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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

45 CFR Parts 160 and 162
[CMS—-0013-P]

RIN 0958-AN25

HIPAA Administrative Simplification:
Modification to Medical Data Code Set

Standards To Adopt ICD-10-CM and
ICD-10-PCS

AGENCY: Office of the Secretary, HHS.
ACTION: Proposed rule.

SUMMARY: This proposed rule would
modify two of the medical data code set
standards adopted in the Transactions
and Code Sets final rule published in
the Federal Register. It would also
implement certain provisions of the
Administrative Simplification subtitle
of the Health Insurance Portability and
Accountability Act (HIPAA) of 1996.
Specifically, the proposed rule would
modify the standard code sets for coding
diagnoses and inpatient hospital
procedures by concurrently adopting
the International Classification of
Diseases, Tenth Revision, Clinical
Modification (ICD-10—-CM) for diagnosis
coding, and the International
Classification of Diseases, Tenth
Revision, Procedure Coding System
(ICD-10-PCS) for inpatient hospital
procedure coding. These new codes
would replace the International
Classification of Diseases, Ninth
Revision, Clinical Modification (ICD-9—
CM) Volumes 1 and 2, and the
International Classification of Diseases,
Ninth Revision, Clinical Modification
(CM) Volume 3 for diagnosis and
procedure codes, respectively.

DATES: Comments will be considered if
we receive them at the appropriate
address, as provided below, no later
than 5 p.m. on October 21, 2008.

ADDRESSES: In commenting, please refer
to file code CMS—0013—-P. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

You may submit comments in one of
four ways (please choose only one of the
ways listed):

1. Electronically. You may submit
electronic comments on this regulation
to http://www.regulations.gov, accessed
8-12-08. Follow the instructions for
“Comment or Submission’ and enter
the filecode to find the document
accepting comments.

2. By regular mail. You may mail
written comments (one original and two
copies) to the following address ONLY:

Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, Attention: CMS-0013—
P, P.O. Box 8016, Baltimore, MD 21244—
8016.

Please allow sufficient time for mailed
comments to be received before the
close of the comment period.

3. By express or overnight mail. You
may send written comments (one
original and two copies) to the following
address ONLY: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:
CMS-0013-P, Mail Stop C4-26-05,
7500 Security Boulevard, Baltimore, MD
21244-1850.

4. By hand or courier. If you prefer,
you may deliver (by hand or courier)
your written comments (one original
and two copies) before the close of the
comment period to either of the
following addresses:

a. Room 445-G, Hubert H. Humphrey
Building, 200 Independence Avenue,
SW., Washington, DC 20201; or
(Because access to the interior of the
HHH Building is not readily available to
persons without Federal Government
identification, commenters are
encouraged to leave their comments in
the CMS drop slots located in the main
lobby of the building. A stamp-in clock
is available for persons wishing to retain
a proof of filing by stamping in and
retaining an extra copy of the comments
being filed.)

b. 7500 Security Boulevard,
Baltimore, MD 21244-8016.

If you intend to deliver your
comments to the Baltimore address,
please call telephone number (410) 786—
7195 in advance to schedule your
arrival with one of our staff members.

Comments mailed to the addresses
indicated as appropriate for hand or
courier delivery may be delayed and
received after the comment period.

Submission of comments on
paperwork requirements. You may
submit comments on this document’s
paperwork requirements by following
the instructions at the end of the
“Collection of Information
Requirements” section in this
document.

For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.
FOR FURTHER INFORMATION CONTACT:
Donna Pickett (301) 458—4434 for ICD—-
10—-CM, Pat Brooks (410) 786—5318 for
ICD-10-PCS, and Denise Buenning
(410) 786—6711 for other questions.
SUPPLEMENTARY INFORMATION:

Inspection of Public Comments: All
comments received before the close of
the comment period are available for

viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment. We post all comments
received before the close of the
comment period on the following Web
site as soon as possible after they have
been received: http://
www.regulations.gov, accessed 8—12—08.
Follow the search instructions on that
Web site to view public comments.
Comments received timely will be
available for public inspection as they
are received, generally beginning
approximately 3 weeks after publication
of a document, at the headquarters of
the Centers for Medicare & Medicaid
Services, 7500 Security Boulevard,
Baltimore, MD, on Monday through
Friday of each week from 8:30 a.m. to
4 p.m. To make an appointment to view
the public comments, please call
telephone number 1-800-743-3951.
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Regulatory Text

