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Publishing Company, 004010X093, as ref-
erenced in § 162.1402.

(vii) The ASC X12N 834—Benefit En-
rollment and Maintenance, Version
4010, May 2000, Washington Publishing
Company, 004010X095, as referenced in
§ 162.1502.

(viii) The ASC X12N 835—Health Care
Claim Payment/Advice, Version 4010,
May 2000, Washington Publishing Com-
pany, 004010X091, as referenced in
§ 162.1602.

(ix) The ASC X12N 820—Payroll De-
ducted and Other Group Premium Pay-
ment for Insurance Products, Version
4010, May 2000, Washington Publishing
Company, 004010X061, as referenced in
§ 162.1702.

(2) Retail pharmacy specifications. The
implementation specifications for all
retail pharmacy standards may be ob-
tained from the National Council for
Prescription Drug Programs (NCPDP),
4201 North 24th Street, Suite 365, Phoe-
nix, AZ, 85016; telephone 602–957–9105;
and FAX 602–955–0749. It may also be
obtained through the Internet at http:/
/www.ncpdp.org. The implementation
specifications are as follows:

(i) The Telecommunication Standard
Implementation Guide, Version 5 Re-
lease 1, September 1999, National Coun-
cil for Prescription Drug Programs, as
referenced in §§ 162.1102, 162.1202,
162.1602, and 162.1802.

(ii) The Batch Standard Batch Imple-
mentation Guide, Version 1 Release 0,
February 1, 1996, National Council for
Prescription Drug Programs, as ref-
erenced in §§ 162.1102, 162.1202, 162.1602,
and 162.1802.

(b) Incorporations by reference. The Di-
rector of the Office of the Federal Reg-
ister approves the implementation
specifications described in paragraph
(a) of this section for incorporation by
reference in subparts K through R of
this part in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. A copy of the
implementation specifications may be
inspected at the Office of the Federal
Register, 800 North Capitol Street, NW,
Suite 700, Washington, DC.

§ 162.923 Requirements for covered en-
tities.

(a) General rule. Except as otherwise
provided in this part, if a covered enti-
ty conducts with another covered enti-

ty (or within the same covered entity),
using electronic media, a transaction
for which the Secretary has adopted a
standard under this part, the covered
entity must conduct the transaction as
a standard transaction.

(b) Exception for direct data entry
transactions. A health care provider
electing to use direct data entry of-
fered by a health plan to conduct a
transaction for which a standard has
been adopted under this part must use
the applicable data content and data
condition requirements of the standard
when conducting the transaction. The
health care provider is not required to
use the format requirements of the
standard.

(c) Use of a business associate. A cov-
ered entity may use a business asso-
ciate, including a health care clearing-
house, to conduct a transaction cov-
ered by this part. If a covered entity
chooses to use a business associate to
conduct all or part of a transaction on
behalf of the covered entity, the cov-
ered entity must require the business
associate to do the following:

(1) Comply with all applicable re-
quirements of this part.

(2) Require any agent or subcon-
tractor to comply with all applicable
requirements of this part.

§ 162.925 Additional requirements for
health plans.

(a) General rules. (1) If an entity re-
quests a health plan to conduct a
transaction as a standard transaction,
the health plan must do so.

(2) A health plan may not delay or re-
ject a transaction, or attempt to ad-
versely affect the other entity or the
transaction, because the transaction is
a standard transaction.

(3) A health plan may not reject a
standard transaction on the basis that
it contains data elements not needed or
used by the health plan (for example,
coordination of benefits information).

(4) A health plan may not offer an in-
centive for a health care provider to
conduct a transaction covered by this
part as a transaction described under
the exception provided for in
§ 162.923(b).

(5) A health plan that operates as a
health care clearinghouse, or requires
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an entity to use a health care clearing-
house to receive, process, or transmit a
standard transaction may not charge
fees or costs in excess of the fees or
costs for normal telecommunications
that the entity incurs when it directly
transmits, or receives, a standard
transaction to, or from, a health plan.

(b) Coordination of benefits. If a health
plan receives a standard transaction
and coordinates benefits with another
health plan (or another payer), it must
store the coordination of benefits data
it needs to forward the standard trans-
action to the other health plan (or
other payer).

(c) Code sets. A health plan must
meet each of the following require-
ments:

(1) Accept and promptly process any
standard transaction that contains
codes that are valid, as provided in sub-
part J of this part.

(2) Keep code sets for the current bill-
ing period and appeals periods still
open to processing under the terms of
the health plan’s coverage.

§ 162.930 Additional rules for health
care clearinghouses.

When acting as a business associate
for another covered entity, a health
care clearinghouse may perform the
following functions:

(a) Receive a standard transaction on
behalf of the covered entity and trans-
late it into a nonstandard transaction
(for example, nonstandard format and/
or nonstandard data content) for trans-
mission to the covered entity.

(b) Receive a nonstandard trans-
action (for example, nonstandard for-
mat and/or nonstandard data content)
from the covered entity and translate
it into a standard transaction for
transmission on behalf of the covered
entity.

§ 162.940 Exceptions from standards to
permit testing of proposed modi-
fications.

(a) Requests for an exception. An orga-
nization may request an exception
from the use of a standard from the
Secretary to test a proposed modifica-
tion to that standard. For each pro-
posed modification, the organization
must meet the following requirements:

(1) Comparison to a current standard.
Provide a detailed explanation, no
more than 10 pages in length, of how
the proposed modification would be a
significant improvement to the current
standard in terms of the following prin-
ciples:

(i) Improve the efficiency and effec-
tiveness of the health care system by
leading to cost reductions for, or im-
provements in benefits from, electronic
health care transactions.

(ii) Meet the needs of the health data
standards user community, particu-
larly health care providers, health
plans, and health care clearinghouses.

(iii) Be uniform and consistent with
the other standards adopted under this
part and, as appropriate, with other
private and public sector health data
standards.

(iv) Have low additional development
and implementation costs relative to
the benefits of using the standard.

(v) Be supported by an ANSI-accred-
ited SSO or other private or public or-
ganization that would maintain the
standard over time.

(vi) Have timely development, test-
ing, implementation, and updating pro-
cedures to achieve administrative sim-
plification benefits faster.

(vii) Be technologically independent
of the computer platforms and trans-
mission protocols used in electronic
health transactions, unless they are ex-
plicitly part of the standard.

(viii) Be precise, unambiguous, and as
simple as possible.

(ix) Result in minimum data collec-
tion and paperwork burdens on users.

(x) Incorporate flexibility to adapt
more easily to changes in the health
care infrastructure (such as new serv-
ices, organizations, and provider types)
and information technology.

(2) Specifications for the proposed modi-
fication. Provide specifications for the
proposed modification, including any
additional system requirements.

(3) Testing of the proposed modification.
Provide an explanation, no more than 5
pages in length, of how the organiza-
tion intends to test the standard, in-
cluding the number and types of health
plans and health care providers ex-
pected to be involved in the test, geo-
graphical areas, and beginning and end-
ing dates of the test.
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