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Advantages—Existing components
continue to function with little or no
modification. Auto-adjudication may still be

used to its potential.

Disadvantages—This adds one or more
utilities to split the attachment from its X12N
transaction set, parse the attachment, and
maintain the association between the
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Advantages—This scenario is the best case
and has the best potential to maximize auto-
adjudication and minimize administrative
costs.

Disadvantages—This may involve the most
significant changes to the primary
information systems used for processing
claims.

Changes to the Status Quo—Most large
primary management information systems
are legacy based mainframe systems. These
systems would need to integrate with XML
aware browsers to view XSL “rendered”
attachment data.

The text for the HL7 white paper ends
here.

H. Requirements (Health Plans, Covered
Health Care Providers and Health Care
Clearinghouses)

Health plans would be required to be
prepared to receive and send only the
standards specified in § 162.1915 and
§162.1925 for the identified
transactions. No other electronic
transaction format or content would be
permitted for the identified transactions.
We intend for covered entities to use the
standard transactions and the approved
attachment specifications as they apply
to the six named attachment types.

The use of the standard electronic
health care claims attachments would
not preclude the health plan from using
other processes or procedures to verify
the information reported in the
attachment documentation.

Under the proposed rule, health plans
may continue to use manual processes
(such as paper forms, letters, faxes, etc.)
to request additional documentation
from a health care provider, even for the
attachment types listed in this proposal.
However, whenever such a request is
made electronically, it must be made
using the standard. Furthermore, if the
health care provider asks that the
transaction be sent using the standard,
the health plan must comply.

As stated earlier, it is possible that
multiple AIS apply to a particular
electronic claim attachment request.
The clinical reports, medications, and
laboratory results AIS could be used to
request additional information about
any service in a particular claim.
However, the ambulance, emergency
department, and rehabilitation services
AIS can only be used to request
information about the specific type of
services to which they refer. When the
ASIG developed the first set of
attachment types, three were for specific
types of services—ambulance,
emergency department, and
rehabilitation. Since those services often
necessitated tests and reports, the
supporting attachment specifications—
laboratory results, clinical reports and
medications—were created. These latter

specifications also represented claim
types that were subjected to additional
documentation requests in their own
right, so the six together were a practical
fit. Thus, for example, if a health plan
needs additional information about an
ambulance service, and needs
information about the medications an
individual is taking in order to
adjudicate the ambulance claim, both
the ambulance and medication AIS
would be used and sent within the same
X12N transaction.

Covered Health Care Providers

We would require covered health care
providers to be prepared to receive and
send the standards specified in
§162.1915 and § 162.1925 for the
specific electronic health care claims
attachment transactions, if they choose
to receive and send requests and
responses electronically for any of the
six proposed attachments. No other
electronic formats would be permitted
for these specific business purposes. For
information required for other business
purposes, the standards proposed here
would not limit the type and format of
electronic or paper transaction could be
used. Health care providers generally
have the option of using paper as their
regular mode of communication. Any
information requested after the claims
adjudication process, such as for post-
adjudication medical review or quality
assurance review, would not be subject
to the standards proposed here. In either
case, covered health care providers
would continue to have the option of
using electronic or manual means of
conducting business, including
responding to a request for attachment
information electronically or on paper.
However, if they choose to respond
electronically to an attachment request
for which a standard has been adopted,
that standard would have to be used.

Any electronic attachments covered
by the rule and that accompany a new
claim would have to be submitted based
on an advanced instruction from the
receiving health plan. These
“unsolicited” electronic attachments
should not be sent without prior
agreement or understanding between
trading partners.

Health Care Clearinghouses

Health care clearinghouses would be
required to be prepared to receive and
send only the standards specified in
§162.1915 and §162.1925 for the
specific electronic health care claims
attachment transactions, or to translate
proprietary information from their
clients into standard format for re-
transmission. Health care
clearinghouses must already comply

with the requirements set out in
§162.930, adopted by the Transactions
Rule.

1. Additional Information Specification
(AIS) Uses: Attachment Types That May
Be Used for Any Service

The proposed rule would require that
attachment requests, responses, and the
AIS be used in the following situations,
when the transaction is being conducted
electronically:

a. Clinical Reports

Used when the health plan is
requesting, or the health care provider is
supplying, clinical report information
needed to support the adjudication of a
claim for any service. The request may
cover a wide variety of questions that
require information from clinical
reports, such as surgical and diagnostic
procedures and discharge summaries.

b. Laboratory Results

Used when the health plan is
requesting, or the health care provider is
supplying, information on laboratory
results needed to support the
adjudication of a claim for any service.
The request may cover the entire set of
laboratory tests, from allergy to
toxicology.

c. Medications

Used when the health plan is
requesting, or the health care provider is
supplying, information on medication
information needed to support the
adjudication of a claim for any service.
The request may cover medications
administered during a service,
medications sent home with the
individual, or medications currently
being taken by the individual.

2. Additional Information Specification
(AIS) Uses: Attachment Types for
Specific Services

a. Rehabilitation Services

Used when the health plan is
requesting, or the health care provider is
supplying, rehabilitation services
information needed to support the
adjudication of a claim that includes
one or more of the nine disciplines
designated for rehabilitation services
(for example, occupational therapy,
cardiac rehabilitation, or substance
abuse therapy).

b. Ambulance Services

Used when the health plan is
requesting, or the health care provider is
supplying, information needed to
support the adjudication of a claim that
includes ambulance services.

c. Emergency Department

Used when the health plan is
requesting, or the health care provider is
supplying, information needed to
support the adjudication of a claim that
includes emergency department
services.
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3. Maximum Data Set

Each AIS is considered to include the
maximum data set for each of the named
electronic attachment types. We propose
to prohibit health plans from asking for
additional data beyond those that are
specified in the AIS for that service.
Four of the attachment specifications
(ambulance services, emergency
department, medications, and
rehabilitation services) have a finite set
of LOINC® codes that can be used to ask
the questions (request the information)
for those services. The specifications for
Laboratory Results and Clinical Reports
do not contain pre-defined lists of codes
because clinical developments in those
two areas necessitate the ability to use
and request information about new tests
and reports. Any of the laboratory and
clinical reports codes in the LOINC®
database could be used for these
requests and responses.

The proposed AIS documents were
drafted several years ago when business
practices related to health care claims
attachments were likely different than
they are today. Therefore, the electronic
health care claims attachment data
elements, questions, and the cardinality
of these elements must be validated for
each specification. It is imperative that
each AIS be thoroughly reviewed by
covered entities to ensure that the
proposed data set meets current and
projected future business needs. Thus,
we ask that during the comment period,
health plans and health care providers
engage fully in the process of evaluating
this maximum data set and the required,
situational, and optional elements, and
provide us with comments on these
issues.

I. Specific Documents and Sources

All code sources that are developed
outside of the X12 standard setting
process, such as ZIP codes, which are
maintained by the United States Postal
Service, are referred to as external code
sets. These code sets are maintained
independent of any HIPAA specific
requirements, and no rulemaking is
required when changes are made to
them. The external code sets are listed
in section C of the appropriate ASC
X12N implementation guide. All of the
code sources listed in the ASC X12N
Implementation Guides have
mechanisms for modifying their codes.
The contact posted on the code source
list can provide detailed information
regarding the process and timing for
updating its codes. If the format of a
code set that has been adopted as a
HIPAA code set (HCPCS, CPT, ICD-9
etc.) is changed, for example, from alpha
to alpha numeric, then the change

constitutes a “modification of the code
set.” Use of a modified code set can
only be required through further
rulemaking to expressly adopt those
modified code sets in place of the
existing standard.

The implementation specifications, as
expressed in implementation guides for
the various ASC X12N transactions and
HL7 messages as well as the additional
information specifications and the
LOINC® Modifier Codes, may all be
obtained at no charge from the
Washington Publishing Company site at
the following Internet address: http://
www.wpc-edi.com/.

Users without access to the Internet
may purchase the X12N implementation
guides from the Washington Publishing
Company directly: Washington
Publishing Company, PMB 161, 5284
Randolph Road, Rockville, MD, 20852;
telephone 301-949-9740; FAX: 301—
949-9742.

HL7 maintains the XML-based
Clinical Document Architecture Release
1.0 and the AISs, and information can
be obtained at no charge at the HL7 Web
site: http://www.HL7.org. Users without
access to the Internet may obtain HL7
documents directly from the HL7
organization, c/o Health Level Seven,
Inc., 3300 Washtenaw Avenue, Suite
227, Ann Arbor, MI 48104, or 734—677—
7777.

The LOINC® database and the
publication LOINC® Modifier Codes can
be obtained at no charge from the
Regenstrief Institute site at the following
Internet address: http://
www.regenstrief.org/loinc/loinc.htm.
Users without access to the Internet may
obtain the LOINC® database and the
LOINC® modifier codes from the
Regenstrief Institute, c/o LOINC®, 1050
West Wishard Blvd., Indianapolis, IN
46202, telephone 317-630-7433.

The full set of the Data Elements for
Emergency Department Systems,
Release 1.0 (DEEDS) is published by the
National Centers for Injury Prevention
and Control, Centers for Disease Control
and Prevention. The Internet address is
http://www.cdc.gov/ncipc/pub-res/
deedspage.htm.