I. Background

A. Statutory Background

The Congress addressed the need for
a consistent framework for electronic
transactions and other administrative
simplification issues in the Health
Insurance Portability and
Accountability Act of 1996 (HIPAA),
Public Law 104-191, enacted on August
21, 1996. HIPAA has improved the
Medicare and Medicaid programs and
the efficiency and effectiveness of the
health care system in general, by
encouraging the development of
standards and requirements to facilitate
the electronic transmission of certain
health information.

Through subtitle F of title II of that
statute, the Congress added to title XI of
the Social Security Act (the Act) a new
Part C, titled ‘“Administrative
Simplification.” Part C of title XI of the
Act consists of sections 1171 through
1179. Section 1172 of the Act and the
implementing regulations make any
standard adopted under Part C
applicable to: (1) Health plans; (2)
health care clearinghouses; and (3)
health care providers who transmit any
health information in electronic form in
connection with a transaction for which
the Secretary has adopted a standard.

Section 1172(c)(1) of the Act requires
any standard adopted by the Secretary
of the Department of Health and Human
Services (the Secretary) to be developed,
adopted, or modified by a standard
setting organization (SSO), except in the
special cases identified under section
1172(c)(2) of the Act. Under section
1172(c)(2)(A) of the Act, the Secretary
may adopt a standard that is different
from any standard developed by an SSO
if it will substantially reduce
administrative costs to health care
providers and health plans compared to
the alternatives, and the standard is
promulgated in accordance with the
rulemaking procedures of subchapter III
of chapter 5 of Title 5 of the United
States Code. Under section 1172(c)(2)(B)
of the Act, if no SSO has developed,
adopted, or modified any standard
relating to a standard that the Secretary
is authorized or required to adopt,
section 1172(c)(1) does not apply.

Section 1172 of the Act also sets forth
consultation requirements that must be
met before the Secretary may adopt
standards. The SSO must consult with
the following Data Content Committees
(DCCs) in the course of the
development, adoption, or modification
of the standard: the National Uniform
Billing Committee (NUBC), the National
Uniform Claim Committee (NUCC), the
Workgroup for Electronic Data
Interchange (WEDI), and the American
Dental Association (ADA). For a
standard that was not developed by an
SSO, the Secretary is required to consult
with each of the above-named groups
before adopting the standard. Under
section 1172(f) of the Act, the Secretary
must also rely on the recommendations
of the National Committee on Vital and
Health Statistics (NCVHS) and consult
with appropriate Federal and State
agencies and private organizations.

Section 1173(a) of the Act requires the
Secretary to adopt transaction standards
and data elements for the electronic
exchange of health information for
certain health care transactions. Under
sections 1173(b) through (f) of the Act,
the Secretary is required to adopt
standards for: unique health identifiers,
code sets, security standards for health
information, electronic signatures, and
the transfer of information among health
plans.

Section 1174 of the Act permits the
Secretary to review the adopted
standards and adopt modifications as
appropriate, but not more frequently
than once every 12 months in a manner
which minimizes disruption and cost of
compliance. The same section requires
the Secretary to ensure that procedures
exist for the routine maintenance,
testing, enhancement, and expansion of

code sets, along with instructions on
how data elements encoded before any
modification may be converted or
translated to preserve the information
value of any pre-existing data elements.

Section 1175(b) of the Act provides
for a compliance date not later than 24
months after the date on which an
initial standard or implementation
specification is adopted for all covered
entities except small health plans, for
which the statute provides for a
compliance date not later than 36
months after the date on which an
initial standard or implementation
specification is adopted. If the Secretary
adopts a modification to a HIPAA
standard or implementation
specification, the compliance date for
the modification may not be earlier than
the 180th day following the effective
date of the adoption of the modification.
The Secretary may consider the nature
and extent of the modification when
determining compliance dates. The
Secretary may extend the time for
compliance for small health plans. We
are proposing that the compliance date
for the provisions of this proposed rule
for all covered entities, including small
health plans, would be October 1, 2011.

