Programs: demonstration program to improve the provision of
Immunizations recommended immunizations.
1302 Prevention in Private Effective date for inclusion of the “essential health benefits Plan years
[amended by | Health Insurance: package," including preventive and wellness services, in plans beginning on or
HCERA 1004] | Essential Health Benefits offered by qualified health plans that participate in insurance after 1/1/2014
Requirement exchanges.
4107 Prevention Under Requires states to provide Medicaid coverage to pregnant women | 10/1/2010
[amended by | Medicaid: Medicaid for counseling and drug therapy for tobacco cessation.
PPACA Tobacco Cessation Services
10201 (c)] for Pregnant VWomen
41080 Prevention Under Requires the Secretary to award grants to states to provide 17172011 17112016
Medicaid: Incentives for incentives to Medicaid beneficiaries to participate in healthy
Chronic Disease Prevention | lifestyle programs.
Under Medicaid
4106 Prevention Under Provides states an enhanced federal match if they provide 17112013
Medicaid: Medicaid Medicaid coverage of recommended preventive services for
Preventive Services for eligible adults.
Adults
41080 Prevention Under Requires the Secretary to submit an initial report and a final 17112014 1712016
Medicaid: Incentives for report to Congress on the Medicaid healthy lifestyle initiatives
Chronic Disease Prevention | implemented through the state grant program.
Under Medicaid
4103 Prevention Under Effective date of coverage of Medicare personalized prevention 17172011
[amended by | Medicare: Medicare Annual | plan services.
PPACA Visit and Personalized
10402(b)] Prevention Plan
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4104 Prevention Under Effective date of waiver of cost-sharing for Medicare covered 17172011
[amended by | Medicare: Removal of preventive services.
PPACA Cost-Sharing for Medicare
10406] Preventive Services
10501 (i) Prevention Under Effective date for FQHCs to receive reimbursement for Medicare | 1/1/2011
Medicare: Preventive covered preventive services.
Services Furnished at
FQHCs
4103(b) Prevention Under Requires the Secretary to publish guidelines for health risk 3/23/201 |
[amended by | Medicare: Medicare Annual | assessments, to support Medicare coverage of personalized
PPACA Visit and Personalized prevention plan services.
10402(b)] Prevention Plan
4103(b) Prevention Under Requires the Secretary to establish standards for interactive 3/23/201 |
[amended by | Medicare: Medicare Annual | telephonic or web-based programs used to furnish health risk
PPACA Visit and Personalized assessments.
10402(b)] Prevention Plan
4103 Prevention Under Requires the Secretary to publish a health risk assessment model, | 9/23/2011
[amended by | Medicare: Medicare Annual | to support Medicare coverage of personalized prevention plan
PPACA Visit and Personalized services.
10402(b)] Prevention Plan
1001 Wellness Programs: Requires the Secretary to develop reporting requirements for 3/23/2012
Reporting Requirements for | group health plans and health insurance issuers related to benefits
Group Health Plans and reimbursement that implement, among other things,
“wellness and health promotion activities."
1001 Wellness Programs: Requires the Secretary to promulgate regulations providing 3/23/2012
Reporting Requirements for | criteria for determining whether a reimbursement structure
Group Health Plans meets specified reporting elements for, among other things,
“wellness and health promotion activities."
4303 Wellness Programs: CDC | Requires the CDC Director to conduct a national survey of 3/23/2012 Regular intervals

Grants for Employer Based
Wellness Programs

employer-based health policies and programs.

CRS-126




Start or

PPACA Effective Date Frequency
Section Title Description or Deadline End Date or Duration
1201 Wellness Programs: Requires the Secretary to submit a report to Congress regarding | 3/23/2013
Regarding Prohibiting the impact and effectiveness of wellness programs and incentives.
Discrimination Based on
Health Status
1201 Wellness Programs: Requires the Secretary to establish a 10-state pilot program in 7/172014
Regarding Prohibiting which participating states are required to apply the wellness
Discrimination Based on program provisions to health insurers in the individual market.
Health Status
1001 Wellness Programs: Requires GAO to submit a report to Congress regarding the 180 days after
Reporting Requirements for | impact of the reporting requirement for group health plans have regulations
Group Health Plans had on the quality and cost of health care. published
4303 Wellness Programs: CDC | Requires the CDC Director to submit a report to Congress with | Upon
Grants for Employer Based recommendations for the implementation of effective employer- completion of
Wellness Programs based health policies and programs. the employer-
based health
policies survey
QUALITY
3503 Care Coordination: Requires the Secretary to commence as specified a program to 5/1/2010
Medication Management provide grants or contracts to eligible entities to implement
Services in Treatment of medication management services provided by licensed
Chronic Disease pharmacists.
10410(b) Care Coordination: Requires the Secretary to establish no more than 20 depression 3/23/201 |
Centers of Excellence for centers of excellence.
Depression
10410(b) Care Coordination: Requires the Secretary to make recommendations to: (1) 9/30/2015
Centers of Excellence for depression centers of excellence regarding improvements, and (2)
Depression Congress regarding expanding the centers to serve individuals
with other types of mental disorders.
10410(b) Care Coordination: Requires the Secretary to establish no more than 30 depression 9/30/2016