III. Modifications to Standards and
New Electronic Attachments

[If you choose to comment on issues
in this section, please include the
caption “MODIFICATIONS TO
STANDARDS AND NEW
ATTACHMENTS” at the beginning of
your comments.]

To encourage innovation and promote
development, we propose to adopt a
process that will facilitate the
development and future use of
electronic health care claims

attachments. In 1993, WEDI estimated
that 400 or more specific attachments
were in use to support health care
business needs. Comments from the
industry are needed to validate and/or
update this figure, as it is over 10 years
old, and represents many different types
of attachments which are not all
required solely for health care claims
adjudication. For example, the original
list of attachments included such
documentation types as certification for
sterilization and hysterectomy, dental
services, eligibility, worker’s
compensation verification and the like.
We do not believe that there are 400
different health care claims attachment
types that would in fact be appropriate
for electronic health care claims
attachment requirements. The industry
should identify the relevant attachment
types and collaborate to assign priority
to each one, so that new electronic
attachment specifications that are
appropriate to the business needs of the
health care industry can be developed.

A. Modifications to Standards

In §162.910, parameters are outlined
for requesting and making modifications
to the standards. The statute provides
that the Secretary of HHS may not
modify any standard, including the
electronic attachment standards, more
frequently than once a year and must
permit at least 180 days for
implementation of an adopted
modification to a standard by all
affected entities before compliance with
the modified standard may be required.
The Secretary may, however, adopt a
modification at any time during the first
year after the standard or
implementation specification is initially
adopted, if the Secretary determines that
the modification is necessary to permit
compliance with the standard.

The addition or deletion of codes in
a code set for the purpose of enhancing
the electronic attachment’s
communication capabilities is
considered maintenance, because such
actions do not constitute format or field
length changes to the codes or the code
set itself. HIPAA expressly permits the
routine maintenance, testing,
enhancements, and expansion of a code
set. We have stated throughout the
preamble, that if the codes or code set
were changed structurally—for example,
changing from a numeric format to an
alphanumeric format, this would be
considered an actual modification of the
code set that would require system
changes. Use of such a modified code
set could not be required, and would
not be permitted, without a regulatory
change.
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There are mechanisms in place for
LOINC® to add new codes on a regular
basis to reflect developments in the
industry, just as occurs with ICD-9,
CPT-4, and HCPCS, among others. New
codes may be used in an electronic
health care claims attachment without a
change to the rule, if use of a new code
is specifically permitted by the AIS, and
the use complies with the associated
ASC X12N Implementation Guides and
HL7 AISs. For example, new LOINC®
codes for new types of laboratory results
and clinical reports will be added to
LOINC® based on medical
developments. Use of such new codes is
permitted by the AIS for laboratory
results, clinical reports and medications
in both the request and the response
transactions.

Requests for new LOINC® codes are to
be addressed to the Regenstrief Institute
for Health Care, c/o LOINC® Committee,
1050 West Wishard Blvd, Indianapolis,
IN 46202, or electronically, in
accordance with the instructions in
Appendix D of the LOINC® users guide,
to the Regenstrief Web site at http://
www.regenstrief.org. and will be
evaluated through the existing process.

Once a HIPAA standard is adopted in
a final rule, requests for changes to that
standard must be submitted through the
DSMO process, as set forth in
§162.910(c). After approval, the DSMOs
will forward proposed new
implementation specifications to the
NCVHS and to the Secretary. The
NCVHS serves as a consultative body
that, under the provisions of the Public
Health Service Act, provides advice
concerning specified health care matters
to the Secretary. Following consultation
with appropriate agencies and
organizations, including the NCVHS,
the Secretary may adopt the modified
versions as HIPAA standards through
the notice and comment rulemaking
process.

Information pertaining to the
designation of DSMOs and their
responsibilities can be found in the
Transactions Rule and the notice
announcing the DSMOs, which were
published on August 17, 2000 (65 FR
50365, 50373).

B. Additional Information
Specifications for New Electronic
Attachments

We expect that the HL7 ASIG will
continue to develop new standard AISs
using the HL7 CDA Release 1.0
framework, and these will be approved
under the established DSMO process.
After development and approval by the
DSMO, new AISs will be sent to the
NCVHS and then to the Secretary for
consideration. Upon receipt of new

proposed additional information
specifications, the Secretary may choose
to incorporate them in a future proposed
rule and subsequently may adopt them
as HIPAA standards.

C. Use of Proposed and New Electronic
Attachment Types Before Formal
Approval and Adoption

Due to the need to complete this
rulemaking, together with the delayed
compliance dates provided for by
statute, the final rule will not be
implemented for several years. There
are no Federal prohibitions on the use
of the proposed X12 standard
transactions or HL7 AIS between now
and the time compliance with the final
standards is required. Even after the
final rule is published, and compliance
is required, if the Secretary has not
named a standard for a particular type
of electronic claims attachment, covered
entities are still free to use that
attachment type on a voluntary basis for
any business purpose they deem
appropriate.

For example, if the DME attachment
specification is finalized, balloted, and
approved by HL7 after publication of
the final rule, but DME is not one of the
named attachment types, covered
entities will be able to use that AIS and
the X12N 277/275 implementation
guides with no regulatory requirements.
In other words, use of a new AIS that
has not been formally adopted, as a
standard by the Secretary, would be
voluntary, based on trading partner
agreements or other such contracts,
unless and until regulations adopting
that AIS are proposed and made final
through the regulatory process.

IV. Collection of Information
Requirements

The burden associated with the
requirements in this regulation are the
time and effort of health plans, health
care providers and/or health care
clearinghouses to modify their systems
for the capability of sending health care
transactions electronically. This one-
time burden has already been approved
and accounted for in “HIPAA Standards
for Coding Electronic Transactions”
(OMB #0938-0866) with a current
expiration date of February 29, 2008.
However, we will amend this currently
approved collection to include
electronic health claims attachments to
the list of covered transactions.

V. Response to Comments

Because of the large number of public
comments we normally receive on
Federal Register documents, we are not
able to acknowledge or respond to them
individually. We will consider all

comments we receive by the date and
time specified in the “DATES” section of
this preamble, and, when we proceed
with a subsequent document, we will
respond to the comments in the
preamble to that document.

VI. Regulatory Impact Analysis

[If you choose to comment on issues
in this section, please include the
caption “IMPACT ANALYSIS” at the
beginning of your comments.]

A. Overall Impact

We have examined the impacts of this
rule as required by Executive Order
12866 (September 1993, Regulatory
Planning and Review), as amended by
Executive Order 13258, and the
Regulatory Flexibility Act (RFA) (Pub.
L. 96-354), section 1102(b) of the Social
Security Act, the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4), and
Executive Order 13132.

The impact analysis in the
Transactions Rule assessed the expected
costs and benefits associated with the
Administrative Simplification
regulations (related to employing
electronic systems for designated health
care related purposes) covering a time
span of 10 years. That analysis however
did not include electronic health care
claims attachments. Nonetheless, this
section can be read in conjunction with
the Transactions Rule analysis, since the
statistics for electronic claims can be
considered related to electronic claims
attachments.

Executive Order 12866 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
if regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety effects, distributive impacts,
and equity). A regulatory impact
analysis (RIA) must be prepared for
major rules with economically
significant effects ($100 million or more
in any 1 year). We consider this
proposed rule to be a major rule, as it
will have an impact of over $100
million on the economy. This impact
analysis shows a potential net savings of
between $414 million and $1.1 billion
over a 5-year period. We attempt to
provide information for the impact
analysis, focusing on savings
projections, since cost data on the
HIPAA transactions are not yet available
from the industry. We solicit such data
during the comment period for this
proposed rule. Also, as referenced
earlier, HHS provided funding for a
pilot to test the proposed standards, and
we anticipate that any cost/benefit
information that comes of that study
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will be provided before the final rule is
published.

The RFA requires agencies to analyze
options for regulatory relief of small
businesses. For purposes of the RFA,
small entities include small businesses,
nonprofit organizations, and small
government jurisdictions. Many
hospitals and most health care providers
and suppliers are small entities, either
by nonprofit status or by having
revenues of $6 to $29 million or less in
any 1 year. For purposes of the RFA,
nonprofit organizations are considered
small entities; however, individuals and
States are not included in the definition
of a small entity. For details, see the
Small Business Administration’s current
regulation that set forth size standards
for health care industries at (65 FR
69432).

Effective October 1, 2000, the SBA no
longer used the Standard Industrial
Classification (SIC) System to categorize
businesses and establish size standards,
and began using industries defined by
the new North American Industry
Classifications System (NAICS). The
NAICS made several important changes
to the Health Care industries listed in
the SIC System. It revised terminology,
established a separate category (Health
Care and Social Assistance) under
which many health care providers are
located, and increased the number of
Health Care industries to 30 NAICS
industries from 19 Health Services SIC
industries.

On November 17, 2000, the SBA
published a final rule, which was
effective on December 18, 2000, in
which the SBA adopted new size
standards, ranging from $5 million to
$25 million, for 19 Health Care
industries. It retained the existing $5
million size standard for the remaining
11 Health Care industries. The revisions
were made to more appropriately define
the size of businesses in these industries
that SBA believes should be eligible for
Federal small business assistance
programs.