Please refer to the Transactions and
Code Sets final rule (65 FR 50312),
published in the Federal Register on
August 17, 2000, and the Privacy Rule
(65 FR 82462), published in the Federal
Register on December 28, 2000, for
further information about electronic
data interchange and the statutory
background.

B. Regulatory Background: Adoption
and Modification of HIPAA Code Sets

The Transactions and Code Sets final
rule appeared in the August 17, 2000
Federal Register (65 FR 50312). That
rule implemented some of the
requirements of the Administrative
Simplification subtitle of HIPAA, by
adopting standards for eight electronic
transactions for use by covered entities
(health plans, health care
clearinghouses, and those health care
providers who transmit any health
information in electronic form in
connection with a transaction for which
the Secretary has adopted a standard).
We established these standards at 45
CFR parts 160, subpart A, and 162,
subparts A, and I through R. The
Transactions and Code Sets
Modifications final rule, published on
February 20, 2003 (68 FR 8381),
modified the implementation
specifications for several adopted
transactions standards, among other
provisions. (Please refer to the HIPAA
Transactions and Code Sets final rule
and HIPAA Transactions and Code Sets
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Modifications final rule for detailed
discussions of electronic data
interchange and an analysis of the
public comments received during the
promulgation of both rules).

In the Transactions and Code Sets
final rule, we also adopted a number of
standard medical data code sets for use
in those transactions, including:

¢ International Classification of
Diseases, 9th Revision, Clinical
Modification (ICD-9-CM) Volumes 1
and 2 (including the Official ICD-9-CM
Guidelines for Coding and Reporting) as
maintained and distributed by HHS, for
coding diseases, injuries, impairments,
other health problems and their
manifestations, and causes of injury,
disease, impairment, or other health
problems.

e ICD-9-CM Volume 3 (including the
Official ICD-9—CM Guidelines for
Coding and Reporting) as maintained
and distributed by HHS, for the
following procedures or other actions
taken for diseases, injuries, and
impairments on hospital inpatients
reported by hospitals: prevention,
diagnosis, treatment, and management.

ICD—-9-CM Volumes 1 and 2, and 3
were already widely used in
administrative transactions when we
promulgated the Transactions and Code
Sets rule. We decided that adopting
these existing code sets would be less
disruptive for covered entities than
modified or new code sets. In the
Transactions and Code Sets final rule
(65 FR 50327), we discussed comments
on using the ICD-10—-CM and ICD-10-
PCS code sets as future HIPAA standard
medical data code sets. Some
commenters praised the accuracy of the
ICD-10-CM and ICD-10-PCS code sets,
others raised concerns about the
differences between the ICD-9-CM and
ICD-10-CM and ICD-10-PCS code sets,
including the increased level of detail in
ICD-10-PCS. We responded that
additional testing and revision were
needed before adopting the ICD-10-CM
and ICD-10-PCS code sets as a
standard. (Please refer to the
Transactions and Code Sets final rule
for details of that discussion (65 FR
50327).)

In addition to standard transactions
and code sets, the final rule adopted a
procedure for maintaining existing
standards, for adopting modifications to
existing standards, and for adopting
new standards. Our process in
proposing the adoption of ICD-10-CM
and ICD-10-PCS, to replace ICD-9-CM
Volumes 1 and 2, and 3, follows that
procedure. The following is a summary
of the consultation requirements for the
Secretary for the adoption of standards

under sections 1172(b) through (f) of the
Act:

For standards that have been
developed, adopted, or modified by a
standard setting organization, the SSO
must consult with the following
organizations in the course of such
development, adoption, or modification:

e The National Uniform Billing
Committee (NUBC).

e The National Uniform Claim
Committee (NUCC).

e The Workgroup for Electronic Data
Interchange (WEDI).

e The American Dental Association
(ADA).

For any other standards, the Secretary
is required to consult with these same
organizations.

As part of the HIPAA modification
and update process, the NCVHS holds
hearings on proposed changes to HIPAA
transaction and code set standards and
makes recommendations to the
Secretary as appropriate.

