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Quality of Care: Update on DHHS Quality Initiatives and

Value-Based Purchasing

While the mainstream media has recently paid increased
attention to the quality of health care, the federal
government has actually been ahead of the story for several
years. e Department of Health and Human Services
(DHHS), under the direction of Congress, is continuing to
propose or implement a number of quality initiatives.

Already, the DHHS is determining the quality of health
care services that it reimburses through Medicare,
Medicaid and other programs. Federal prosecutors

are bringing enforcement actions against health care
providers based on low quality and medically unnecessary
services. e DHHS O ce of Inspector General (OIG)
is emphasizing quality as a component to organizational
compliance and is analyzing facility medical errors and
reimbursement associated with “never events.”

e DHHS’ Center of Medicare and Medicaid Services
(CMS) is set to lead several new initiatives. In the past,
CMS developed quality data reporting and consumer
resources for a number of industry segments, including
hospitals, nursing homes, end-stage renal disease e orts,
and home health options.

CMS now is focusing on more active consumer value-
based purchasing. In a report to Congress titled “Plan to
Implement a Medicare Hospital Value-Based Purchasing
Program,” CMS says that value-based purchasing links
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If Congress authorizes the VBP plan,

it would replace the current pay-for-
reporting system with an incentive for
performance system where a percentage
of a hospital’s payment for each
discharge would be contingent on actual
performance on certain measures.

payment to performance and is “a key policy mechanism
that CMS is proposing to transform Medicare from a
passive payer of claims to an active purchaser of care.”

e following are highlights of the current initiatives to
scrutinize the quality of health care.

Hospital Quality Initiatives

e Reporting Hospital Quality Data for Annual Payment
Update (RHQDAPU)

CMS developed the RHQDAPU initiative in connection
with implementing Section 501(b) of the Medicare
Prescription Drug, Improvement and Modernization Act of
2003 (MMA) as it was modified by the Deficit Reduction
Act of 2005 (DRA). Under this hospital quality reporting
initiative, hospitals reimbursed under the inpatient
prospective payment system (IPPS) were eligible to report
data voluntarily on 10 standardized quality measures.

ese measures were intended to objectively examine
quality of inpatient care and hospital performance. While
the RHQDAPU program is voluntary, eligible hospitals
that did not report initially would receive a reduction of
0.4 percentage points in their Medicare Annual Payment
Update for fiscal years 2005-2007.
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Section 5001(a) of the DRA increased the amount of the
reduction to the annual update factor to 2 percentage
points (beginning in fiscal year 2007) for eligible hospitals
that failed to voluntarily report the specified information
or that do not satisfy the requirements associated with
reporting the data. Additionally, as directed by the DRA,
CMS has expanded the list of quality measures so that
hospitals are to report on 30 quality measures to qualify for
the full update factor for fiscal year 2009. In the proposed
rule for Hospital Inpatient Prospective Payment System
Fiscal Year 2009, issued on April 30, 2008, CMS proposed
increasing the number of reportable measures to 72 for
hospitals to receive the full payment update factor for fiscal
year 2010.

e reported data includes information on conditions such
as heart failure, heart attacks, pneumonia and diabetes
as well as a variety of surgical procedures and mortality
and discharge data. CMS recently added data collected as
part of the Hospital Consumer Assessment of Healthcare
Providers and Systems (HCAHPS) survey as a quality
measure. s patient satisfaction survey includes patient
responses on their hospital experience including sta
responsiveness, cleanliness and overall rating of the facility.
Beginning with discharges on or after July 1, 2007, data
from the HCAHPS is required to be reported as part
of the RHQDAPU. CMS makes the reported hospital
quality data available to health care consumers through the
Hospital Compare Web site (www.medicare.gov).

Hospital Outpatient Quality Data Reporting Program
(HOPQDRP)

CMS has developed a similar data reporting program for
outpatient hospital data, as required by Section 109 of the
Tax Relief and Health Care Act of 2006 (TRHCA). e
HOPQDRP, modeled after the RHQDAPU program,
requires hospitals to submit data on quality of hospital
outpatient care. Hospitals were required to submit a notice
of participation by January 31, 2008, and were to begin
submitting data for services provided beginning in the
second quarter of 2008. Hospitals that do not submit

this data will not receive the full payment update to the
outpatient prospective payment rate for 2009 — a

2 percent reduction will be imposed.