On August 13, 2002, the SBA
published a final rule that became
effective on October 1, 2002. The final
rule amended the existing SBA size
standards by incorporating OMB’s 2002
modifications to the NAICS into its table
of small business size standards.

On September 6, 2002, the SBA
published a subsequent final rule
(effective October 1, 2002) that corrected
the August 13, 2002 final rule and
contained a new table of size standards
to clearly identify these organizations by
dollar value and by number of
employees. Some of the revisions in size
standards affected some of the entities
that are considered covered entities

under this proposed rule. For example,
the SBA revisions increased the annual
revenues for physician offices to $8.5
million (other practitioners’ offices’
revenues remained at $6 million) and
increased the small business size
standard for hospitals to $29 million in
annual revenues.

The regulatory flexibility analysis for
this proposed rule is linked to the
aggregate flexibility analysis for all of
the Administrative Simplification
standards that appeared in the
Transactions Rule (65 FR 50312),
published on August 17, 2000, which
predated the SBA changes noted above.
In addition, all HIPAA regulations
published to date have used the SBA
size standards that existed at the time of
the publication of the Transactions
Rule. For this analysis, we use the
current SBA small business size
standards. Even though the SBA has
raised the small business size standards,
the revised size standards have no effect
on the cost and benefit analysis for this
proposal. The revised standards simply
increase the number of health care
providers that are classified as small
businesses.

One source of information about the
health data information industry is
Faulkner & Gray’s Health Data Directory
(CY 2000 edition). Using this resource,
health care clearinghouses, billing
companies, and software vendors may
also be considered small entities.
However, for the same reasons cited
elsewhere, we do not have any cost data
to determine if this rule would have a
significant impact on small entities.

In addition, section 1102(b) of the Act
requires us to prepare a regulatory
impact analysis if a rule may have a
significant impact on the operations of
a substantial number of small rural
hospitals. This analysis must conform to
the provisions of section 603 of the
RFA. For purposes of section 1102(b) of
the Act, we define a small rural hospital
as a hospital that is located outside of
a Core-Based Metropolitan Statistical
Area and has fewer than 100 beds.
Because these attachment standards are
not mandatory for all health care
providers, but rather only for those
health care providers who conduct a
transaction electronically for which the
Secretary has adopted a standard, small
rural hospitals can continue to operate
as they do today, and we do not
anticipate a significant financial and
business impact on these covered
entities. For a more detailed discussion
of small rural hospitals, please refer to
the Transactions Rule, 65 FR 50312.

Section 202 of the Unfunded
Mandates Reform Act of 1995 (UMRA)
(2 U.S.C. 1501 et seq.) also requires that

agencies assess anticipated costs and
benefits before issuing any rule that may
result in expenditures in any one year
by State, local, or tribal governments, in
the aggregate, or by the private sector, of
$110 million. This proposed rule has
been reviewed in accordance with the
Unfunded Mandates Reform Act of 1995
and Executive Order 12875.

In the Transaction Rule’s impact
analysis, State Medicaid agencies
estimated that they could spend $10
million each to implement the entire set
of HIPAA transactions. Since electronic
claims attachments are only one
component of the entire transaction set,
and we believe that some of the
programming completed for the current
transactions will be useable for
processing electronic health care claims
attachments, we do not believe that the
States, in aggregate, will exceed the
$110 million UMRA expenditure
threshold for these new attachment
transactions.

State Medicaid agencies, which are
statutory health plans under HIPAA,
currently require and use a variety of
attachments to adjudicate claims. In
order to validate the fiscal and
operational impact of this rule, current
data on the number and types of claims
attachments for each State would be
necessary, particularly whether the
attachment types we name affect any
significant percentage or number of
Medicaid claims. We are aware of an
industry wide survey that was
conducted in the winter of 2005, which
may provide some insight into this
information for States, if the Medicaid
agencies and Medicaid providers
participated in the survey. In addition,
during the comment period, we hope
that State Medicaid agencies will
provide such information.

HHS estimated that the private sector
would require expenditures in excess of
$110 million to implement all of the
transaction standards. Since electronic
health care claims attachments are only
one of the eight transactions, and since
there are only six attachment types at
this time, our assumption is that
expenditures to meet just the electronic
health care claims attachment
requirements will not exceed the UMRA
threshold for the private sector. Even if
our assumption is incorrect, and the
costs of implementing the electronic
health care claims attachments
standards exceed the UMRA threshold,
we believe that anticipated benefits of
the proposed rule justify the added
costs.

The anticipated benefits and costs of
these proposed standards, and other
issues raised in section 202 of the
UMRA, are addressed later in this
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section. In addition, under section 205
of the UMRA (2 U.S.C. 1535), having
considered at least three alternatives for
the transaction standard (X12 275
version 4010, IEEE, DICOM) and two
options for the code sets (claims status
and LOINC®), as outlined in the
preamble to this rule and in the
following analysis, HHS has concluded
that this proposed rule is the most cost-
effective alternative for implementing
HHS’s statutory objective of
administrative simplification.

Executive Order 13132 establishes
certain requirements that an agency
must meet when it promulgates a
proposed rule (and subsequent final
rule) that would, if finalized, impose
substantial direct requirement costs on
State and local governments, preempt
State law, or otherwise have Federalism
implications. Executive Order 13132 of
August 4, 1999, Federalism, published
in the Federal Register on August 10,
1999 (64 FR 43255), requires the
opportunity for meaningful and timely
input by State and local officials in the
development of rules that have
Federalism implications. The
Department consulted with appropriate
State and Federal agencies, including
tribal authorities and Native American
groups, as well as private organizations.
These private organizations included
WEDI and the DSMO coordinating
committee.

The Department has examined the
effects of provisions in the proposed
rule as well as the opportunities for
input by the States to the proposed rule.
The Federalism implications of the
proposed rule are consistent with the
provisions of the Administrative
Simplification subtitle of HIPAA by
which the Department was required by
the Congress to promulgate standards
for the interchange of certain health care
information via electronic means, which
standards, by statute, preempt contrary
State law.

The States were invited to participate
in the electronic claims attachment
standard development process from its
beginning in 1994. During the early
stages, a concept paper that set forth the
transactions, code sets, and key issues
being considered for the proposed rule
was provided to the States for review
and comment. Those comments have
been considered in preparation of this
proposed rule. The National Medicaid
EDI HIPAA work group (NMEH) has a
claims attachment subcommittee, which
will be active in ensuring that each State
is given the opportunity to provide
input during the public comment
period. The Department concludes that
the policy in this proposed rule has
been assessed in accordance with the

principles, criteria, and requirements in
Executive Order 13132; that this
proposed rule is not inconsistent with
that Order; that this proposed rule
would not impose significant additional
costs and burdens on the States; and
that this proposed rule would not affect
the ability of the States to discharge
traditional State governmental
functions.

1. Affected Entities (Covered Entities)

All health plans, health care
clearinghouses, and covered health care
providers that transmit any health
information in electronic form in
connection with a claims attachment
which use other electronic format(s),
and all health care providers that decide
to change from a paper format to an
electronic process for claims
attachments, would have to begin to use
the ASC X12N 277—Health Care Claim
Request For Additional Information and
ASC X12N 275—Additional Information
to Support a Health Care Claim or
Encounter and the accompanying HL7
specifications for requesting and
submitting electronic health care claims
attachments. Currently, there are no
standardized electronic claim
attachment formats in consistent use
across the industry. Since health care
providers have the option of continuing
to submit paper attachment information,
there would be little potential for
disruption of claims processes and
timely payments during a particular
health plan’s transition to the ASC
X12N 277, ASC X12N 275, HL.7
standards and LOINC® code set use.
Implementation will simplify
processing for attachments and reduce
administrative expenses for covered
health care providers. Health plans will
be able to automate the processing of
attachment information, thus reducing
their labor costs and improving the
accuracy of attachment responses from
covered health care providers. The costs
of implementing the X12 and HL7
standards with the LOINC® code set are
generally one-time costs related to
conversion. The systems upgrade costs
for small covered health care providers,
health plans, and health care
clearinghouses will vary depending
upon the capabilities of hardware and
software systems in use at the time these
changes are being made. Administrative
costs may increase depending on the
data entry and data conversion options
selected in order to comply with the
standard.

2. Effects of Various Options

After ruling out certain versions of
transactions based on limitations
identified by early adopters of X12

transactions, we assessed the potential
of the later versions of ASC X12N 277—
Health Care Claim Request For
Additional Information transaction; the
ASC X12N 275—Additional Information
to Support a Health Care Claim or
Encounter transaction; the HL7 CDA
message standard; and the six HL7 AIS.
These standards were measured against
the key principles listed in this
proposed rule: achieve the maximum
benefit for the least cost; avoid
incompatibility; be consistent with the
other HIPAA standards; and be
technologically independent of
computer protocols used in HIPAA
transactions. Specifically, the goal of
improving the effectiveness and
efficiencies of the health care system
through electronic means is supported
by these standards. We found that these
transactions and specifications met all
the principles, because once systems
and operations are upgraded to send
and receive the data in the new format
and with predictable content, many
other business processes will be
improved.

