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INTRODUCTION
111th Congress Promises a New Era of Change

Prepared By: CHARLES E. SCHNEIDER, VP of Reimburse-
ment’ - Musculoskeletal Clinical Regulatory Advisers, LLC

During the recent US Presidential election, SERVICES
S S,

much was made about change required of o Iy
the US health care system. With the elec- :;f
tion of Barack Obama as the 44th Presi- 5
dent of the United States, and through %
control of the House and Senate by the ‘5%
3

Democratic Party, healthcare finance is
expected to change, indeed. How much
change, however, remains to be seen.

%

In this issue of Overlooking the Hill, MCRA consultants review
key topics of US healthcare reform, including sweeping changes
proposed by the 111th Congress. We take a closer look at pub-
lished rules issued by the DHHS regarding financial disclosures,
continue our analysis of ICD-10-PCS and provide a summary of
some Federal bills that may be of interest to medical technology
companies.

As a leader within the medical technology consulting space, MCRA
consultants stay well abreast of the ever-changing legislative land-
scape. For questions concerning MCRA services, please visit the
firm’s web site at www.MCRA.com or call Vice President of Reim-
bursement Charles Schneider at (202) 552-5800. m

Articles within this newsletter are provided by MCRA for infor-
mational purposes only. Information should not be relied upon,

but rather stimulate further review and research. For questions or

comments, please contact MCRA Vice President of Reimburse-
ment Charles Schneider at CSchneider@MCRA.com or by calling
(202) 552-5800.

"Mr. Schneider serves as MCRA’s Vice President of Reimbursement. A 20 year veteran
of health care finance and administration, Mr. Schneider has served in key positions
within the payor, provider and medical technology companies. If you have any additional
questions or comments on this article or a related matter, you may contact him at csch-
neider@mcra.com or (202) 552-5800.
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111th Congress Seeks Health Care Reform: What
Must Medical Technology Companies do to
Prepare for Future Changes to the US Healthcare
Finance and Delivery Systems?

Prepared By: Charles Schneider, Vice President of Reimburse-
ment Musculoskeletal Clinical Regulatory Advisers, LLC

Democrats have been supporting reforms to the US healthcare
system for some time. Through legislative efforts, the 110th Con-
gress attempted to pass laws requiring increased transparency
between medical technology companies and those physiciansin a
position to refer patients to devices, biologics or pharmaceuticals
to which the physician had a relationship or economic interest.
With the beginning of an eager, ‘change’-driven Obama adminis-
tration, coupled with a House and Senate controlled by the Demo-
cratic Party, past reform efforts are likely to become a reality.

Likely 111th Congressional Reform Efforts

* Government mandated (universal) health insurance coverage

* Increased disclosure requirements by investigators, technology
companies, prescribers

* Institute for comparative effectiveness
* Required use of generics

* Legislative repeal of Riegel v. Medtronic

This article will provide a brief snapshot of the legislative direc-
tion likely to be seen from the 111th Congress. Beginning with
the Comprehensive Health Reform Act of 2009 (S.4), introduced
by Senator Harry Reid (D-NV) on the first day of the new legisla-
tive session, the legislative process has been kick-started with an
overriding objective toward healthcare reform. As summarized by
the Congressional Research Service, S.4 “[c]alls for Congress to
enact, and the President to sign, legislation to guarantee health
coverage, improve health care quality and disease prevention, and
reduce health care costs for all Americans and the health care
system.” This bill serves as a placeholder for an amended bill likely
to include a great deal of substance.

In the House, Representative John Dingell (D-MI) introduced H.R.
15 calling for the creation of national health insurance. In brief,
the Federal government would establish the National Health Care
Trust Fund, delegate responsibility for program administration to
the States, establish local administrative committees composed
mostly of program beneficiaries, and establish local professional
committees and the establishment of a National Health Insurance
Board (NHIB). As written within H.R. 15, this Board would consist
of five members, three of whom would be appointed by the Presi-
dent, the Surgeon General and the Administrator of Social Secu-
rity. As well, H.R. 15 would establish a National Advisory Medical
Policy Council who shall advise the NHIB with matters concerning
policy and program administration. If enacted, this program would
go into effect on October 1, 2010. A value added tax (VAT tax) is
proposed to cover the cost of some of these services and program
administration.