Value-Based Purchasing (VBP)

In Section 5001(b) of the DRA, Congress required CMS
to develop a plan for value-based purchasing (VBP) of
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inpatient hospital services covered by the inpatient
prospective payment system (IPPS) beginning in fiscal
year 2009. In its November 2007 report to Congress,
CMS outlined its plan to use the RHQDAPU program
and other hospital initiatives as a foundation for the VBP
hospital program and would include a transition process.
If Congress authorizes the VBP plan, it would replace
the current pay-for-reporting system with an incentive
for performance system where a percentage of a hospital’s
payment for each discharge would be contingent on
actual performance on certain measures. CMS is testing
the VBP plan and has solicited comments on the testing
process.

Preventable Hospital Acquired Conditions

Section 5001(c) of the DRA directed CMS to disregard
certain conditions, referred to as hospital acquired
conditions or HACs, that are present when a patient is
discharged from the hospital if those conditions were
not “present on admission.” E ective October 1, 2007,
hospitals were required to include information in claims
submissions indicating whether certain conditions

were present on admission. E ective October 1, 2008,
Medicare will not reimburse for inpatient hospital care
attributable to HACs in eight categories:

I three never events: foreign object retained after
surgery, air embolism and blood incompatibility
stage 111 & IV pressure ulcers

falls and trauma

catheter-associated urinary tract infection
vascular catheter-associated infection

surgical site infection — mediastinitis.
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CMS recently proposed adding nine additional
categories of HAC:s for fiscal year 2009, including
surgical site infections following certain elective
procedures (i.e., total knee replacements), Legionnaires’
disease, delirium and ventilator-associated pneumonia.

Nursing Home Compare and Special Focus Facilities
(SFF)

e Nursing Home Compare Web site includes
information about Medicare or Medicaid-certified
facilities. Much of the data comes from state surveys and
data collected by nursing homes regarding resident stays.

Developed in 1998, the SFF program focused on those
facilities that have a record of persistently poor survey
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performance.  rough the SFF program, CMS works with
states to identify those facilities that require additional
scrutiny. Facilities in the SFF are subjected to extra surveys,
inspections and progressive enforcement until the facility
either significantly improves and “graduates” from the
program, is granted additional time due to demonstrating
consistent progress, or is terminated from the Medicare
and Medicaid programs.

Last month, CMS announced that the Compare Web site
will include information about past facilities that have been
part of the program and current facilities that are at various
stages in the program.

Physician Quality Reporting Initiative

e Physician Quality Reporting Initiative (PQRI) is
another pay-for-reporting program, created as part of
the TRHCA to provide incentives for physicians to
participate in it. Physicians who successfully report on
the 119 designated quality measures during 2008 earn a
bonus payment of 1.5 percent of the total allowed charges
for covered Medicare services under the Physician Fee
Schedule. In 2007, the first year of the PQRI, there were
74 reportable measures. According to CMS, preliminary
data indicates that there was 16 percent participation (by
submission of at least one quality-data code) and about
half of the participants are likely to qualify for the bonus.

OIG Compliance Program Supplemental Guidance

In addition to CMS’s activities, quality of care continues
to be a focus of the OIG. In particular, the recent OIG
supplements to the compliance plan guidance for hospitals
(2005) and nursing facilities (2008) described quality of
care compliance issues as critical risk areas to be addressed
inan e ective compliance program. (See our Health

Care Law Alert, April 2008: “Just When You  ought You
Were Finished -- OIG Adds to Compliance Guidance for
Nursing Facilities," available online at www.pepperlaw.com/
pepper/publications_update.cfm?rid=1414.0.) In addition,
last year, OIG co-authored a paper titled “Corporate
Responsibility and Health Care Quality” emphasizing the
role of oversight responsibility regarding quality of care for
governing boards of health care organizations.
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Legal Implications of
Physician Consultants

is article was originally published by Physician’s News
Digest, www.physiciannews.com.