B. Cost and Benefit Analysis

[If you choose to comment on issues
in this section, please include the
caption “COSTS AND BENEFITS” at
the beginning of your comments.]

1. General Assumptions, Limitations,
and Scope

Attachments to health care claims
will be requested electronically by using
the ASC X12N 277—Health Care Claim
Request For Additional Information
transaction which includes LOINC®
codes to identify the supplemental
claim information being requested.
Similarly, the attachment response will
be conveyed electronically by the ASC
X12N 275—Additional Information to
Support a Health Care Claim or
Encounter transaction, serving as an
envelope for the HL7 message and
Additional Information Specification.
While an attachment can be sent at the
same time as the original claim is
submitted, based on instructions from
the health plan, it will usually be sent
in response to a specific request after a
claim has been submitted. Accordingly,
this analysis considers the request, the
response, the HL7 message standard,
and the six additional information
specifications as an “attachment
package” that cannot be subdivided for
purposes of any financial analysis since
they cannot logically be implemented as
separate stand-alone transactions.

Limitations

Most health plans, health care
clearinghouses, and covered health care
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providers were required to comply with
the Transaction Rule standards in 2002,
or 2003, depending on the entity type
and the applicability of the
Administrative Simplification
Compliance Act (ASCA), which
permitted certain covered entities to
apply for an extension of the
compliance date. Widespread
implementation of the HIPAA
Transaction Rule was further delayed
when covered entities invoked
contingency plans under an
enforcement discretion strategy
guidance document that had been
issued by CMS. One of the results of
these implementation delays is that
industry-wide cost data could not be
compiled for HHS to use in assessing
the actual financial impact (that is, cost
or savings projections) of implementing
any of the original transactions.

The lack of data available today
regarding any industry wide HIPAA
transaction costs or savings; on the
current use of claims attachments; the
costs of manual processes; or the impact
of conducting any transactions
electronically, imposes a significant
limitation to any quantitative analysis.
Therefore, in order to prepare this
proposed rule, HHS used older available
studies and anecdotal observations from
the industry and SDOs. Since the
analysis in the Transaction Rule
specifically excluded costs and benefits
for electronic health care claims
attachments, it further highlighted the
data limitations we were faced with for
this analysis.

HHS used the 1993 WEDI report
coupled with conservative assumptions
from the Transaction Rule to predict
costs and savings at a high level. We
solicit information from the industry
regarding implementation costs for the
current HIPAA transactions, in addition
to: the frequency of claims attachments;
the types of attachments currently being
requested (by service and/or procedure);
the workload associated with requesting
attachment information and providing
the response; the costs that may be
incurred implementing new software,
practice management systems, and other
tools; as well as any other relevant cost
data that could supplement this
analysis. We also hope to receive
information from WEDI, following their
efforts to engage the industry in
discussing Return on Investment (ROI)
from HIPAA—an initiative expected to
begin in the fall of 2005.

The impact analysis in the August
2000 Transactions Rule assessed the
expected costs and benefits associated
with the Administrative Simplification
regulations covering a time span of 10
years, beginning in 2002. That analysis

did not include electronic attachments
to health care claims because no
standard was forthcoming at that time.
However, electronic attachments are
viewed as a minor incremental cost
compared to the total cost assessed in
the August 2000 Transactions Rule,
because covered entities have readied
their systems for the other X12
transactions and will have ample
experience with X12 by the time the
final rule for electronic health care
claims attachments is effective. The
analysis here can be an adjunct to that
which was provided in the Transactions
Rule, since the volume of attachments is
directly related to the volume of health
care claims.

As we note earlier, data and
information about claims attachments
was gleaned primarily from the 1993
WEDI report entitled: “The 1993 WEDI
Report and Recommendations.” Some
other general data on claim volumes
was gathered from a CY2000 publication
from Health Data Management and
anecdotally, from informal discussions
with industry representatives of health
plans and vendors. There were no
surveys or proprietary data available
from the BlueCross BlueShield
Association (BCBSA), the American
Medical Association (AMA), the
American Hospital Association (AHA),
America’s Health Insurance Plans
(AHIP), The Association for Electronic
Health Care Transactions (AFEHCT),
X12, HL7 or any other professional
organization or SDO.

The 1993 study by WEDI suggested
that 25 percent of all health care claims
required support by an attachment or
additional documentation. Though
these data on attachments are over 10
years old, they are currently the only set
of broad-based information available
from the industry. We acknowledge that
this 1993 statistic does not take into
account changes that have occurred
following implementation of the HIPAA
Transaction and Privacy Rules, nor
more recent health plan business rule
changes for how claims are adjudicated
and what attachments are now being
requested. Nonetheless, these are the
most comprehensive data available. If
current attachment statistics exist, we
hope the industry and/or its
representatives will provide those data
during the comment period.

We also assume in this impact
analysis that electronic health care
claims attachments would not be
implemented at all, and certainly not
with uniform standards, in the absence
of this rule. This assumption is based on
direct industry comment, and current
industry practice to date—very few
attachments are being sent

electronically today; and vendors,
health plans and health care providers
say that they will not move forward on
this until the HIPAA standards are
adopted. The early evidence from the
current pilot bears this out, as the
hospital providers have said that they
will not undertake full scale
implementation until the regulation is
published.

The following assumptions are based
upon anecdotal comments by industry
professionals, as well as the
Department’s general knowledge of
present circumstances in the health care
industry. Beyond our anecdotal
information, and subsequent
assumptions, the only available data we
have for hospitals and physicians,
indicates that their services represent
over 50 percent of the claims submitted
annually. Furthermore, their services
are likely to be those most affected by
the six electronic attachments proposed
in this rule. One subject matter expert
from a national health plan indicated
that 50 percent of all claims attachments
are likely to be represented by the six
attachment types named here. We
request comments and any data that will
supplement these and all other
assumptions in this section:

¢ Few health care claims attachments
are requested or submitted using an
electronic format of any kind.

e Preparation and processing of
electronic claims attachments (requests
and responses) will entail workload
effort that is similar in complexity and
duration as that associated with the
preparation and processing of an
electronic claim, for both health care
providers and health plans.

¢ The volume of unsolicited
attachments accompanying original
health care claims today is relatively
small.

e Health care providers will not all be
equally impacted by the electronic
claims attachment standards. Some
health care provider types (for example,
ambulance companies, providers of
rehabilitation services, and hospitals or
other facilities that operate emergency
departments) are more likely to elect to
conduct attachment transactions
electronically because of the frequency
of the requests. Other health care
providers may decide to implement the
transactions later, opting to continue
providing requested information via
paper-to-paper fax or paper copies in
the short term.

The cost and benefit analysis is
separated into various sub-sections
below. In addition, there is a section
that discusses the financial impact of
implementation covering a 5-year time
span, from 2007 to 2011. We use a five
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year time span to match the remainder
of the 10-year period that was used in
the Transaction Rule; that analysis
calculated costs and benefits through
2011.

2. Cost and Benefit Analysis for Health
Plans

a. Health plans may incur the
following implementation costs:

e Learning about and training staff on
the new claims attachment standards,
the X12 implementation guides, HL7
AIS booklets, and LOINC codes®.

e Programming systems to
accommodate the new transaction types,
messaging standards, and codes.

¢ Installing LOINC® codes.

¢ Mapping the LOINC® codes to the
current attachment request reason
codes.

¢ Acquiring translator capability to
process HL7 messages.

¢ Telecommunication expansion.

¢ Server expansion to retain
electronic records.

e Other potential software upgrades
for browsing, translating, and validating,
as well as internal controlling or
messaging/routing functions.

e Health care clearinghouse fees.

¢ Acquiring XML expertise.

¢ Changing business practices and
retraining staff to accommodate
electronic attachments versus paper
attachments and records.

These items should not represent
unusual expenditures, as some of the
same kinds of tasks will have been
accomplished through HIPAA
Transaction compliance activities. We
also understand that several firms that
provide translators already have HL7
capabilities in their HIPAA-capable
translators.

b. Health plan savings could accrue
from:

e Using standardized attachment
requests.

¢ Receiving consistent response
information.

¢ Eliminating paper documents and
the manual efforts to request, receive,
process, and handle the documents.

¢ Reducing postage costs.

o The ability to electronically
adjudicate health care claims supported
by an electronically submitted
attachment.

We solicit industry input as to the
anticipated implementation costs for
technical, business and operational
changes that may be required, as well as
anticipated savings.

3. Cost and Benefit Analysis for Covered
Health Care Providers

a. Covered health care providers may
incur the following implementation
costs:

o Learning about and training staff on
the new electronic claims attachment
standards, the X12 implementation
guides, HL7 AIS and LOINC® codes.

e Programming systems to
accommodate the new transaction types,
messaging standards, and codes.

e Mapping the LOINC® codes to
current proprietary codes.

¢ Installing LOINC® codes.

¢ Software and/or vendor fees.

e Practice management system
vendor fees and charges.

o Health care clearinghouse fees.

e Changing business practices and re-
training staff to enter different data,
perform different functions, conduct
different procedures.

o Purchasing or expanding server
space.

e Acquiring XML expertise.

o Purchasing or enhancing translator
software.

¢ Telecommunication expansion.

o Utility conversion programs.