Centers of Excellence for
Depression

centers of excellence.
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3012 National Strategy to Requires the Interagency Working Group on Health Care Quality | 12/31/2010
Improve Health Care to submit to Congress and make public on an Internet website a
Quality and Quality report on its progress and recommendations.
Measurement: Interagency
Working Group on Health
Care Quality
3011 National Strategy to Requires the Secretary to submit to Congress the first annual 17172011 Annually updated
Improve Health Care report on the national strategy to improve the delivery of health thereafter
Quality and Quality care services, patient health outcomes, and population health.
Measurement: National
Strategy
3011 National Strategy to Requires the Secretary to create an Internet website to make 17172011
Improve Health Care public information regarding the national priorities, agency-
Quality and Quality specific strategic plans for quality, and other information.
Measurement: National
Strategy
3014(b) National Strategy to Requires the Secretary, as part of a required pre-rulemaking 12/1/2011 Annually thereafter
[amended by | Improve Health Care process, to make publicly available a list of quality and efficiency
PPACA Quality and Quality measures being considered for use in health care programs or in
1030470 Measurement: Quality reporting performance information to the public.
Measurement
3014(a) National Strategy to Requires the entity with a contract with the Secretary under SSA | 2/1/2012
[amended by | Improve Health Care Sec. 1890 to transmit to the Secretary the input of multi-
PPACA Quality and Quality stakeholder groups on the selection of quality measures and the
1030470 Measurement: Quality national priorities (identified under PPACA Sec. 301 I).
Measurement
3014(b) National Strategy to Requires, as part of a required pre-rulemaking process, the 2/1/2012 Annually thereafter
[amended by | Improve Health Care consensus-based entity with a contract with the Secretary under
PPACA Quality and Quality SSA Sec. 1890 to transmit to the Secretary the input of multi-
10304]> Measurement: Quality stakeholder groups on the selection of quality and efficiency
Measurement measures.
3014(b) National Strategy to Requires the Secretary to conduct and make public, as part of a 3/1/2012 Every three years
[amended by | Improve Health Care required pre-rulemaking process, an assessment of the quality and thereafter
PPACA Quality and Quality efficiency impact of using endorsed measures.
10304] Measurement: Quality

Measurement
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3013(a) National Strategy to Requires the Secretary to develop at least |0 outcome quality 3/23/2012

[amended by | Improve Health Care measures on acute and chronic diseases.

PPACA Quality and Quality
10303(a)]2 Measurement: Quality
Measure Development

3013(a) National Strategy to Requires the Secretary to develop at least |0 outcome quality 3/23/2013
[amended by | Improve Health Care measures for primary and preventive care.
PPACA Quality and Quality

10303(a)]2 Measurement: Quality
Measure Development

3014(b) National Strategy to Requires the Secretary to periodically review quality and In no case less often
[amended by | Improve Health Care efficiency measures to determine whether to phase out or than once every

PPACA Quality and Quality maintain the use of the measures. three years

10304] Measurement: Quality
Measurement

3508 Quality Improvement Requires the Secretary to submit to specified committees of 3/23/2012 Annually thereafter

and Patient Safety: Congress a report on demonstration projects to develop and
Quality and Patient Safety implement academic curricula that integrates quality

Training in Clinical Education | improvement and patient safety in the clinical education of health
professionals.