Increased federal investigation into alleged inappropriate
arrangements between the pharmaceutical and medical
device industries and physicians has led to significant
scrutiny over many, even legitimate, consulting, design
development and license agreements and other services
arrangements. Most recently, the five major medical device
manufacturers entered into settlements with the federal
government for claims alleging that consulting contracts
violated federal fraud and abuse laws. A number of laws,
regulations and ethical tenets governing arrangements
between physicians and manufacturers could present
significant traps for the unwary physician.

Anti-Kickback Statute

e federal Anti-Kickback Statute proscribes the o ering,
payment, solicitation or receipt of any remuneration in
exchange for a patient referral or referral of other business
for which payment may be made by a federal health care
program, including Medicare and Medicaid. Violations
of the Anti-Kickback Statute can result in significant
criminal penalties, civil penalties of up to $50,000 for each
violation, as well as imprisonment. e primary concern
for physician relationships with pharmaceutical and
medical device manufacturers under the Anti-Kickback
Statute is whether the compensation paid to the consultant
physician constitutes disguised remuneration for referrals.

OIG has historically taken the position that fees for hollow
consulting services could result in a violation of the Anti-
Kickback Statute. e argument is that the transfer of
anything of more than nominal value to a physician may
induce the physician to recommend to his patients the
purchasing or ordering of federal health care program-
reimbursed items or services. Since physicians are in a
position to prescribe drugs or recommend medical devices
to their patients, any value transferred by a manufacturer to
physicians with the expectation of a recommendation from
such physician to such patients could present significant
risk to the parties. Given the severity of the criminal and
civil sanctions under the federal Anti-Kickback Statute,
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physicians need to carefully structure these arrangement
and ensure that any such arrangements comply with
applicable safe harbor regulations.

Personal Services Safe Harbor

For purposes of the federal Anti-Kickback Statute, under
the personal services and management contracts safe
harbor, remuneration would not include any payment
made by a manufacturer to a physician as compensation for
the services of the physician, provided all of the following
requirements are satisfied:

T e consulting agreement is set out in writing, signed
by the parties and is for a term of not less than one
year.

1 e consulting agreement must cover all of the services

to be provided by the physician for the manufacturer
for the term of the agreement and specify the services
to be rendered.

I If the consulting agreement is intended to provide
for services on a periodic, sporadic or part-time basis,
rather than on a full-time basis, then the agreement
must specify exactly the schedule of such intervals,
their precise length, and the exact charge for such
intervals.

)| e aggregate compensation paid to the physician over
the term of the consulting agreement must be set in
advance, be consistent with fair market value in arms-
length transactions and not be determined in a manner
that takes into account the volume or value of any
referrals or business otherwise generated between the
parties for which payment may be made in whole or in
part under federal health care programs.

T e services performed under the consulting
agreement must not involve the promotion or
counseling of an activity or business arrangement that
violates any state or federal law.

1 e aggregate services under the consulting agreement
must not exceed those which are reasonably necessary
to accomplish the commercially reasonable business
purpose of the services.

Stark

Generally, Stark prohibits a physician (or immediate family
member) who has a financial relationship with an entity
from making referrals to that entity for the furnishing

of designated health services for which payment may

be made under the federal health care programs, unless
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e primary concern for physician
relationships with pharmaceutical and
medical device manufacturers under
the Anti-Kickback Statute is whether
the compensation paid to the consultant
physician constitutes disguised
remuneration for referrals.

an exception or safe harbor is satisfied. Stark is often
implicated in the pharmaceutical and medical device
contexts because physicians (who have some form of
financial relationship with the pharmaceutical and medical
device manufacturers) are in a position to influence

their patients’ purchasing decisions over federal health
care program reimbursed designated health services. For
example, physicians may enter into a consulting or other
form of services arrangement with the manufacturers

such as to provide educational or training services to the
physicians’ patients, which could implicate Stark. Any
services agreement with physicians for the provision of
such services would have to satisfy the requirements of
the personal services safe harbor under Stark (which
requirements are similar but not the same as the
requirements under the personal services and management
contracts safe harbor of the federal Anti-Kickback Statute)
in order to avoid any risk to physicians. Violations of
Stark could result in denial of payment, civil penalties,
disgorgement of reimbursements received and exclusion
from federal health care program participation.