Again, many of these items should not
represent unusual expenditures for
covered health care providers and/or
their business associates, as some of the
same kinds of tasks will have been
accomplished through HIPAA
transactions compliance activities to
date. Small practices that have practice
management or software maintenance
agreements are likely to be provided
with appropriate software upgrades at
modest costs, in view of the market
competition for that business sector.
Covered health care providers with their
own EDI software may incur some
added costs to obtain HL7 capabilities
for their translators. The costs for
covered health care providers to
implement this proposal for electronic
attachments to health care claims are
not considered to be significant and
many implementation costs for
transactions were estimated to be one-
time expenditures rather than recurring
ones.

b. Savings could accrue from the
following:

e Use of standardized, predictable
attachments, and formats rather than
numerous proprietary forms associated
with individual health plan
requirements.

e Reduction of paper documents and
manual efforts to receive, process, and
respond to requests.

¢ Reduction in postage and mailing
costs.

¢ Reduction in labor costs.

e Minimization of ambiguities, which
frequently result in multiple
communication exchanges before the
desired information is correctly
identified and provided.

e Application of automation by
covered health care providers with

electronic record systems to support the
rapid retrieval of information, and
respond to requests.

e More accurate tracking and receipt
of attachment information, resulting in
fewer lost documents.

¢ Receipt of payment more quickly.

We solicit industry input as to the
anticipated implementation costs for
technical, business and operational
changes that may be required, as well as
on anticipated savings.

We do not make any assumptions
about the fiscal impact to
clearinghouses, because there was no
baseline data in the 1993 WEDI report,
and no current data on their costs for
implementing the HIPAA transactions
over the past several years. Nonetheless,
we believe that costs would be similar
to those incurred by both health plans
and health care providers, because of
the programming, mapping, translating
and storage functions for which they
may be responsible. We anticipate that
AFEHCT, HIMSS and AHIMA, to name
a few associations, will compile data on
costs and potential savings for their
constituents in order to avoid concerns
over proprietary and competitive data.
Such deidentified data may be useful for
comments on this proposal. A vendor
forum held in August 2005 may
encourage analysis within the industry
itself.

4. Cost and Benefit Estimates

a. Costs of Implementation: The
transaction standards proposed in this
rule are in the same family of X12
standards as the other HIPAA-mandated
transactions. Therefore, any new
activities necessary to implement the
electronic health care claims attachment
transactions should be consistent with
what has already been done, and may be
largely in place. The HL7 message
standard is used in many clinical
settings already, and laboratories and
some other health care organizations use
the LOINGC® codes.

While the Department had estimated
costs in the impact analysis for the other
transactions adopted under the
Transaction Rule, we believe that
covered entities now have data
regarding the actual costs for this
implementation, and are themselves in
the best position to provide current data
regarding the implementation costs of
this proposal.

The 1993 WEDI report did not
provide data specific to claims
attachments, and no reports since that
time have attempted to quantify
volumes or costs. The report was
extremely limited in data for health
plans on this subject.
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electronic health care claims
attachments would likely cost 10
percent of what covered entities
expended on their overall HIPAA
implementation efforts. We use this
figure for our cost estimates below. It is
the only current figure available,
following extensive research and
discussion over the past 18 months. If
the industry submits sufficiently robust

In light of existing limitations, we
repeat our solicitation for
implementation cost information from
affected entities. We are providing high-
level cost and savings estimates in this
proposed rule based on the 1993 data
and the final Transactions Rule.
Anecdotally, we have heard from
industry representatives that
implementing the standards for

data to allow for a reasonable analysis
of costs and savings, updated estimates
may be provided in the final rule on
these standards.

The tables below illustrate the
estimated costs for health plans and
health care providers to implement
electronic health care claims
attachments.

TABLE 3.—FIVE YEAR COSTS FROM TRANSACTIONS RULE

[In billions]

2007

Providers
Health plans
10% of costs

We used Table 4 from the
Transactions Rule to demonstrate an
estimate of implementation costs for
electronic health care claims
attachments for both health plans and
providers. Using the recent informal
industry estimate that implementation
of the electronic health care claims
attachments standards would cost 10
percent of what covered entities spent
on overall HIPAA implementation
yields an estimate of $120 million in
each of the first 2 years for both sectors.
The first 3 years are deemed to have the
implementation costs, while future
expenses are related to operations, and
not reflected in implementation
estimates.

submitted in the year 2000.
Furthermore, of the 5.1 billion health
claims submitted, Gartner believes that
486 million claims were from hospitals
and 1.9 billion claims were from
physicians. This translates to
approximately 10 percent and 38
percent of all health claims being
submitted by hospitals and physicians
respectively.

To predict a trend for total annual
physician and hospital claims beyond
the year 2000 figures provided by the
consulting firm, we used the CMS
growth rates of Medicare Parts A & B
claims from 2001 through 2005 (listed
in the CMS Justification of Estimates for
Appropriations Committees Fiscal Year
2005 Report (DHHS)) and applied those
as the associated growth rates for our
physician and hospital health claims
model for 2001 through 2005.
Furthermore, for the years 2006 through
2011, we assumed the continued 2005
Parts A and B average growth rate of 4
percent for physician and hospital

b. Benefits of Implementation

In order to estimate the benefits of
electronic claims attachments, we
applied the methodology described
below. According to Gartner, Inc., a
management research and consulting
firm, 5.1 billion health care claims were

claims. Table 4 below, Total Health Care
Claims (in millions), presents a low-
high sensitivity range for the number of
physician and hospital claims for years
2007 through 2011. Our model uses
2007 as the first year; since this is the
anticipated year covered entities will
need to be compliant with the
regulation.

As stated earlier, this proposed rule
uses a 5-year period for its analysis, in
order to synchronize its potential
implementation schedule with the date
line established in the original
Transactions Rule. Since the initial
compliance date for the Transactions
Rule was 2002, the end date for that
analysis was 2011. In this proposed
rule, we begin our estimates in 2007,
and end in 2011.

The Table below (Table 4) reflects the
estimated number of claims for years
2007 through 2011. As part of a
sensitivity analysis, the high numbers
reflect a 30 percent increase in the
claims count for the same years.

TABLE 4.—TOTAL HEALTH CARE CLAIMS—PHYSICIANS AND HOSPITALS

2007 2008 2009 2010 2011
Low High Low High Low High Low High Low High
Physician Claims .........cccoceviiiiiiiii s 2,832 | 3,682 | 2,946 | 3,829 | 3,064 | 3,983 | 3,186 | 4,142 | 3,314 | 4,308
Hospital Claims ........coooiiiiiii e, 708 921 736 957 766 996 797 | 1,035 828 | 1,077

The 1993 WEDI Report concluded
that 25 percent of all health care claims
require some sort of additional
documentation, or attachment. Current
anecdotal estimates are that 50 percent
of all attachments are represented by
those included in this proposed rule. As
these are the only data available, we
assumed 50 percent of the rate of 25
percent for attachments on our
estimated physician and hospital health

claims for each year from 2007 through
2011; or 12.5 percent of all claims. We
know this results in a large number of
potential claims attachments; and this
number is undoubtedly higher than the
number of claims that might actually
require one of the six electronic
attachment types proposed here.
Nonetheless, we do not have any hard
industry data on what percent of claims
are submitted for the six service and

procedure electronic claims attachment
types proposed here, nor what volumes
these represent of the total number of
attachment types required by a
significant number of health plans.
Again, we solicit data from health care
providers and health plans on this topic.
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TABLE 5.—TOTAL HEALTH CARE CLAIMS ATTACHMENTS—PHYSICIANS AND HOSPITALS

[In millions]
2007 2008 2009 2010 2011
Low High Low High Low High Low High Low High
Attachments volume: 50 percent of the estimated 25 per-
cent of all Physician Claims ........cccccceviiiiieiiecniieieeee 354 460 368 458 383 498 398 518 414 538
Attachments volume: 50 percent of the estimated 25 per-
cent of all Hospital Claims ........cc.ccoeoieriinieeiiececieeee 89 115 92 119 96 124 100 129 104 135

Table 5 shows the number of
electronic health care claims
attachments that could potentially be
required for health care claims (in
millions), in spite of the increase in
electronic data exchange through the
other HIPAA transactions. The data are
shown from a low range to a high range
to demonstrate that the volumes are
large in either case.

According to the 1993 WEDI Report,
operational savings per transaction
through the use of electronically
submitted claims varies between $1.01
to $1.96 for physicians and $0.64 to
$1.07 for hospitals, net of transaction
costs (assumed to be up to $0.50 per
claim). WEDI believed that conversion
from a paper-based process to an
electronic transaction process would
include savings on labor costs as a result
of standardized information and
procedures, and a decrease in non-
personnel expenses such as postage,

telephone, and forms. Other savings
may accrue to covered health care
providers because they will experience
a reduction in the days between claims
submission and claims payment. Since
there was no other quantitative
information from the industry outlining
the costs and benefits of the transition
to EDI, we constructed our estimates by
using the WEDI operational savings
figures above in our assumptions and
calculations. We note here that the
WEDI report did not estimate a per
transaction cost for electronic
attachments or medical records
exchange between a health care
provider and a health plan. WEDI
provided an estimate of a net savings
potential of $1.5 billion in labor from
copying and shipment of medical
records between health care providers,
though not for the purpose of claims
attachments.