Under section 1174 of the Act, the
Secretary must also ensure that
procedures exist for the routine
maintenance, testing, enhancement, and
expansion of code sets, and provide
instructions on how data elements
encoded before any modification may be
converted or translated. As discussed in
section VIIL. A of this proposed rule, we
will establish an ICD-10-CM/PCS
Coordination and Maintenance
Committee that is similar to the ICD—9—
CM Coordination and Maintenance
Committee. The ICD-10-CM/PCS
Coordination and Maintenance
Committee will be charged with routine
maintenance, testing, enhancement, and
the expansion of the ICD-10 code sets.
In addition, the National Center for
Health Statistics (NCHS) has recently
completed a crosswalk that maps ICD—
9—-CM Volumes 1 and 2 to ICD-10-CM.
CMS also has developed a crosswalk
that maps ICD—9-CM Volume 3 to ICD-
10-PCS. These crosswalks are available
at http://www.cms.hhs.gov/ICD10
(accessed 8-12—-08) and http://
www.cdc.gov/nchs/about/otheract/icd9/
icd10cm.htm, (accessed 8—12—08).
These crosswalks are revised in the fall
of each year.

II. ICD-9-CM

The International Classification of
Diseases (ICD) is developed and
maintained by the World Health
Organization (WHO). Originally
designed to classify causes of death
(mortality), the scope of the ICD has
expanded to include non-fatal diseases
(morbidity). The application of the
classification to morbidity has expanded
as the code set has been revised.
Nonetheless, the United States and

other countries continue to find it
necessary to develop clinical
modifications of the ICD to meet the
needs of their respective health care
systems that include administrative and
clinical protocols, and require more
detail and specificity for reporting
health care.

When the Medicare hospital Inpatient
Prospective Payment System (IPPS) was
implemented in 1983, ICD—9-CM was
used as the basic input for assigning the
diagnosis-related groups (DRGs). All
diagnostic and procedural information
was captured using ICD-9-CM.

A. ICD-9-CM Volumes 1 and 2
(Diagnoses)

NCHS houses the WHO Collaborating
Center for the Family of International
Classifications for North America
(United States and Canada), and has
responsibility for the implementation of
the ICD. NCHS produced a clinical
modification to WHO’s ICD-9 by adding
more specificity to its diagnosis codes
(ICD—9—CM Volumes 1 and 2). ICD-9—-
CM maps to ICD to facilitate comparison
of mortality and morbidity statistics.
ICD-9-CM was adopted in the United
States in 1979 for morbidity
applications, and was adopted as a
HIPAA standard in 2000 for reporting
diagnoses, injuries, impairments, and
other health problems and their
manifestations, and causes of injury,
disease, impairment or other health
problems in standard transactions. ICD-
9-CM diagnosis codes are three to five
digits long, and are used by all types of
health care providers, including
hospitals and physician practices. The
code set is organized into chapters by
body system.

B. ICD-9-CM Volume 3 (Procedures)

Inpatient hospital services procedures
are currently coded using ICD-9-CM
Volume 3. The WHO’s ICD does not
include procedure codes. ICD—9—-CM
procedure codes are three to four digits
long. The code set was adopted as a
HIPAA standard in 2000 for reporting
inpatient hospital procedures. Current
Procedural Terminology, 4th Edition
(CPT—4) and Health Care Common
Procedure Coding System (HCPCS) are
used to code all other procedures. The
ICD-9-CM procedure code set is
organized into chapters by body system,
and CMS maintains the ICD-9-CM
procedure codes.

C. Maintaining/Updating ICD-9-CM
(Volumes 1 and 2, and 3)

Recognizing the need for ICD-9-CM
to be a flexible, dynamic statistical tool

to meet expanding classification needs,
the ICD—9-CM Coordination and


http://www.cms.hhs.gov/ICD10
http://www.cdc.gov/nchs/about/otheract/icd9/icd10cm.htm

Federal Register/Vol. 73, No. 164/Friday, August 22, 2008/Proposed Rules

49799

Maintenance Committee was created in
1985 as a forum for receiving public
comments on proposed code revisions,
deletions, and additions. The
Committee is co-chaired by the NCHS
and CMS; NCHS maintains ICD-9-CM
Diagnosis Codes (Volumes 1 and 2), and
CMS maintains ICD-9-CM Procedure
Codes (Volume 3).

