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For over twenty-five years, the Internal
Revenue Service (“IRS”) Form 990 has
been primarily a numbers document, with
various narrative disclosures tacked on over
the years as gap fillers. Now, with a running
time start to finish that nearly matched the
2008 Presidential campaign, the IRS largely
succeeded in developing a comprehensive
new Form 990 that includes a dizzying array
of change to put disclosure first for exempt
organizations. Although the Form 990 still
includes its fair share of pure financial data,
it is more of a deliberate, substantive disclosure document arguably similar in level of
detail to a bond prospectus, as is to be
expected for a significant sector of the
economy with a significant tax subsidy.
The Government Accountability Office
recently estimated that, as a whole, taxexempt hospitals save $12.6 billion in
federal, state and local taxes.1
Many general counsel, executives and
board members at tax-exempt hospitals

also may think that the IRS should
include a warning label on the redesigned
Form 990 (which weighed in at nearly
400 pages in the final draft form and
instructions). After all, considering the
breadth of its enhanced disclosure requirements, completing the new Form 990 will
create at least a few headaches, regardless
of the hospital’s size.
The Form 990 is the primary tool
that the IRS uses to oversee the activities
of tax-exempt organizations and to
enforce federal tax laws governing taxexempt status. The redesigned Form 990
now more effectively targets real (or
perceived) abusive transactions among
officers, key employees, board members
and hospitals. It also places a greater
burden on hospitals to justify the favorable tax treatment that they receive. As a
publicly available document, the Form
990 makes any missteps by a hospital
readily available to other federal regulatory agencies, state attorneys general,
media and others, who may not have the
hospital’s best interests at heart.
Instead of reaching for a bottle of
aspirin, general counsel, executives and
board members should consider the new
Form 990 as an opportunity for developing highly focused, effective corporate
continued on page 3
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As the Centers for Medicare and
Medicaid Services (“CMS”) recently
noted, the Medicare program currently
serves approximately 44 million beneficiaries. 1 Participation in Part D, the
Medicare Prescription Drug Benefit
enacted in 2003, is voluntary, but in
2008 Medicare Part D had about 25
million enrolled beneficiaries. Claims
data for those 25 million Part D beneficiaries contains significant information
about prescription drug use, particularly
when combined with claims data available from Medicare Part A (institutional
providers such as hospitals and skilled
nursing facilities) and Medicare Part B
(suppliers, including physician services,
and items including durable medical
equipment). CMS has now amended
and finalized a regulation (“the CMS
Final Rule”), 42 C.F.R. § 423.505,
which will allow the release of Part D
claims data for public health and safety
research, quality initiatives, care coordination and other research and analysis,
subject to protections for patient privacy
and commercially sensitive information
relating to health plans.2
Contemporaneously with the
announcement of the CMS Final Rule,
the Food and Drug Administration (“the
FDA”) released a white paper describing
plans for its “Sentinel Initiative,” which
will include the development of a new
electronic system that will enable the
FDA to query a broad array of information to identify possible post-market
adverse events.3 CMS and the FDA are,
of course, agencies within the same
federal Department, the United States
Department of Health and Human

Services (“HHS”), but until recent years
there was relatively little interaction
between the two components.

Reasons for the CMS
Final Rule
HHS Secretary Mike Leavitt
described efforts underway at CMS and
the FDA as “moving from reactive
dependence on voluntary reporting of
safety concerns – to proactive surveillance of medical products on the
market.”4 The CMS Final Rule makes
Medicare data on prescription drug use
available to help government agencies
and academic researchers improve the
safety, quality and efficiency of healthcare services.5 Using Medicare Part D
claims data now available under the
CMS Final Rule, linked to Medicare
Parts A and B data which is already
available, will allow the creation of a
“highly robust HHS database as the
prototype for the [FDA] Sentinel
System.” 6 The FDA’s Commissioner,
Andrew C. von Eschenbach, M.D.,
commented that the Sentinel System
will allow the FDA to monitor a product’s performance in millions of patients
in real time, and provide an unprecedented ability to detect problems with
products as they first begin to surface.7
Benefits expected to result from the
Sentinel Initiative include the compiling
of information which will reduce beneficiaries’ risks of dangerous drug reactions,
lowering the cost of preventable medication errors, supporting CMS’ e-prescribing
and electronic health records efforts, and
assisting in the development of better
guidelines for medication use.
CMS Acting Administrator Kerry
Weems noted that CMS’ most recent
survey of beneficiaries indicated that
people with Medicare use more than
twice as many medications in a year as