For physicians, we assumed the WEDI
operational savings of $1.01 within our
low category and $1.96 within our high
category for each of the 5-year
calculations. For hospitals, we assumed
the WEDI operational savings of $0.64
within our low category and $1.07
within our high category for each of the
5-year calculations. We do not provide
any savings assumptions for health
plans, as no relevant data were available
through any reports shared with us. We
hope that the health plan industry will
submit such data to HHS during the
comment period. We also note here that
operational savings calculations include
costs and savings (costs less savings
equal operational savings with this
methodology). In this proposed rule, we
attempt to reflect cost and savings
estimates based on available research as
well as current informal and anecdotal
input from industry subject matter
experts.

TABLE 6.—OPERATIONAL SAVINGS FROM ELECTRONIC HEALTH CARE CLAIMS ATTACHMENTS—PHYSICIANS AND

HOSPITALS
[In millions]
2007 2008 2009 2010 2011
Low High Low High Low High Low High Low High
Physicians 358 902 372 938 387 976 402 | 1,015 418 | 1,055
HOSPIAIS ..ot 57 123 59 98 61 133 64 138 66 144
Operational SaviNgS .......cccecveeririiieiieeieesie e 415 | 1,025 431 | 1,036 448 | 1,109 466 | 1,153 485 | 1,199

Table 6, Operational Savings from
Electronic Health Care Claims
Attachments (in $ millions), shows the
total operational savings that could be
achieved. The calculations for number
of claims attachments are made using
the figures in Table 5 and the WEDI
savings assumptions for physicians and
hospitals.

Next, we assumed a fairly optimistic
rate of adoption for the electronic health
care claims attachment transactions,
because, based on Medicare’s
experience, two years past the
compliance date for the original set of
transactions, 99 percent of the claims

being submitted are in HIPAA
compliant formats. We believe that most
covered entities will choose to
implement the human variant option
first, which does not have significant
technical complexities. Therefore, we
use the following conversion factors, or
“adoption rates” from paper to
electronic attachments: 5 percent for
2007, 20 percent for 2008, 50 percent for
2009, 75 percent for 2010, and 90
percent for 2011. For example, using the
low end of attachment volumes found in
Table 5, 5 percent of the 354 million
attachments (total low) for physician
claims are expected to be converted

from paper to electronic processing by
the end of the year 2007. We used lower
conversion rates for the first few years
of implementation because not all paper
attachments can automatically be
moved to an electronic process; and
only six attachment types have
approved HL7 specifications at present.
The conversion factors were based on
the 1993 WEDI report, which as has
been stated, remains the only available
data source. However, as mentioned
earlier, HIPAA compliance and
adoption rates are promising, just 2
years after the compliance date.
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TABLE 7.—OPERATIONAL SAVINGS FROM ELECTRONIC HEALTH CARE CLAIMS ATTACHMENTS BASED ON SPECIFIC RATES

OF CONVERSION

[In millions]
2007 2008 2009 2010 2011
(@ 5 percent | (@ 20 percent | (@ 50 percent | (@ 75 percent | (@ 90 per-
conversion) conversion) conversion) conversion) cent conver-
sion)
Low High Low High Low High Low High Low High
Total Operational Savings for each conversion factor ........ 21 51 86 213 224 554 349 865 436 | 1,079

Table 7 represents operational savings
from electronic health care claims
attachments using the estimated
conversion factors. We took the
operational savings figures shown in
Table 6 and applied the conversion rates
for each of the 5 years.

In its A—4 circular, the Office of
Management and Budget (OMB)

requires all cost-benefit analyses to
provide estimates of net benefits using
both 3 percent and 7 percent discount
rates (Office of Management and Budget,
Circular A—4, September 17, 2003).
Table 8, 5-Year (2007 through 2011)
Total Operational Savings (in $
millions), shows the potential savings

that could be attained for physicians
and hospitals when using the standard
for electronic attachments. These figures
take into account both undiscounted
and discounted (3 percent and 7
percent) amounts, respectively, as well
as annualized savings.

TABLE 8.—FIVE-YEAR (2007 THROUGH 2011) OPERATIONAL SAVINGS ($ MILLIONS)—DISCOUNTED (3 PERCENT AND 7

PERCENT) AND ANNUALIZED PROJECTIONS

[In millions]
Total savings Total savings Annualized savings Annualized savings
(discounted at 3 per- | (discounted at 7 per- (discounted at 3 per- | (discounted at 7 per-
cent) cent) cent) cent)
Low High Low High Low High Low High
Total Operational Savings Achieved Using
Conversion Factor for Paper to Electronic
Attachments .......ccccooeveeienniee e 1,023 2,532 915 2,264 205 506 183 453

As final explanation of our use of the
older formal data, and current informal
estimates, in preparing this proposed
rule we conducted extensive research to
obtain up-to-date information. Data
regarding paper versus electronic claims
were not available beyond the year
2000, perhaps in preparation for HIPAA
and the assumption that data would be
available post implementation. We used
a variety of other resources, including
Medicare claims data, external research
organizations such as Gartner, and
contractors to estimate the number of
electronic health care claims
attachments, conversion rates,
operational savings for each conversion
factor, and total operation savings. The
newly established Office of the National
Coordinator for Health Information
Technology (ONCHIT) also did not have
current data that have provided any
further insight for the impact analysis.
Studies pertaining to the adoption of
electronic medical record systems (EMR
or EHR) and the integration of those
with financial and administrative
systems may be able to provide some
useful information for the final rule in
a few years time, but there is none

available today related to electronic
health care claims attachments.

OMB requires that all agencies
provide estimates using net present
values. OMB recommends the use of 3
percent and 7 percent discount rates
based on current cost of capital. The
discounted totals in Table 8 are based
on these rates, and begin in 2007.

5. Conclusions

As shown in Table 3, Costs
Associated with Electronic Health Care
Claims Attachments, the estimated costs
are $120 million dollars for the first 2
years, and slightly less in the third year.
With regard to operational savings, the
range is from $414 million to $1.1
billion over five years. In calendar year
2007, maximum operational savings, for
both physicians and hospitals, is
estimated to range between $414 million
to $1 billion.

When we use the term “conversion
rate,” we use it to mean the transition
from a paper-based system to an EDI
based process. As table 7 shows, using
the assumed first year conversion rate of
5 percent yields an estimated total
operational savings range of $21 million
to $51 million. For 2008, the estimated

operational savings, for both physicians
and hospitals, ranges between $431
million and $1 billion. Using the
assumed second year conversion rate of
20 percent could yield an estimated
total operational savings range of $86
million to $213 million. For 2009, the
estimated operational savings, for both
physicians and hospitals, ranges
between $448 million and $1.1 billion.
Using the assumed third year
conversion rate of 50 percent yields an
estimated total operational savings
range of $224 million to $554 million.
In 2010, the estimated operational
savings, for both physicians and
hospitals, ranges between $466 million
and $1.1 billion. Using the assumed
fourth year conversion rate of 75 percent
yields an estimated operational savings
range of $349 million to $865 million.
In 2011, the estimated total maximum
operational savings, for both physicians
and hospitals, ranges between $485
million and $1 billion. Using the
assumed fifth year conversion rate of 90
percent yields an estimated total
operational savings range of $436
million to $1 billion.

The 5-year (2007 through 2011) total
operational savings presented in Table 8
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shows a total operational savings range,
for physicians and hospitals, of $1
billion to $2.5 billion, using the 3
percent discounted rate. While using the
7 percent discounted rate translates to a
total operational savings range of $915
million to $2.2 billion. In addition, this
table shows an annualized operational
savings range, for physicians and
hospitals, between $205 million and
$506 million using the 3 percent
discounted rate, and between $183
million and $453 million using the 7
percent discounted rate.

In accordance with the provisions of
Executive Order 12866, this proposed
rule has been reviewed by the Office of
Management and Budget.

C. Guiding Principles for Standard
Selection

1. Overview

The implementation teams charged
with designating standards under the
statute have defined, with significant
input from the health care industry, a
set of common criteria for evaluating
potential standards. These criteria were
based on direct specifications in the
HIPAA, the purpose of the law, those
principles that support the regulatory
philosophy set forth in Executive Order
12866 of September 30, 1993, and the
PRA of 1995. In order to be designated
as a standard, a proposed standard
should do the following:

e Improve the efficiency and
effectiveness of the health care system
by leading to cost reductions for, or
improvements in, benefits from
electronic HIPAA health care
transactions. This principle supports the
regulatory goals of cost-effectiveness
and avoidance of burden.

e Meet the needs of the health data
standards user community, particularly
covered health care providers, health
plans, and health care clearinghouses.
This principle supports the regulatory
goal of cost-effectiveness.

¢ Be consistent and uniform with the
other HIPAA standards (that is, their
data element definitions and codes and
their privacy and security requirements)
and, secondarily, with other private and
public sector health data standards. This
principle supports the regulatory goals
of consistency and avoidance of
incompatibility, and it establishes a
performance objective for the standard.

e Have low additional development
and implementation costs relative to the
benefits of using the standard. This
principle supports the regulatory goals
of cost-effectiveness and avoidance of
burden.