Although the ICD-9-CM Coordination
and Maintenance Committee is a
Federal committee, suggestions for
updates come from both the public and
private sectors. Interested parties may
submit recommendations for updates
(that is, adding new codes, deleting
codes, and editing descriptive material
related to existing codes) at least 2
months before a scheduled meeting.
Proposals for a new code must include
a description of the code being
requested and rationale for why the new
code is needed. Supporting references
and literature may also be submitted.

This Federal committee meets in
March and September. Decisions on
code title revisions are made by March
for inclusion in the annual IPPS
proposed rule. Updates on codes,
payments, and reporting systems are
finalized after the previous fall meeting
and may become effective October 1 of
the same year.

Section 503(a) of the Medicare
Prescription Drug, Improvement, and
Modernization Act of 2003 (MMA) (Pub.
L. 108-173, enacted on December 8,
2003) included a requirement for
updating ICD-9-CM codes twice a year,
instead of a single update on October 1
of each year. Section 503(a) of the
MMA, which amended section
1886(d)(5)(K) of the Act, states that the
“Secretary shall provide for the addition
of new diagnosis and procedure codes
in April 1 of each year, but the addition
of such codes shall not require the
Secretary to adjust the payment (or
diagnosis-related group classification)

* * * until the fiscal year that begins
after such date.” By adding codes for a
new technology at an earlier date, CMS
can recognize the new technology more
quickly for purposes of payment under
the IPPS.

While section 503(a) of the MMA does
not require the Secretary to adjust the
DRG classification and payments until
the subsequent fiscal year, the DRG
software and other systems must be
updated to recognize and accept the
new codes, and providers must update
their systems mid-year to capture the
new codes. Hospitals must obtain
coding book updates and coding
software updates and make other system
changes to capture and report the new
codes.

Proposals for new and revised codes,
summaries of meetings, information
about deadlines for comment, scheduled
dates for the next meeting, deadlines for
receipt of maintenance proposals, and
mailing and e-mail addresses are posted
to the CMS Web site at http://
www.cms.hhs.gov/
ICD9ProviderDiagnosticCodes, accessed
8-12-08, and the NCHS Web site http://
www.cdc.gov/nchs/icd9.htm, accessed
8-12-08. Additionally, CMS and NCHS
publish a complete addendum
describing details of all changes to ICD—
9—CM. It is publicized on their Web
sites in May of each year. Many
commenters on the proposed
Transactions and Code Sets proposed
rule commended this open process (65
FR 50343-50344).

III. Limitations of ICD-9-CM
A. Background

In 1997, the NCVHS began to study
the issues related to known
shortcomings of ICD-9-CM and to
assess the need to transition to ICD-10
(or an alternative code set), including
the impact of such a transition. The
NCVHS has conducted more than 8 days
of hearings since 1997. Oral and written
testimony was provided by more than
80 public and private sector groups
representing the health care industry,
Federal and State governments, the
public health and research
communities, health plans, and health
care providers. In addition, the NCVHS
commissioned a RAND Corporation
study on the potential costs and benefits
of transitioning to ICD-10—-CM and ICD-
10-PCS. From the testimony received
and the RAND study findings, NCVHS
concluded that ICD-10-CM and ICD-
10-PCS should be adopted as a HIPAA
standard to replace the current standard,
ICD-9-CM Volumes 1 and 2, and 3. In
a letter to the Secretary dated November
5, 2003, NCVHS recommended that
HHS initiate the regulatory process for
the concurrent adoption of ICD-10-CM
and ICD-10-PCS. The NCVHS letter
(http://www.ncvhs.hhs.gov/
0311051t.htm) accessed 8—12—08, an
overview of the development of ICD-
10-CM and ICD-10-PCS (http://
www.ncvhs.hhs.gov/031105a1.htm)
accessed 8—-12—08, summaries of the
NCVHS activities (http://
www.ncvhs.hhs.gov/031105a2.htm)
accessed 8-12-08, a list of organizations
that have provided testimonies (http://
www.ncvhs.hhs.gov/031105a3.htm)
accessed 8-12-08, and the RAND
Corporation study (http://
www.rand.org/pubs/technical_reports/
2004/RAND_TR132.pdf) are available

on the NCVHS Web site (http://
www.ncvhs.hhs.gov) accessed 8—12-08.