compared to other Americans, with an
average of 28 prescriptions in a year (up
to 45 prescriptions in a year for those
who consider themselves in poor
health). 8 This high usage of medications, coupled with numerous chronic
health conditions, puts Medicare beneficiaries at higher risk of adverse drug
events than other populations, and
makes Medicare beneficiaries the group
most likely to benefit from the FDA’s
Sentinel Initiative. Creating an
advanced surveillance system like the
Sentinel System was one of the recommendations made by the Institute of
Medicine in its 2006 report on ways to
improve the safe use of drugs. 9 CMS
estimates that the cost of treating
preventable adverse drug events for
Medicare enrollees is approximately
$887 million per year, and hopes that
research using the new Medicare claims
database will lead to fewer adverse drug
events over time.10

Summary of the CMS
Final Rule
In the CMS Final Rule, published
on May 28, 2008 and effective on June
27, 2008, CMS amended 42 C.F.R.§
423.505 to set forth the parameters
under which Medicare Part D claims
data may be released for purposes of
research, program monitoring, public
health, care coordination, quality
improvement, population of personal
health records, and other purposes. 11
The CMS Final Rule largely followed
the Proposed Rule, issued some 18
months previously, but significantly
backed away from the Proposed Rule’s
broad access to all data elements to limit
access to the original 37 Prescription
Drug Event (“PDE”) elements. 12
Addressing comments submitted in
response to the Proposed Rule, the CMS
Final Rule added additional protections
continued on page 32
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that in some cases will limit the data
elements provided to government agencies. CMS distinguished between HHS
and Congressional oversight agencies,
compared to other governmental agencies, with the main distinction being
that only HHS and Congressional oversight agencies would have access to
disaggregated cost elements (such as
ingredient costs and dispensing fees), if
needed.13 External entities will also not
have access to plan identifiers under the
CMS Final Rule.14
As CMS noted, Part D data-sharing
will provide a critical new source of
information about how well drugs work
and how safe they are for the elderly and
disabled populations, who are often
excluded from clinical trials, and hopefully will lead to fewer adverse drug
events over time. Moreover, as CMS
noted in its Open Door Forum, the
National Institutes of Health (“NIH”)
indicated that this data will allow it to
track individuals over time and to access
both short-term and long-term treatment effects that may not otherwise be
captured in clinical trials because of the
small number of cases or because a
health event occurred beyond the
period of the trial.15

Protection of Commercially
Sensitive and Beneficiary
Information
Part D is administered by private
entities serving as plan sponsors,
Medicare Advantage (Medicare
managed care) and other types of
Medicare health organizations, who
then act as payers and insurers for
prescription drug benefits. These private
entities compete for Part D enrollees;
CMS was sensitive to the commercially
sensitive information which resides in
its claims data bases, and to concerns
that release of such information might
lead to higher Part D costs for taxpayers
and beneficiaries.16 In addition, patient
privacy was of utmost concern. To best
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protect both concerns, in the CMS
Final Rule CMS determined that only
the minimum data necessary for any
project would be released, at maximum
limited to the 37 PDE data elements
rather than all available data elements
as had been set forth in the Proposed
Rule. As an example of the tailored and
limited need for information, CMS
noted that a study of drug safety issues
likely would not need cost elements,
and consequently that data would not
be provided.17 Further, the rule does not
extend to Part D plan-specific bid data,
rebates, risk-sharing, reinsurance, or
payment information collected outside
of a Part D claim. Under the CMS Final
Rule, CMS will not release beneficiary,
prescriber, or pharmacy identifiers to
other government agencies or external
researchers unless these are absolutely
necessary for the study (e.g., to link to
another database). Even the FDA will
not generally receive information identifying individual patients (although
patient-level information may be
provided in an encrypted form).18