Further regulating fraud and abuse, the 111th Congress is likely
to introduce bills requiring greater disclosure about the physician
and manufacturing relationship, impose further scrutiny on dura-
ble medical equipment suppliers (H.R. 27 and H.R. 203), and pur-
sue some regulations designed to limit awards on medical claims
in terms of non-economic damages and timely filings of claims
against the health care provider (S.45).

The plethora of legislation introduced during the initial week of
the new legislative session shows significant interest on the part
of the Congress to act swiftly to regulate healthcare within the
United States. Whether sweeping healthcare reform as introduced
by Senator Reid and representative Dingell, required use of ge-
neric medications proposed by Senator Kohl, or specific reforms
contemplated by other members, medical technology companies
should pay close attention to the legislative agenda of the 111th
Congress, actively participate in this process and make certain
that advancements in medical device, diagnostics, biologics,
pharmaceuticals and care delivery systems are not impeded by
regulatory burdens, shortfalls in appropriations, or rules that would
needlessly increase the cost of the technology. On the other hand,
technology company executives may wish to support reforms that
discourage frivolous lawsuits, deny access to advancements, and
create enabling pathways to medical technologies from concept
through commercialization. m



MCRA

OVERLOOKING THE HILL

February 15, 2009

President Obama’s First Federal Budget Should
Provide Critical Clues to His Agenda For Health
Care

Prepared By: Tim Hunter, Director of Reimbursement’
Musculoskeletal Clinical Regulatory Advisers, LLC

Since the Presidential election last November, health technology
manufacturers and other interested stakeholders have speculated
regarding potential changes to America’s health care system. The
President’s Fiscal Year 2010 budget request should provide impor-
tant clues, particularly for the Medicare and Medicaid programs.

President Obama’s Budget Request to Congress: Important
Information

* Budget outline expected in late February
* Full 2010 budget likely delayed for up to several months
* Will outline Obama Administration’s priorities

* Provides clues regarding how Administration will administer
federal programs, including Medicare and Medicaid

What Is the President’s Federal Budget Request?

The President’s budget request to Congress is an outline of the
Administration’s vision for federal government programs. It is im-
portant to remember that the document is a request to Congress
and does not, by itself, have any enforcement power. The Con-
gress will consider the President’s request as it deliberates and
passes the various department appropriations. The President’s
budget request typically is released in early February of each year,
but is delayed up to several months when a new President takes
office.

A President’s first budget request is an important bell weather
moment. This is the first opportunity for the new President to put

his stamp on federal policy and describe a vision for individual
federal programs. When | served as a budget analyst within the
United States Department of Health and Human Services, | had
the opportunity to work on President George W. Bush’s first bud-
get. During that time, it was incredibly important that the budget
reflected the new President’s goals. The theme for that budget
was “A Blueprint for New Beginnings”? and attempted to identify
means for improving government services without making govern-
ment bigger.

What to Look For in President Obama’s First Budget

President Obama has promised a number of changes to America’s
health care system, including changes to the Medicare and Medic-
aid programs. Some initiatives to look for include the following:

Focus on Quality of Care — Over the past several years, the Bush
Administration implemented initiatives to improve quality of care.
There is no reason to believe that CMS will abandon these initia-
tives. Instead, the 2010 budget request should provide clues re-
garding the extent to which CMS will expand these initiatives.

Aligning Cost of Care with Quality — President Obama’s budget
director, Peter Orszag, was formerly the Director of the Congres-
sional Budget Office (CBO). Orszag is generally regarded as an
expert in health care and Social Security. At CBO, he led extensive
analyses of cost of care and quality of care which concluded that
“more expensive care does not always mean higher-quality care.”
A requested increase for funds dedicated to demonstration pro-
grams may signal an expected increase in quality of care and/or
cost of care initiatives.