B. General

The ICD-9-CM code set has been in
use for over 27 years, and additional
codes have been added during that
period to describe new procedures and
diagnoses that reflect changes in
medical practice. The total number of
codes (approximately 13,000 for
diagnoses and 3,000 for procedures) is
insufficient to continue to respond to
the need for new codes. Moreover, the
code set was never designed to provide
the increased level of detail needed to
support emerging needs, such as
biosurveillance and pay-for-
performance programs (P4P), also
known as value-based purchasing or
competitive purchasing. These
limitations are discussed in detail below
and have led to the current industry
debate regarding replacement of ICD-9—
CM. Industry experts have discussed
and commented on these issues during
testimony to the NCVHS, expressing
their belief that the ICD-9-CM code set
is nearing the end of its useful life. We
invite public comment on concerns with
continued use of the ICD-9—-CM code
set.

1. Space Limitations

The ICD-9-CM code set that we
adopted in 2000 as a HIPAA standard
had been evolving since 1979. Because
of the new and changing medical
advancements during the past 20 plus
years, the functionality of the ICD—9—
CM code set has been exhausted. This
code set is no longer able to respond to
additional classification specificity,
newly identified disease entities, and
other advances. Many chapters of ICD—
9-CM are full, and the American
Hospital Association (AHA) has
estimated that we will run out of
procedure codes in the appropriate,
logical sections of ICD—9-CM as well as
the overflow chapters in 2009. As a
temporary solution, CMS has already
begun to assign codes to the
inappropriate sections of ICD-9-CM (for
example, codes for heart procedures
being placed in the eye chapter). We
will continue to take this unusual step
of making illogical code assignments in
order to maintain the ability to capture
emerging technologies. This illogical
assignment of codes will lead to
challenges for coders in identifying and
assigning codes, but establishing new
codes to identify new procedures
remains important. The diagnosis-
related group (DRG) system classifies
hospital cases into groups that are
expected to have similar hospital
resource needs. DRGs are assigned


http://www.cdc.gov/nchs/icd9.htm
http://www.ncvhs.hhs.gov/031105lt.htm
http://www.ncvhs.hhs.gov/031105a1.htm
http://www.ncvhs.hhs.gov/031105a2.htm
http://www.ncvhs.hhs.gov/031105a3.htm
http://www.rand.org/pubs/technical_reports/2004/RAND_TR132.pdf
http://www.ncvhs.hhs.gov
http://www.cms.hhs.gov/ICD9ProviderDiagnosticCodes

49800

Federal Register/Vol. 73, No. 164/Friday, August 22, 2008/Proposed Rules

based on diagnoses, procedures, age,
sex, and the presence of complications
or co-morbidities.

The technologies included in the
DRGs are identified by ICD-9-CM
procedure codes. ICD—10-PCS allows
the use of DRG definitions that better
define new technologies and devices,
and that could be refined to take
advantage of their additional specificity
through more detailed descriptions.
This critical lack of space for new
procedures and conditions is one
important consideration for proposing
to adopt ICD-10—-CM and ICD-10-PCS.
In addition, ICD—9-CM'’s space
limitations are creating other problems,
which are discussed below.

2. Impact of Workarounds on Structural
Hierarchy

The hierarchical structure of the ICD—
9—CM procedure code set is
compromised. Some chapters can no
longer accommodate new codes, with
the result that any additional codes
must be assigned to other topically
unrelated chapters. For example, new
hip replacement procedures must now
be assigned to an “overflow” chapter for
procedures that are not classified
elsewhere. When those chapters become
full, new procedures would have to be
assigned to a chapter now devoted to
procedures related to the eye. When a
code is isolated in a separate, unrelated
part of the ICD—9-CM book because
there is no available space in the section
where the code normally would be
assigned, coders may not easily find the
code. Researchers and statisticians also
may miss cases in their analyses.