False Claims Act

e False Claims Act prohibits a physician from
submitting or causing to submit a false or fraudulent
claim for payment to the government. e False Claims
Act could be implicated when claims for payment are
submitted based on a false certification that the physician
submitting the claim has complied with all applicable laws
and regulations. Where claims are submitted pursuant
to an otherwise illegal arrangement (for example, an
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arrangement that violates the federal Anti-Kickback Statute

or Stark), it is considered a false claim. Sanctions for

violating the False Claims Act include treble damages, fines

and administrative penalties.

Physicians also need to consider the ethical tenets and state
medical board regulations applicable to any arrangement

with a medical device or pharmaceutical manufacturer

as well as applicable patient disclosure obligations. Trade
associations, including AdvaMed and PhRMA, also have
developed codes applicable to these industry relationships

and should be considered when structuring these
arrangements.

Understanding that there will always be gray areas,
physicians and manufacturers should structure their

arrangements to comply with applicable federal and state
laws and regulations and ethical tenets. Some guidelines to

follow include:

Any consulting arrangement should be for legitimate
services such as the provision of training and education
required of patients or the design and development

of medical devices, and provide for reasonable
compensation which is set at fair market value in an
arms length transaction.

Physicians should not receive separate manufacturer
payments in exchange for the physicians’ ordering

of such manufacturer’s supplies for the physicians’
patients. Physicians may receive professional fees from
payers for the services rendered, as well as be paid
royalties for the sale of such supplies to third parties,
provided any such royalty payment is consideration
exchanged for the transfer of intellectual property to
the manufacturer related to such devices.

e consideration exchanged for the transfer of
intellectual property by a physician to a manufacturer
could be structured as a royalty payment, and the
length of any such royalty payment period should
be reasonable in relation to the intellectual property
transferred.

Payments strictly for consulting services (non-design,
development and licensing services) should be fee-for-
service-based.

Physicians should not, as part of any consulting
arrangement, market a supplier’s product to the
physicians’ federal health care program beneficiaries
where payment for such marketing services to the
physician is based on the volume of products sold or
the success of such marketing e orts.
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Physicians should not receive anything of value with
the expectation of referring or arranging for the referral
of business to a manufacturer.

e parties shall periodically revisit the consulting
agreement to ensure compliance.

Consultants should be selected based on their
qualifications and expertise. e number of consultants
selected for any manufacturer project should be that
amount necessary to achieve the identified purpose of
the project.

e sponsoring of conferences by manufacturers
should be primarily dedicated to promoting scientific
and educational activities and any subsidy should be
provided to the conference’s sponsor, not payment to
physicians.

Reasonable honoraria to physician faculty members

of conferences and reasonable expense reimbursement
(such as for travel and lodging) may be appropriate.
Training and educational programs should be held in
venues (such as hotels or facilities) which are conducive
for the sharing of information or such training.

Author:
John W. Jones, Jr.

215.981.4706
jonesj@pepperlaw.com

RSS on www.pepperlaw.com

Subscribe to the latest Pepper articles via RSS
feeds. Visit www.pepperlaw.com today and click
on the RSS button to subscribe to our latest

articles in your news reader.




Pepper Hamilton Lip

Attorneys at Law

Health Care Law Alert

Hospital Reporting of Disciplinary Actions in Pennsylvania,
New Jersey and Maryland

According to a recent report released

by the Federation of State Medical
Boards, the number of disciplinary
actions taken against physicians by state
medical boards has reduced for the
second straight year. e group’s Annual
Summary of Board Actions shows fewer
serious disciplinary actions (including
suspensions, probations and privileges
revocations) last year despite an increase
in the number of physicians practicing
nationwide. Using the findings of this
report, Public Citizen, a nonprofit
consumer advocacy organization,
ranked each state’s medical board
according to their disciplinary rates.

