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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)]
BILLING CODE 4120-01-P