3. Lack of Detail

Industry experts have pointed out that
in an age of electronic health records, it
does not make sense to use a coding
system that lacks specificity and does
not lend itself well to updates. Another
consideration about the limitations of
ICD—9-CM is that to generate
meaningful research results, researchers
need to have access to comprehensive,
rich data with a level of detail that does
not exist with ICD-9—-CM. Emerging
health care technologies, new and
advanced terminologies, and the need
for interoperability amid the increase in
electronic health records (EHRs) and
personal health records (PHRs) require a
standard code set that is expandable and
sufficiently detailed to accurately
capture current and future health care
information. Coding that accurately
describes diagnoses and procedures will
capture information that is critical for
research, and ultimately improves the
quality of health care and cost
containment by enabling the study of

specific conditions and options for
treating them. Accuracy also is a critical
factor in the development of Pay for
Performance (P4P) programs, because
successful programs require detailed
coding of diagnoses and the procedures
performed to treat specific conditions.

The details for advanced technology
procedures currently being performed
today were not available when ICD-9—
CM was being developed. Numerous
ICD-9-CM procedure codes are based
upon technology that is now outdated.
As we move toward more sophisticated
monitoring and quality reporting, this
level of detail when reporting diagnoses
and procedures becomes critical.
Examples are noted below:

e ICD-9-CM has a single diagnosis
code for fracture of the wrist. If a patient
is treated for two successive wrist
fractures, the ICD—9-CM code does not
provide enough detail to determine if
the second fracture is a repeat fracture
of the same wrist, a fracture of the other
wrist, incorrect billing for delayed
healing, or non-union or mal-union of
the original fracture.

e ICD-9-CM contains a single
procedure code that describes the
endovascular repair or occlusion of
head and neck vessels (39.72). It does
not describe the artery or vein on which
the repair is performed, the precise
nature of the repair, or whether the
approach is a percutaneous procedure
or is transluminal with a catheter.

¢ Four or more ICD—9-CM procedure
codes are needed to delineate a spinal
fusion procedure with sufficient detail
to describe the level of the spine and the
devices inserted.

4. Mortality Reporting and
Biosurveillance

The ICD-9 diagnosis code set is no
longer supported or maintained by the
WHO. As of October 2002, 138 countries
have adopted ICD-10 for coding and
reporting mortality data, and 99
countries have adopted ICD-10 or a
clinical modification for coding and
reporting morbidity data. In 1999, the
United States adopted ICD-10, but only
for mortality reporting. Until the United
States implements ICD-10 for morbidity
reporting applications, data
incomparability will continue to
increase throughout the world.

As we become a global community, it
is vital that our health care data
represent current medical conditions
and technologies, and that they are
compatible with the international
version of ICD-10. Because the United
States is capturing morbidity data using
the outdated ICD—9—-CM, there are
problems identifying new health threats
such as anthrax, Severe Acute

Respiratory Syndrome (SARS), and
Monkeypox.

The lack of specificity in ICD-9-CM
also limits our ability to develop rapid
interventions for emerging diseases
affecting international populations.
Diagnosis and procedure information
are captured from administrative data
that are submitted on health care claims,
and admission and discharge
summaries, but if the codes do not
match the international standard and
are unable to be compared, their
significance is lost. Additionally,
hospitals utilize diagnosis and
procedure codes for utilization review,
disease management, and research.
Therefore, in addition to the need for
precise diagnosis and procedure codes
for payment purposes, detail and
precision in coding are critical to the
national and international health care
community for mortality reporting,
biosurveillance, treatment of patients,
hospital management, and research.

IV.ICD-10 and the Development of
ICD-10-CM and PCS

A. Overview

The WHO developed ICD-10 in 1989,
and it was adopted by the World Health
Assembly in 1990. Currently, the United
States is the only G7 nation (the other
G7 nations are Canada, France,
Germany, Great Britain, Italy and Japan)
continuing to use ICD—9 for morbidity
reporting. Furthermore, Great Britain,
Denmark, Finland, Iceland, Norway,
Sweden, France, Australia, Belgium,
Germany, and Canada use a clinical
modification of ICD-10 for
reimbursement and/or administrative
purposes.