Rates and Rankings of the State Medical Boards’ Serious Disciplinary Actions,

2007
State (Ranking) Nin;tk:z;?f 28 Sgi;)us Ph)'/\sliLér;ggr ; (f) 06 S1e ggtéslf\r::;;?cr:;rﬁ):r
’ ’ 2005-2007
1. Alaska 19 1,832 8.33
2. Kentucky 83 11,251 6.55
38. Pennsylvania 118 42,204 2.70
42. New Jersey 79 33,103 2.32
43. Maryland 56 26,623 2.26

Pennsylvania (38), New Jersey (42) and

Maryland (43) had among the lowest
disciplinary rates.

According to the Public Citizen report, among the factors
a ecting a medical board’s ability to discipline physicians
is whether the board has complete access to reliable data
concerning hospital disciplinary measures.  at access, in
turn, may depend on whether the hospitals are actually
reporting these disciplinary measures, as required by law. A
closer look at the reporting requirements of Pennsylvania,
New Jersey and Maryland may be necessary.

Pennsylvania Institutional Reporting Requirements

Section 48.806a of the Pennsylvania Health Care Facilities
Act requires health care facilities and hospitals, upon
“reasonable cause to believe malpractice or misconduct
has occurred,” to report to the State Board of Medical
Education and Licensure the occurrence of:

f  the termination or curtailment of the employment,
association or professional privileges of a licensed
physician;

T the resignation or withdrawal of association or of
privileges with a facility or hospital to avoid the
imposition of disciplinary measures; or

T the receipt of written information which establishes
that any physician who has a right to practice or who
has applied to practice at the health care facility or
hospital has been convicted of a felony.

New Jersey Institutional Reporting Requirements

Under N.J.S.A. 826:2H-12.2 and N.J.A.C. §8:43A-3.10,
health care facilities and health maintenance organizations
are required to notify the New Jersey Medical Practitioner
Review Panel in writing if, for reasons relating to
“impairment, incompetency or professional misconduct,
which incompetency or professional misconduct

relates adversely to patient care or safety,” a health care
professional:

T has full or partial privileges summarily or temporarily
revoked or suspended, or permanently reduced,
suspended or revoked,;

T has had a contract to render professional services
terminated or rescinded,;

T has conditions or limitations placed on the exercise
of clinical privileges or practice within the health care
entity; or
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I voluntarily resigns from the sta if: (a) the health
care entity is reviewing the health care professional's
patient care or reviewing whether, based upon its
reasonable belief, the health care professional's conduct
demonstrates an impairment or incompetence or is
unprofessional, which incompetence or unprofessional
conduct relates adversely to patient care or safety; or
(b) the health care entity, through any member of
the medical or administrative sta , has expressed an
intention to do such a review.

Maryland Institutional Reporting Requirements

Under §14-413 of the Maryland Health Occupations
Code, a hospital or related institution must report to the
Maryland Board of Physicians if, for reasons relating to
competence, performance, unprofessional practices and
unethical practices, any of the following events occur:

I the hospital or related institution denied the
application of a physician for sta privileges or limited,
reduced, otherwise changed, or terminated the sta
privileges of a physician, or the physician resigned
whether or not under formal accusation

I the hospital or related institution took any disciplinary
action against a salaried, licensed physician without
sta privileges, including termination of employment,
suspension or probation

I the hospital or related institution took any disciplinary
action against an individual in a postgraduate medical
training program, including removal from the training
program, suspension or probation

I alicensed physician or an individual in a postgraduate
training program voluntarily resigned from the sta ,
employ or training program of the hospital or related
institution

I the hospital or related institution placed any other
restrictions or conditions on any of the licensed
physicians.

Each of the regulations provides the reporting hospital with
immunity from any civil or criminal liability which may
arise in connection with the hospital’s making such reports
in good faith. However, hospitals that fail to provide

such notice to the appropriate medical board or that fail

to cooperate with a request for such information may be
subject to penalties.

A copy of the Federation of State Medical Boards report is
available at http://www.fsmb.org/pdf/States_2008.pdf.
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