¢ Be supported by an ANSI-
Accredited Standards Developing

Organization or other private or public
organization that would ensure
continuity and efficient updating of the
standard over time. This principle
supports the regulatory goal of
predictability.

e Have timely development, testing,
implementation, and updating
procedures to achieve administrative
simplification benefits faster. This
principle establishes a performance
objective for the standard.

¢ Be technologically independent of
the computer platforms and
transmission protocols used in HIPAA
health transactions, except when they
are explicitly part of the standard. This
principle establishes a performance
objective for the standard and supports
the regulatory goal of flexibility.

e Be precise and unambiguous but as
simple as possible. This principle
supports the regulatory goals of
predictability and simplicity.

¢ Keep data collection and paperwork
burdens on users as low as is feasible.
This principle supports the regulatory
goals of cost-effectiveness and
avoidance of duplication and burden.

o Incorporate flexibility to adapt more
easily to changes in the health care
infrastructure (such as new services,
organizations, and provider types) and
information technology. This principle
supports the regulatory goals of
flexibility and encouragement of
innovation.

We believe that the standards being
proposed in this regulation meet the
requirements of these guidelines.

2. General

Converting to any standard would
result in one-time conversion costs for
covered health care providers, health
care clearinghouses, and health plans.
Some covered health care providers and
health plans would incur those costs
directly and others may incur them in
the form of a fee from health care
clearinghouses or, for covered health
care providers, other agents such as
practice management and software
system vendors. We do not include
estimated costs to health care
clearinghouses in our analysis, since
these costs are incurred on behalf of
covered health care providers and
health plans, and are ultimately borne
by them. Including health care
clearinghouse costs in this analysis
would therefore count those costs twice.

We also do not include estimated
costs for health plans in this analysis,
because no relevant data were available.
The lack of data overall is discussed in
the section called “limitations.”

The standards named in this proposed
rule compare favorably with typical

ASC X12 and HL7 standards and code
sets in terms of simplicity, ease of use
and cost. Covered entities have a variety
of ways in which they can choose to
send and/or receive an ASC X12
transaction or HL7 message, including
internal reprogramming of their own
systems, contracting with vendors and
purchasing off-the-shelf translator, or
interface engine programs.

The selection of the LOINC® code set
for conveying meaningful information
between trading partners represents
another opportunity to control user
costs, since this code set is available for
use without payment of licensing fees.

List of Subjects in 45 CFR Part 162

Administrative practice and
procedure, Electronic transactions,
Health facilities, Health insurance,
Hospitals, Incorporation by reference,
Medicare, Medicaid, Reporting and
recordkeeping requirements.

For the reasons set forth in the
preamble, the Department of Health and
Human Services proposes to amend 45
CFR subtitle A, subchapter C, part 162
to read as follows:

PART 162—ADMINISTRATIVE
REQUIREMENTS

1. The authority citation for part 162
is revised to read as follows:

Authority: 42 U.S.C. 1320d-1320d-8, as
amended, and sec. 264 of Pub. L. 104-191,
110 Stat. 2033-2034 (42 U.S.C. 1320d-2
(note)).

2.1In §162.103, the introductory text
to the section is republished, and a
definition for “LOINC®” is added in
alphabetical order to read as follows:

§162.103 Definitions.

For purposes of this part, the
following definitions apply:
* * * * *

LOINC® stands for Logical
Observation Identifiers Names and
Codes.

* * * * *

3.In §162.920, the following changes
are made:

A. The section heading is revised.

B. The introductory text is revised.

C. New paragraph (a)(10) is added.

D. New paragraph (a)(11) is added.

E. New paragraph (c) is added.

The changes read as follows:

§162.920 Availability of implementation
specifications and guides.

A person or an organization may
directly request copies of the
implementation standards described in
subparts I through S of this part, from
the publishers listed in this section. The
Director of the Office of the Federal
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Register approves the implementation
specifications and guides described in
this section for incorporation by
reference in subparts I through S of this
part in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. The implementation
specifications and guides described in
this paragraph are also available for
inspection by the public at the Centers
for Medicare & Medicaid Services, 7500
Security Boulevard, Baltimore,
Maryland 21244 or at the National
Archives and Records Administration
(NARA). For information on the
availability of this material at NARA,
call 202-741-6030, or go to: http://
www.archives.gov/federal_register/
code_of_federal_regulations/
ibr_locations.html. Copy requests must
be accompanied by the name of the
standard, number, if applicable, and
version number. Implementation
specifications and guides are available
for the following transactions:

(a) ASC X12N specifications. * * *

(10) The ASC X12N 277—Health Care
Claim Request for Additional
Information, Version 4050
(004050X150), May 2004, Washington
Publishing Company as referenced in
§162.1915.

(11) The ASC X12N 275—Additional
Information to Support a Health Care
Claim or Encounter, Version 4050
(004050X151), May 2004, Washington
Publishing Company as referenced in
§162.1925.

(c) HL7 specifications. (1) The HL7
CDAR1AIS0000R021 Additional
Information Specification
Implementation Guide, Release 2.1
(based on HL7 CDA Release 1.0), May
2004, Health Level Seven, Inc. The AIS
Implementation Guide for the HL7
standard may be obtained from Health
Level Seven, Inc., 3300 Washtenaw
Avenue, Suite 227, Ann Arbor, MI
48104—4250, or via the Internet at http://
www.hl7.org; or from the Washington
Publishing Company, PMB 161, 5284
Randolph Road, Rockville, MD 20852,
or via the Internet at http://www.wpc-
edi.com/.

(2) The HL7 Additional Information
Specifications for each of the six
attachments listed in §162.1915 and
§162.1925 may be obtained from Health
Level Seven, Inc., 3300 Washtenaw
Avenue, Suite 227, Ann Arbor, MI
48104-4250, or via the Internet at http://
www.hl7.org; or from Washington
Publishing Company, PMB 161, 5284
Randolph Road, Rockville, MD 20852,
or via the Internet at
http://www.wpc-edi.com/. The six HL7
AIS documents are:

(i) Ambulance services information:
The CDAR1AIS0001R021 Additional

Information Specification 0001,
Ambulance Service Attachment, Release
2.1, based on HL7 CDA Release 1.0, May
2004, as referenced in §162.1915(b)(1)
and §162.1925(c)(1).

(ii) Emergency department
information: The CDAR1AIS0002R021
Additional Information Specification
0002: Emergency Department
Attachment, Release 2.1, based on HL7
CDA Release 1.0, May 2004, as
referenced in §162.1915(b)(2) and
§162.1925(c)(2).

(iii) Rehabilitation services
information: The CDAR1AIS0003R021.
Additional Information Specification
0003: Rehabilitation Services
Attachment, Release 2.1, based on HL7
CDA Release 1.0, May 2004, as
referenced in §162.1915(b)(3) and
§162.1925(c)(3).

(iv) Clinical reports information: The
CDAR1AIS0004R021 Additional
Information Specification 0004: Clinical
Reports Attachment, Release 2.1, based
on HL7 CDA Release 1.0, May 2004, as
referenced in §162.1915(b)(4) and
§162.1925(c)(4).

(v) Laboratory results information:
The CDAR1AIS0005R021 Additional
Information Specification 0005:
Laboratory Results Attachment, Release
2.1, based on HL7 CDA Release 1.0, May
2004, as referenced in §162.1915(b)(5)
and §162.1925(c)(5).

(vi) Medications information: The
CDAR1AIS0006R021 Additional
Information Specification 0006:
Medications Attachment, Release 2.1,
based on HL7 CDA Release 1.0, May
2004, as referenced in §162.1915(b)(6)
and §162.1925(c)(6).

(3) The LOINC® Modifier Codes
booklet “for use with ASC X12N 277
Implementation Guides when
requesting Additional Information,” is
available from Washington Publishing
Company, PMB 161, 5284 Randolph
Road, Rockville, MD 20852, or via the
Internet at http://www.wpc-edi.com/.

4.In §162.1002, paragraph (c) is
added to read as follows:

§162.1002 Medical data code sets.

(c) For the period beginning [24
months after the effective date of the
final rule published in the Federal
Register]: Logical Observation
Identifiers Names and Codes®
(LOINC®), as maintained and
distributed by the Regenstrief Institute
and the LOINC® Committee. The
LOINC® database may be obtained from
the Regenstrief Institute Web site at the
following Internet address: http://
www.regenstrief.org/loinc/loinc.htm.
Users without access to the Internet may
obtain the LOINC® database from the

Regenstrief Institute, c/o LOINC®, 1050
West Wishard Blvd., Indianapolis, IN
46202.

5. A new subpart S is added to part
162 to read as follows:

Subpart S—Electronic Health Care Claims

Attachments

Sec.

162.1900 Definitions.

162.1905 Requirements for covered entities.

162.1910 Electronic health care claims
attachment request transaction.

162.1915 Standards and implementation
specifications for the electronic health
care claims attachment request
transaction.

162.1920 Electronic health care claims
attachment response transaction.

162.1925 Standards and implementation
specifications for the electronic health
care claims attachment response
transaction.

162.1930 Initial compliance dates for the
electronic health care claims attachment
response and electronic health care
claims attachment request transaction
standards.