Time Period for Which
Data is Available
The new data-sharing provisions set
forth in the Final Rule apply to Part D
claims data collected on or after January 1,
2006. The first data, relating to 2006
claims, is expected to be available by
December 2008. CMS cautions that
because 2006 was a partial year for Part D
(enrollment continued through May
2006), and because it was a start-up year,
data for this initial year may include “a fair
amount of unusual activity,” as well as a
lower total enrollment than subsequent
years.19 On an ongoing basis, PDE data will
be available approximately six to eight
months after the end of the calendar year
to which the claims are related. CMS is
not able to release the PDE data in a more
timely fashion since Part D claims are paid
by Part D plan sponsors, who have up to
six months to submit PDEs to CMS for
purposes of payment reconciliation.20
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Parties Eligible for Release
of Information
Parties to whom this data may be
released include external researchers, as
well as other federal government agencies, states, and beneficiaries for their
own personal health records. Under the
CMS Final Rule, different entities have
access to different elements, but all
requests are subject to the minimum
level necessary for the project. CMS has
provided a chart which details data
element availability by type of
requestor.21

Linking Part D Data to
Part A and Part B Data
As noted above, the Part D data can
be linked with claims data for Medicare
Part A (hospital and institutional benefits) and Part B (physicians and other
supplier benefits) for those 17 million
beneficiaries who are in the “Original
Medicare” program with a stand-alone
Part D prescription drug plan. For those
enrolled in Medicare Advantage, only
Part D data is available.
The interface of Medicare data
allows a link between prescription drug
information and other Medicare claims
information including diagnoses,
medical treatments, hospitalizations,
and physician services. 22 The data is
expected to serve as a rich source of
information about patterns of drug treatment, health outcomes, and adverse
events among the elderly and disabled.23
It should be underscored, however, that
no beneficiary medical charts will be
available for review; the information to
be released is limited to claims data.

Research Defined
CMS expects HHS agencies,
including the FDA, NIH, and the
Agency for Healthcare Research and
Quality (“AHRQ”), to use Part D claims
data in their research studies. States
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have already requested the data for their
Medicare and Medicaid dual eligible
beneficiaries to support care coordination and disease management.24 External
researchers at think tanks and universities are also expected to use the data in
their research projects.25
“Research” is defined, using the
definition in the HIPAA Privacy Rule,
as “a systematic investigation, including
research development, testing and evaluation designed to develop or contribute
to generalizable knowledge.” 26 CMS
states that it will not release identifiable
data to external entities when their
research is not designed to develop or
contribute to generalizable knowledge.
In addition, CMS will not release identifiable data for commercial purposes.
However, CMS currently allows data
use in situations where a commercial
entity funds an independent researcher
at a university or non-profit entity as
long as that research is conducted independently and the results are in the
public domain, whether or not they are
favorable to the sponsor.27

Information Available
The Part D claims data will be
compiled from PDE summaries. The
PDE is a record which every Part D drug
plan (including Medicare Advantage
plans) must submit every time a beneficiary fills a prescription under Medicare
Part D, and consists of summary extracts
using CMS-defined standard fields. PDE
information is currently used to enable
CMS to make payments to Part D plans
and otherwise administer Part D. As
indicated above, CMS will release only
the minimum data necessary to complete
the study; will require that the results of
the research (if applicable) be in the
public domain; and if the study is
conducted by an external entity, will
require that the researcher have the
requisite experience and be working in a
reputable institution. CMS has repeatedly underscored that the available data
will only cover Part D; drugs paid for by
other sources, such as private employers,
unions, and the Veterans Administration,

will not be reflected in the released information. The data will also not reflect
most over-the-counter (“OTC”) medications (because these are not paid for by
Part D), and some classes of drugs
protected by privacy laws (i.e., records
maintained in connection with the
performance of federally assisted alcohol
and drug abuse programs) will be
excluded from release.28
As to costs associated with the
release of information, CMS has estimated that based on representative
samples of about 15 to 20 percent of
Part D drug events, the cost should be
about $20,000, which would cover
CMS’ costs of reviewing, processing and
monitoring the data request.29

Public Use Files
CMS has announced its intention
to develop de-identified, limited data
sets which will be available to the
public, including those who wish to use
them for a commercial purpose. 30
Because the new regulation allows CMS
to use claims data for more than
payment purposes, CMS expects to be
releasing public information such as the
top 100 drugs taken by Medicare beneficiaries, how many beneficiaries reach
the coverage gap, how many reach catastrophic coverage, and the like.31 CMS
is seeking input as to what sorts of
generic research would be helpful to
external researchers.32