Comparative Effectiveness and Cost Effectiveness — Dur-
ing the Presidential campaign, Candidate Obama put forward a
blueprint for the establishment of an independent comparative
effectiveness entity. This concept has been widely championed
by others, including influential members of Congress. At issue is
whether comparative effectiveness research should include cost
effectiveness. While President Obama’s campaign blueprint was

"Mr. Hunter serves as the Director of Reimbursement for MCRA. Mr. Hunter previously worked within the US Department of Health & Human Services, Bio and represented multi-
national medical technology companies. If you have any additional questions or comments on this article or a related matter, you may contact Mr. Hunter at thunter@mcra.com or

at (202) 552-5800.

2 President Bush’s complete first budget can be found at: www.gpoaccess.gov/usbudget

3 CBO website, www.cbo.gov/publications/collections/health.cfm
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silent on the issue of cost effectiveness, the CBO, under Orszag,
identified improved cost-effectiveness information as a key meth-
od to align incentives among patients, providers, and payors and
increase efficiency in health care®. A request for funds to establish
an independent comparative effectiveness institute would initiate
the process for establishing such an entity. It also could identify
what functions the Administration believes the new entity should
perform.

In addition to Medicare and Medicaid program funding requests,
manufacturers of medical technologies should closely examine
the budget requests for other HHS agencies.

Food and Drug Administration (FDA) — Funding requests for
drug and device reviews may provide clues regarding any potential
changes to these programs, including estimated review time.

Agency for Health Research and Quality (AHRQ) - Funding re-
quests for comparative effectiveness may be included in the bud-
get request for AHRQ.

What Other Clues Does the Budget Provide?

In addition to outlining programmatic spending and identifying key
initiatives, the President’s budget request provides a number of
clues regarding administrative management of the Medicare and
Medicaid programs. For example, a request for additional funds
for AHRQ to be designated for comparative effectiveness may sig-
nal the Administration’s intent to apply AHRQ-based analyses to
Medicare national coverage determinations.

Where to Find Information Regarding the President’s Budget
Once released, the President’s budget request to Congress will be
available to the public through a number of outlets.

e White House Website — The entire budget request, including
fact sheets, can be found at www.whitehouse.gov.

e Department of Health and Human Services Website — The
Department of Health and Human Services Website provides a
more manageable way to view the HHS budget request. Viewers
can view fact sheets and individual agency budget requests as
well as the summary HHS request.

An Introduction to Patient Safety Organizations
(PSOs)

By Jeffrey D. Zigler, JD
Reimbursement Associate, MCRA!

Patient Safety Organizations
(PSOs) were created by Con-
gress under the Patient Safety
and Quality Improvement Act
of 2005 (Patient Safety Act), “to
improve the quality and safety
of U.S. health care by encouraging clinicians and health care orga-
nizations to report and share—voluntarily—data on patient safety
events without fear of legal discovery.”? The primary roles of PSOs
include data collection and analysis, reporting, education, and
advocacy for increased patient safety. The business opportuni-
ties for PSOs may be promising, and Industry organizations from
consulting groups to manufacturers can become accredited, and
listed as one.

The primary roles of PSOs
include data collection and
analysis, reporting, education,
and advocacy for increased
patient safety

Congress directed the formation of PSOs following the Institute
of Medicine’s 1999 finding that an estimated 98,000 patients
were dying each year due to preventable medical errors in hospi-
tals.® Although PSOs do not receive federal funds, the Agency for
Healthcare Research and Quality (AHRQ)* has been tasked with
administering the provisions of the Act, following the Final Rule
which recently became effective on January 19, 2009.5 The rule
outlines the criteria that entities must meet to become PSOs, and
describes the privilege and confidentiality protections from dis-

4 CBO presentation, A Federal Perspective on Health Care Policy and Costs, September 16, 2008.

" Mr. Zigler has been an orthopedic medical device consultant with MCRA since September 2007, advising clients on reimbursement and regulatory matters. If you have any ad-
ditional questions or comments on this article or a related matter, you may contact him at jzigler@mcra.com or (202) 552-5800.