Subpart S—Electronic Health Care
Claims Attachments

§162.1900 Definitions.

Ambulance services means health
care services provided by land, water, or
air transport and the procedures and
supplies used during the trip by the
transport personnel to assess, treat or
monitor the individual until arrival at
the hospital, emergency department,
home or other destination. Ambulance
documentation may also include non-
clinical information such as the
destination justification and ordering
practitioner.

Attachment information means the
supplemental health information
needed to support a specific health care
claim.

Clinical reports means reports,
studies, or notes, including tests,
procedures, and other clinical results,
used to analyze and/or document an
individual’s medical condition.

Emergency department means a
health care facility or department of a
hospital that provides acute medical
and surgical care and services on an
ambulatory basis to individuals who
require immediate care primarily in
critical or life-threatening situations.

Laboratory results means the clinical
information resulting from tests
conducted by entities furnishing
biological, microbiological, serological,
chemical, immunohematological,
hematological, biophysical, cytological,
pathology, or other examinations of
materials from the human body.

Medications means those drugs and
biologics that the individual is already
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taking, that are ordered for the
individual during the course of
treatment, or that are ordered for an
individual after treatment has been
furnished.

Rehabilitation services means those
therapy services provided for the
primary purpose of assisting in an
individual’s rehabilitation program of
evaluation and services. These services
are: Cardiac rehabilitation, medical
social services, occupational therapy,
physical therapy, respiratory therapy,
skilled nursing, speech therapy,
psychiatric rehabilitation, and alcohol
and substance abuse rehabilitation.

§162.1905 Requirements for covered
entities.

When using electronic media to
conduct a health care claims attachment
request transaction or a health care
claims attachment response transaction,
a covered entity must comply with the
applicable standards of this subpart if:

(a) Information not contained in a
health care claim is needed for the
adjudication of that health care claim;
and

(b) The health care claim is for one or
more of the following types of services:

(1) Ambulance services;

(2) Emergency department services;

(3) Rehabilitation services; or

(c) The additional information
requested is for one or more of the
following types of information:

(1) Clinical reports;

(2) Laboratory results; or

(3) Medications.

§162.1910 Electronic health care claims
attachment request transaction.

(a) The health care claims attachment
request transaction is the transmission,
from a health plan to a health care
provider, of a request for attachment
information to support the adjudication
of a specific health care claim. A health
plan may make such a request—

(1) Upon receipt of the health care
claim;

(2) In advance of submission of the
health care claim; or

(3) Through instructions for a specific
type of health care claim which permit
a health care provider to submit
attachment information on an
unsolicited basis each time such type of
claim is submitted.

(b) If a health plan conducts a health
care claims attachment request
transaction using electronic media and
the attachment information requested is
of a type described at §162.1905 , the
plan must conduct the transaction in
accordance with the appropriate
provisions of §162.1915.

(c) A health plan that conducts a
health care claims attachment request

transaction using electronic media, must
submit complete requests and identify
in the transaction, all of the attachment
information needed to adjudicate the
claim, which can be requested by means
of the transaction.

(d) The health care claims attachment
request transaction sent using electronic
media, is comprised of two component
parts:

(1) The general request structure that
identifies the related claim; and

(2) The LOINC® codes and LOINC®
modifiers identifying the attachment
information being requested.

§162.1915 Standards and implementation
specifications for the electronic health care
claims attachment request transaction.

The Secretary adopts the following
standards and implementation
specifications for the electronic health
care claims attachment request
transaction:

(a) The ASC X12N 277—Health Care
Claim Request for Additional
Information, Version 4050, May 2004,
Washington Publishing Company,
004050X150 (incorporated by reference
in §162.920).

(b) The following HL7 AIS documents
to convey the LOINC® codes that
identify the attachment type and
specific information being requested—

(1) Ambulance services information:
The CDAR1AIS0001R021 Additional
Information Specification 0001,
Ambulance Service Attachment, Release
2.1, based on HL.7 CDA Release 1.0
(incorporated by reference in §162.920);

(2) Emergency department
information: The CDAR1AIS0002R021
Additional Information Specification
0002: Emergency Department
Attachment, Release 2.1, based on HL7
CDA Release 1.0 (incorporated by
reference in §162.920);

(3) Rehabilitation services
information: The CDAR1AIS0003R021.
Additional Information Specification
0003: Rehabilitation Services
Attachment, Release 2.1, based on HL7
CDA Release 1.0 (incorporated by
reference in §162.920);

(4) Clinical reports information: The
CDAR1AIS0004R021 Additional
Information Specification 0004: Clinical
Reports Attachment, Release 2.1, based
on HL7 CDA Release 1.0 (incorporated
by reference in §162.920);

(5) Laboratory results information:
The CDAR1AIS0005R021 Additional
Information Specification 0005:
Laboratory Results Attachment, Release
2.1, based on HL.7 CDA Release 1.0
(incorporated by reference in §162.920).

(6) Medications information: The
CDAR1AIS0006R021 Additional
Information Specification 0006:

Medications Attachment, Release 2.1,
based on HL7 CDA Release 1.0
(incorporated by reference in §162.920).

§162.1920 Electronic health care claims
attachment response transaction.

(a) The health care claims attachment
response transaction is the transmission
of attachment information, from a health
care provider to a health plan, in
response to a request from the health
plan for the information.

(b) If a health care provider conducts
a health care claims attachment
transaction using electronic media, and
the attachment information is of the
type described at §162.1905, the health
care provider must conduct the
transaction in accordance with the
appropriate provisions of §162.1925.

(c) A health care provider that
conducts a health care claims
attachment response transaction using
electronic media must submit a
complete response by providing, to the
extent available, all of the requested
attachment information or other
appropriate response in the transaction.

(d) A health care provider that sends
scanned images and text documents in
the attachment transaction, for the
human decision variants, is not required
to use the LOINC® codes as the
response, other than to repeat the
LOINC® codes used in the request.
Response information may be free text,
scanned documents, or an embedded
document within the BIN segment of the
response transaction.

(e) A health care provider may submit
an unsolicited response transaction only
upon advance instructions by a health
plan.

§162.1925 Standards and implementation
specifications for the electronic health care
claims attachment response transaction.

The Secretary adopts the following
standards and implementation
specifications for the electronic health
care claims attachment response trans
action:

(a) The ASC X12N 275—Additional
Information to Support a Health Care
Claim or Encounter, Version 4050, May
2004, Washington Publishing Company,
004050X151 (incorporated by reference
in §162.920).

(b) The HL7 Additional Information
Specification Implementation Guide
Release 2.1 (incorporated by reference
in §162.920) for implementing the HL7
Additional Information Specifications to
convey attachment information within
the Binary Data segment of the ASC
X12N 275 (004050x151).

(c) The following HL7 AIS documents
to convey the LOINC® codes that
identify the attachment type and
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specific attachment information being
sent—

(1) Ambulance Services information:
The CDAR1AIS0001R021 Additional
Information Specification 0001:
Ambulance Service Attachment, Release
2.1, based on HL7 CDA Release 1.0
(incorporated by reference in §162.920);

(2) Emergency Department
information: The CDAR1AIS0002R021
Additional Information Specification
0002: Emergency Department
Attachment, Release 2.1, based on HL7
CDA Release 1.0 (incorporated by
reference in §162.920);

(3) Rehabilitation services
information: The CDAR1AIS0003R021
Additional Information Specification
0003: Rehabilitation Services
Attachment, Release 2.1, based on HL7
CDA Release 1.0 (incorporated by
reference in §162.920);

(4) Clinical reports information: The
CDAR1AIS0004R021 Additional
Information Specification 0004: Clinical
Reports Attachment, Release 2.1, based

on HL7 CDA Release 1.0 (incorporated
by reference in §162.920);

(5) Laboratory results information:
The CDAR1AIS0005R021 Additional
Information Specification 0005:
Laboratory Results Attachment, Release
2.1, based on HL.7 CDA Release 1.0
(incorporated by reference in §162.920);
and

(6) Medications information: The
CDAR1AIS0006R021 Additional
Information Specification 0006:
Medications Attachment, Release 2.1,
based on HL7 CDA Release 1.0
(incorporated by reference in §162.920).

§162.1930 Initial compliance dates for the
electronic health care claims attachment

response and electronic health care claims
attachment request transaction standards.

(a) Health care providers. A covered
health care provider must comply with
the applicable requirements of this
subpart S no later than [24 months after
the effective date of the final rule
published in the Federal Register].

(b) Health plans. A health plan must
comply with the applicable
requirements of this subpart S no later
than one of the following dates:

(1) Health plans other than small
health plans—[24 months after the
effective date of the final rule published
in the Federal Register].

(2) Small health plans—[36 months
after the effective date of the final rule
published in the Federal Register].

(c) Health care clearinghouses. A
health care clearinghouse must comply
with the applicable requirements of this
subpart S no later than [24 months after
the effective date of the final rule
published in the Federal Register].

Authority: Sections 1173 and 1175 of the
Social Security Act (42 U.S.C. 1320d-2 and
1320d-4).

Dated: May 27, 2005.

Michael O. Leavitt,

Secretary.

[FR Doc. 05-18927 Filed 9—22-05; 8:45 am)]
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