User Agreements
External researchers must sign a
Data Use Agreement (Form CMS-R0235) that outlines certain restrictions
placed on use of the data, including a
requirement that the data must be
destroyed, with no copies retained, upon
completion of the project. The agreement must be executed prior to the
disclosure of data. As part of the
Agreement, the user agrees to grant
access to the data to authorized representatives of CMS or DHHS Office of
the Inspector General for the purpose of
confirming compliance with the terms

of the Agreement, and acknowledges
potential criminal penalties for misuse
of information.33

MIPPA Adds Additional
Authorities
Subsequent to the rulemaking
process which resulted in the CMS
Final Rule, Congress enacted the
Medicare Improvements for Patients
and Providers Act of 2008 (“MIPPA”).34
MIPPA Section 181 allows the
Secretary to use the Part D PDE data for
improving public health through
research on the utilization, safety, effectiveness, quality, and efficiency of
healthcare services, and conducting
Congressional oversight, monitoring,
and analysis of the program. It also
requires the Secretary of HHS to make
this information available to
Congressional support agencies in accordance with their obligations to support
Congress in their authorizing statutes.
As a result of MIPPA, CMS will make
conforming changes to the Regulation
set forth in the CMS Final Rule.35

ResDAC’s Role
The Research Data Assistance
Center (“ResDAC”) will inform the
research community about how to
obtain Part D data, and all requests
must be submitted to ResDAC first.
ResDAC is a CMS contractor which
provides free assistance to academic,
government and non-profit researchers
interested in using Medicare and/or
Medicaid data for their research. It has
served as a Medicare contractor for the
past 11 years, and is staffed by a
consortium of epidemiologists, public
health specialists, health services
researchers, biostatisticians, and health
informatics specialists from the
University of Minnesota. As set forth
on its website, ResDAC can efficiently
and effectively assist researchers in
understanding and obtaining the
Medicare and Medicaid data files, and
its staff Help Desk is experienced with
the following:
continued on page 34
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• The histories of the Medicare and
Medicaid systems as they relate to
research.
• The creation of CMS’ administrative
data files and claims processing.
• The strengths, weaknesses, and applications of Medicare and Medicaid
data.
• The methods of cohort identification
and file specification.
• The conversion of raw data into
usable datasets.
• Medicare and Medicaid program policies and coverage issues.
• The process of requesting data from
CMS.
• The use of the Decision Support
Access Facility (“DSAF”) and the
Data Extraction System (“DESY”)
using the CMS Data Center.
ResDAC offers assistance at all the
major health service research conferences and conducts data use workshops
4-6 times each year. Its website includes
a listing of currently available CMS data
and how to request that data.36

Data Request Process
CMS has described the process of
obtaining Part D Data in its publication,
CMS Guide to Requests for Medicare Part
D Prescription Drug Event (PDE) Data,
last updated on August 15, 2008.37 In
abbreviated summary, that process will
include the following steps:
• Requestors will submit their data
request packages to the ResDAC, the
CMS contractor assisting with
requests for PDE data.
• ResDAC will review the data requests
for completeness and forward the
completed packages to CMS. CMS
will then evaluate each PDE data
request package to determine if it is
acceptable in accordance with its

34

minimum data necessary policy (see
Appendix C of the Guide).
• CMS will review each request. CMS
anticipates that 2007 PDE data will be
available early in 2009. Requestors
should check the ResDAC website
regularly for updated availability
dates.
• Once the request is approved, CMS
requires other government agencies
and external requestors to sign a Data
Use Agreement (“DUA”) that outlines
certain restrictions placed on the data,
including a requirement that once a
project is completed, the data must be
destroyed. The DUA and instructions
are found in the Guide, Appendix B.38

Conclusion
The Final Rule provides exciting
opportunities to utilize Medicare Part D
claims data, albeit with some significant
limitations and controls due to the need
for the protection of beneficiary information and commercially sensitive plan
information. Use of this data, particularly
when combined with information already
available under Medicare Parts A and B,
will provide almost real-time information
to monitor drug usage, performance and
adverse events for a huge end-user population whose demographics are rarely
included in clinical trials.
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