Source: Prepared by the Congressional Research Service based on a review of the Patient Protection and Affordable Care Act (PPACA), P.L. | 11-148, as amended by the
Health Care and Education Reconciliation Act of 2010, P.L. 1 1-152.

a. For the specified new and/or existing program or activity, PPACA authorizes appropriations. For further information on PPACA’s discretionary provisions for which
appropriations are authorized, see CRS Report R41390, Discretionary Funding in the Patient Protection and Affordable Care Act (PPACA), coordinated by C. Stephen
Redhead.

b.  For the specified new and/or existing program or activity, PPACA mandates an appropriation or requires the Secretary to transfers funds. For further information on
PPACA’s mandated appropriations and fund transfers, see CRS Report R41301, Appropriations and Fund Transfers in the Patient Protection and Affordable Care Act (PPACA),
by C. Stephen Redhead.

c. For atimeline of information associated with PPACA Secs. 6101-6107, 6111-6114, and 6121, regarding Nursing Homes and Other Long-Term Care Facilities and
Providers, see CRS Report R41210, Medicaid and the State Children’s Health Insurance Program (CHIP) Provisions in PPACA: Summary and Timeline, coordinated by Julie
Stone.
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Appendix B. Acronyms Used in the Report

ACF Administration for Children and Families

ACIP Advisory Committee on Immunization Practices

AFL Adolescent Family Life

AHEC Area Health Education Center

AHRQ Agency for Healthcare Research and Quality

AMP average manufacturer price

APS adult protective services

ARRA American Recovery and Reinvestment Act

CBO Congressional Budget Office

CDC Centers for Disease Control and Prevention

CFCIP Chafee Foster Care Independence Program

CHC Community Health Center

CHIP Children’s Health Insurance Program

CHIPRA Children’s Health Insurance Program Reauthorization Act of 2009
CHW community health worker

CMP civil monetary penalty

CMSs Centers for Medicare and Medicaid Services

COE Center of Excellence

DOJ Department of Justice

EFT electronic funds transfer

EIS Epidemic Intelligence Service

EHR electronic health record

ERISA Employee Retirement Income Security Act

FACA Federal Advisory Committee Act

FCCCER Federal Coordinating Council for Comparative Effectiveness Research
FDA Food and Drug Administration

FFDCA Federal Food, Drug, and Cosmetic Act

FLSA Fair Labor Standards Act

FQHC Federally Qualified Health Center

FTCA Federal Tort Claims Act

GAO Government Accountability Office

GEC Geriatric Education Center

HCERA Health Care and Education Reconciliation Act

HELP Senate Committee on Health, Education, Labor, and Pensions
HHS Health and Human Services

HIT Health Information Technology

HIPAA Health Insurance Portability and Accountability Act
HITECH Health Information Technology for Economic and Clinical Health Act
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HRSA
HPSA
IHS

IOM
IPPE

IRC

LTC

MA

MCH
MedPAC
MEPS
MIPPA
MTM
NCHS
NCHWA
NCVHS
NF
NHSC
NIH
NIMH
NHANES
NMHC
NOHSS
OAA
oIG
OMB
ONCHIT
PCORTF
PDP
PHSA
PPACA
PQRI
PRAMS
QHBP
RHQDAPU
SAMHSA
SBHC
SG

SNF

SSA

Health Resources and Services Administration
Health Professional Shortage Area

Indian Health Service

Institute of Medicine

initial preventive physical examination (Medicare)
Internal Revenue Code

long term care

Medicare Advantage

Maternal and Child Health

Medicare Payment Advisory Commission

Medical Expenditure Panel Survey

Medicare Improvements for Patients and Providers Act of 2008
medication therapy management

National Center for Health Statistics

National Center for Health Workforce Analysis
National Committee on Vital and Health Statistics
nursing facility

National Health Service Corps

National Institutes of Health

National Institute of Mental Health

National Health and Nutrition Examination Survey
Nurse-Managed Health Clinic

National Oral Health Surveillance System

Older Americans Act

Office of Inspector General

Office of Management and Budget

Office of the National Coordinator for Health Information Technology

Patient-Centered Outcomes Research Trust Fund
prescription drug plan

Public Health Service Act

Patient Protection and Affordable Care Act

Physician Quality Reporting Initiative

Pregnancy Risk Assessment Monitoring System

Qualified Health Benefits Plan

Reporting Hospital Quality Data for Annual Payment Update
Substance Abuse and Mental Health Services Administration
School-Based Health Clinic

U.S. Surgeon General

skilled nursing facility

Social Security Act
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SSAN such sums as may be necessary

TANF Temporary Assistance for Needy Families
TFCPS Task Force on Community Preventive Services
USPHS U.S. Public Health Service

USPSTF U.S. Preventive Services Task Force
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