2 Source: http://www.pso.ahrg.gov/index.html

3 Source: http://www.ahrg.gov/qual/errorsix.htm. In 1999, the Institute of Medicine of the National Academies issued a report on adverse events in hospitals. Source: http:/www.iom.

edu/CMS/8089/14980.aspx (accessed 1/29/2009).

4 AHRQ is the health services research arm of DHHS, is the nation’s lead Federal agency for research on health care quality, costs, outcomes and patient safety.

5 Federal Register: November 21, 2008 (Vol. 73, No. 226). Source: http://edocket.access.gpo.gov/2008/E8-27475.htm
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covery that PSOs are afforded. Currently, there are 41 PSOs in
the U.S. listed by AHRQ, exceeding the Agency’s original expecta-
tions of participation in the program.® As data becomes available,
PSOs can send non-identifiable patient safety data to a Network
of Patient Safety Databases (NPSDs) that will receive, analyze, and
report on the de-identified and aggregated patient safety event
information, ultimately to help reduce adverse events and improve
health care quality. To this effect, AHRQ has released Common
Formats (common definitions and reporting elements) to stan-
dardize the collection of patient safety event information.”

Generally, the Health Insurance Portability and Accountability Act
of 1997 (HIPAA) has been the primary mechanism by which pa-
tients’ medical information is protected, affecting the procedures
by which private citizens, and even litigators obtain medical re-
cords and other protected health information.® This information is
generally protected from the legal rules of discovery, unless found
discoverable by a court of competent jurisdiction. Similarly, PSO-
collected information deemed “patient safety work product” is
privileged under the rule, in an attempt to establish strong Fed-
eral confidentiality and privilege protections for health information.
Many view this as a “welcome step” forward for evidence-based
medicine.®

Much like the attorney-client privilege, asserted during legal pro-
ceedings to protect confidentialities arising from the attorney-cli-
ent relationship, patient safety work product gathered by PSOs
is not discoverable during litigation. Under the Act, patient safety
work product is not subject to:

(1) a subpoena or discovery in a civil, criminal, or administrative
disciplinary proceeding against a provider;

(2) disclosure under the Freedom of Information Act (FOIA) or a
similar law;

(3) admission as evidence in any civil, criminal, or administrative
proceeding; or

(4) admission in a professional disciplinary proceeding.

However, the Act permits disclosure:

(1) for use in a criminal proceeding after a court determines that
such work product contains evidence of a criminal act and is ma-
terial to the proceeding and not reasonably available from any
other source;

(2) to the extent required to seek redress for violations through a
civil action; and

(8) if authorized by each provider identified in such work product.

According to AHRQ, either for-profit or not-for-profit businesses
can be listed as PSOs."® There are several types of organizations
that are restricted from being a PSO, including health insurance
issuers, accrediting or licensing bodies, entities that regulate pro-
viders, and mandatory reporting systems. But consulting groups,
vendors of patient safety software, and state hospital organiza-
tions may work with or become PSOs, and each type of entity
would have different reasons for becoming a PSO. Indeed, even
though there are no Federal funds earmarked in support of the
PSO program, and the reporting system is voluntary, healthcare
industry business owners have found room for the resources and
human capital critical to the work demanded of PSOs on their bal-
ance sheets. Some PSOs, like Lumetra and Quantros in California,
turn the work of PSOs into part of their consulting business with
hospitals, helping to improve healthcare processes and lower the
rate of hospital-related adverse events."

Following participation in such a program, the “incentive” would
then flow downstream to the hospital, as it may avoid medical er-

8State courts, and Federal courts within a state’s jurisdiction, must adhere to both state and Federal law. HIPAA-protected health information is discoverable if in response to a court
order or, in the absence of such an order, if the individual whose medical records are in question has had an opportunity to object or to seek a qualified protective order.

® Comments by David Harlow, Health Care attorney and consultant, Nov. 21 2008. Source: http://healthblawg.typepad.com/healthblawg/2008/11/patient-safety-organization-regula-

tions-finally-finalized.html

© Comments from Amy Helwig, MD, MS, Medical Officer, Center for Quality Improvement and Patient Safety, Agency for Healthcare Research and Quality, via teleconference on

1/28/2009.