ICD-10-CM and ICD-10-PCS provide
specific diagnosis and treatment
information that can improve quality
measurements and patient safety, and
the evaluation of medical processes and
outcomes. ICD—10-PCS has the
capability to readily expand and capture
new procedures and technologies.

For quality improvement programs to
effectively result in meaningful clinical
outcomes, improved practice
management processes that document
and measure patient care, and sustain
provider investment in services that
improve quality of care, the ability to
modify or add to a list of treatments,
diseases and conditions is essential. The
ICD-10 code sets provide a standard
coding convention that is flexible,
providing unique codes for all
substantially different procedures or
health conditions and allowing new
procedures and diagnoses to be easily
incorporated as new codes for both
existing and future clinical protocols.
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B. ICD-10-CM Diagnosis Codes

The NCHS has developed a clinical
modification of the WHO’s ICD-10
called ICD-10-CM for reporting
diagnosis codes. As in the relationship
between ICD-9 and ICD-9-CM Volumes
1 and 2, ICD-10-CM codes can be
mapped back to the ICD-10 codes. The
NCHS has worked closely with specialty
societies to ensure clinical utility and
input into the process of creating the
clinical modification, with comments
from a number of prominent specialty
groups and organizations that addressed
specific concerns or perceived unmet
clinical needs encountered with ICD-9—
CM. The NCHS also had discussions
with other users of the classification,
specifically nursing, rehabilitation,
primary care providers, the National
Committee for Quality Assurance
(NCQA), long-term care and home
health care providers, and managed care
organizations to solicit their comments
about the classification.

ICD-10-CM diagnosis codes are three
to seven alphanumeric characters; the
number of ICD-10-CM codes is
approximately 68,000. The ICD-10-CM
code set provides much more
information and detail within the codes
than ICD-9-CM, facilitating timely
electronic processing of claims by
reducing requests for additional
information.

ICD-10-CM also includes the
following improvements over ICD-9—

e Significant improvements in coding
primary care encounters, external
causes of injury, mental disorders,
neoplasms, and preventive health.

¢ Advances in medicine and medical
technology that have occurred since the
last revision.

e Codes with more detail on
socioeconomic, family relationships,
ambulatory care conditions, problems
related to lifestyle, and the results of
screening tests.

e More space to accommodate future
expansions (alphanumeric structure).

e New categories for post-procedural
disorders.

e The addition of laterality—
specifying which organ or part of the
body is involved when the location
could be on the right, the left, or could
be bilateral.

e Expanded distinctions for
ambulatory and managed care
encounters.

ICD-10-CM codes with the same first
three digits have common traits, and
each additional digit adds more
specificity. For example:

149. Other cardiac arrhythmias

149.0 Ventricular fibrillation and
flutter

149.01 Ventricular fibrillation

149.02 Ventricular flutter

Post-procedural disorders specific to a
particular body system are located in
categories created at the end of each
chapter. Diseases are arranged according
to an axis of classification based on
etiology, anatomy, or severity, with
anatomy being the primary axis for ICD—
10—-CM. (See section V of this proposed
rule for a chart that compares ICD-9—
CM, ICD-10-CM, and ICD-10-PCS
codes).

C. ICD-10-PCS Procedure Codes

CMS developed a procedure coding
system, ICD-10—-PCS. ICD-10-PCS has
no relationship to the basic ICD-10
diagnostic classification, which does not
include procedures, and has a totally

different structure from ICD-10-CM.
ICD-10-PCS is sufficiently detailed to
describe complex medical procedures.
This becomes increasingly important
when assessing and tracking the quality
of medical processes and outcomes, and
compiling statistics that are valuable
tools for research. ICD-10-PCS has
unique, precise codes to differentiate
body parts, surgical approaches, and
devices used. It can be used to identify
resource consumption differences and
outcomes for different procedures, and
describes precisely what is done to the
patient.

ICD-10-PCS codes have seven
alphanumeric characters and group
together services into approximately 30
procedures identified by a leading alpha
character. There are 16 sections of tables
that determine code selection, with each
character having a specific meaning.
The first character shows the type of
procedure by clinical specialty. Nearly
half of these 16 sections remain
u