" http://www.lumetra.com/consulting/
http://www.quantros.com/pscenter.html
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rors on Medicare’s “Never Events” list, as well as qualify for other
payors’ incentives.’? But the underlying issue surrounding this
program, and any voluntary reporting system, remains: even if the
hospitals are incentivized to send their data to the PSOs, and even
if the PSOs do their job of collecting that data, their reporting to
the NPSDs is still voluntary. If excitement and participation in the
program wanes, AHRQ’s report to Congress on patient safety, a
requirement under the Act, could be wanting for data.

For a discussion of the issues involved with systems relying
on voluntary disclosure and/or reporting, see the next issue of
MCRA Overlooking the Hill. m

OIG Focusing Upon Disclosure Requirements:
How To Protect Your Study’s Investment

Prepared By: Robert Hoehn, Director of Compliance’
Musculoskeletal Clinical Regulatory Advisers, LLC

In January 2009, the Office of the Inspector General (OIG) released
a report that affects sponsors of clinical trials, as well as clinical
investigators. In its report, the OIG assessed the Food and Drug
Administration’s (FDA) oversight of clinical investigators’ financial
information?. The report documents inadequate tracking of poten-
tial financial conflicts of interest between clinical investigators and
the companies who sponsor them.

According to the report, only 1% of clinical investigators appropri-
ately disclosed a financial interest, and the FDA was unable to de-
termine whether or not sponsors have submitted financial informa-
tion for all clinical investigators. In addition, 42% of FDA-approved
marketing applications were missing financial information, and in
31% of the marketing applications, the Agency did not document
a review of any financial information, at all. In approximately 20%
of marketing applications with disclosed financial interests, FDA
reviewers took no action and sponsors documented no efforts to

mitigate risk or minimize
potential bias. As a result
of its findings, the OIG has
recommended that the
FDA ensure that sponsors
submit complete financial
information for all clini-
cal investigators, and that
reviews consistently and
timely assess financial in-
formation, and take action
in response to disclosed financial interests.

» OIG report finds reporting
deficiencies.

» There is a great need for
guidelines on conflict disclosures
requirements.

* Requiring and validating
disclosures made by study
investigators will better position
your product within the marketplace.

Under 21 CFR § 312.53 and 21 CFR § 812.43, the IND/IDE spon-
sor shall obtain sufficient, accurate financial information that will
allow an applicant to submit complete and accurate certification
or disclosure statements required under Part 54, before permitting
an investigator to begin participation in an investigation.® It is im-
portant to note that the actual submission of financial disclosures
to FDA does not take place until the submission of the marketing
application. In order to participate in the study that supports the
marketing application, clinical investigators are required to obtain
approval from their respective Institutional Review Board (IRB).
One of the many requirements for IRB approval is that the clini-
cal investigators completely and accurately disclose any potential
financial conflict of interest.

The distinction to be made is that clinical investigators are required
to disclosure any potential financial conflict of interest during the
course of the study. Only after the study has been completed, and
the marketing application is being made, does the sponsor have
an obligation to submit financial disclosures to FDA. Presently,
there are no clear guidelines regarding what constitute acceptable
financial conflicts. This leaves individual IRBs with the discretion
to establish their own guidelines, to determine which relationships
are acceptable, and which are not. This may lead to an inequitable

2 http://www.cms.hhs.gov/apps/media/press/release.asp?Counter=1863. “Never Events” are 28 occurrences on a list of inexcusable outcomes in a healthcare setting, for which

Medicare does not reimburse hospitals.

" Mr. Hoehn serves as the Director of Compliance, providing counsel and third party compliance support programs to MCRA clients. Mr. Hoehn has worked within the fields of
Regulatory Affairs and Reimbursement. He is currently working with MCRA clients in their development and management of corporate compliance and physician ethics programs,
development of fair market value payment rates and clinical study agreement development, negotiation and management. If you have any additional questions or comments on this
article or a related matter, you may contact Mr. Hoehn at rhoehn@mcra.com or at (202) 552-5800.

2 http://www.oig.hhs.gov/oei/reports/oei-05-07-00730.pdf

% https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=812.43
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or unbalanced determinations of acceptability, offering no incite or
prediction as to what FDA will ultimately determine to be accept-
able at the conclusion of the study.

Protecting investment within the study, as well as future prod-
uct commercialization, medical technology study sponsors are
encouraged to proactively ensure their clinical investigators are
promptly and accurately disclosing their financial relationships
throughout the study. Minimizing potential bias while promoting
transparency should be one of the many goals of the clinical study.
Contemplating disclosure requirements from study beginning and
throughout the study and approval periods will ultimately strength-
en your product’s position within the marketplace. m

Implementation of ICD-10-CM And ICD-10-PCS
Announced for... 2013!

Prepared By: Machelle Morningstar, CPC, CPC-H, CEMC,
PCS
Musculoskeletal Clinical Regulatory Advisors, LLC'

On January 15, 2009, the Department of Health and Human Ser-
vices (HHS) released its final rule on ICD-10 codes sets, namely
ICD-10-CM (diagnosis coding) and ICD-10-PCS (hospital services
coding).The rule came with the announcement of implementation
of ICD-10 on October 1, 20132. Initially, under the proposed rule,
the effective date was to be October 1, 2011 (with possible push-
back until 2014). However, with following a flood of comments on
the proposed rule, both in-person at the Centers for Medicare and
Medicaid (CMS) Coordination and Maintenance Meeting (C/M) in
the fall of 2008, and through write-in comments, HHS finalized the
implementation date for 2013. This gives coders, physicians, fa-
cilities, insurance carriers and other entities nearly five years to
prepare for this major change.

Within the final rule, there is guidance given for use of General
Equivalency Mappings (GEMs) for transition from ICD-9 for both

the diagnosis and procedures codes. ICD-10-CM will be used for
diagnosis coding, while ICD-10-PCS will be used for facilities. To
help with the transition, GEMs have been created in coordination
with the 3M?® Corporation and Centers for Medicare and Medicaid
Services (CMS), creating “crosswalks” from ICD-9 to ICD-10 using
a “find and replace” system, allowing codes to be more consis-
tently converted to the new system.

CMS had also discussed, at its fall C/M meeting, the effect of ICD-
10’s implementation on the Medicare Severity Diagnosis Related
Groups (MS-DRGs), the source for payment of hospital in-patient
services. It was determined at that meeting that there would be
no initial effect on reimbursement of the MS-DRGs, with review
given to MS-DRGs and payment values after a yet-to-be-deter-
mined timeframe following the ICD-10 transition. Mentioned in the
final rule is now a “crosswalk” system to map ICD-10-PCS codes
to MS-DRGS, not unlike the current ICD-9 mapping to MS-DRGs.
This crosswalk is expected to be available in the fall of 2009.

For the medical device and technology industry, the final rule made
no mention of the creation of new codes, or the adjustment of
codes already converted from ICD-9 to ICD-10. New and adjusted
codes are at the jurisdiction of the C/M Committee. From discus-
sion of this issue at the fall 2008 C/M meeting—in fact, the general
consensus from commenters was to stop allowing application for
new or adjusted codes at some point until after transition of ICD-
10 is completed. This could limit access to new or adjusted codes
for several years. However, this was merely a point of discussion
and interest at the meeting, and no further direction or guidance
has been issued by HHS at this time.

There is still plenty of time to make application for new/adjusted
codes, however, medical device and technology companies will
want to plan for their products and the development of their cod-
ing options accordingly. MCRA, as always, will continue to follow
the issues and effects ICD-10 will have on the medical device and
technology fields.

" Ms. Morningstar is a certified professional coder with over 25 years experience with coding, along with practice and facility revenue cycle management. She has been a Coding
Manager with MCRA since August 2007, advising clients on reimbursement matters. If you have any additional questions or comments on this article or a related matter, you may

contact her at mmorningstar@mcra.com or (202) 552-5800.

2 http://www.archives.gov/federal-register/public-inspection/index.html

3 For additional information about 3M and its contract with CMS, see http://solutions.3m.com/wps/portal/3M/en_US/3M_Health_Information_Systems/HIS/Resources/ICD-10/



