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the Secretary to continue using the al-
ternative measure.

(3) To submit an alternative measure
for consideration under the notice-and-
comment-rulemaking process, for use
in the calendar year following the sub-
mission, an entity must submit the fol-
lowing information by May 31st:

(i) The name of the alternative meas-
ure.

(ii) The name of the developer or
owner of the alternative measure.

(iii) Detailed specifications for the
alternative measure.

(iv) Evidence that use of the alter-
native measure would be more valid,
reliable, responsive to consumer pref-
erences, cost-effective, or relevant to
dimensions of quality and resource use
not addressed by standard measures.

(4) To submit an alternative measure
for consideration under the documenta-
tion of stakeholder consultation ap-
proval process described in paragraph
(b)(1)(ii) of this section, for use once
the measure is approved by the Sec-
retary, an entity must submit the fol-
lowing information to CMS:

(i) The name of the alternative meas-
ure.

(ii) The name of the developer or
owner of the alternative measure.

(iii) Detailed specifications for the
alternative measure.

(iv) A description of the process by
which the qualified entity notified
stakeholders in the geographic region
it serves of its intent to seek approval
of an alternative measure. Stake-
holders must include a valid cross rep-
resentation of providers, suppliers,
payers, employers, and consumers.

(v) A list of stakeholders from whom
feedback was solicited, including the
stakeholders’ names and roles in the
community.

(vi) A description of the discussion
about the proposed alternative meas-
ure, including a summary of all perti-
nent arguments supporting and oppos-
ing the measure.

(vii) Unless CMS has already ap-
proved the same measure for use by an-
other qualified entity, no new sci-
entific evidence on the measure is
available, and the subsequent qualified
entity wishes to rely upon the sci-
entific evidence submitted by the pre-
viously approved applicant, an expla-
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nation backed by scientific evidence
that demonstrates why the measure is
more valid, reliable, responsive to con-
sumer preferences, cost-effective, or
relevant to dimensions of quality and
resource use not addressed by a stand-
ard measure.

§401.716 Non-public analyses.

(a) General. So long as it meets the
other requirements of this subpart, and
subject to the limits in paragraphs (b)
and (c) of this section, the qualified en-
tity may use the combined data to cre-
ate non-public analyses in addition to
performance measures and provide or
sell these non-public analyses to au-
thorized users (including any contrac-
tors or business associates described in
the definition of authorized user).

(b) Limitations on a qualified entity. In
addition to meeting the other require-
ments of this subpart, a qualified enti-
ty must comply with the following lim-
itations as a pre-condition of dissemi-
nation or selling non-public analyses to
an authorized user:

(1) A qualified entity may only pro-
vide or sell a non-public analysis to a
health insurance issuer as defined in
§401.703(1), after the health insurance
issuer or a business associate of that
health insurance issuer has provided
the qualified entity with claims data
that represents a majority of the
health insurance issuer’s covered lives,
using one of the four methods of calcu-
lating covered lives established at 26
CFR 46.4375-1(c)(2), for the time period
and geographic region covered by the
issuer-requested non-public analyses. A
qualified entity may not provide or sell
a non-public analysis to a health insur-
ance issuer if the issuer does not have
any covered lives in the geographic re-
gion covered by the issuer-requested
non-public analysis.

(2) Analyses that contain informa-
tion that individually identifies one or
more beneficiaries may only be dis-
closed to a provider or supplier (as de-
fined at §401.703(b) and (c)) when both
of the following conditions are met:

(i) The analyses only contain identi-
fiable information on Dbeneficiaries
with whom the provider or supplier
have a patient relationship as defined
at §401.703(r).
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(ii) A QE DUA as defined at
§401.713(d) is executed between the
qualified entity and the provider or
supplier prior to making any individ-
ually identifiable beneficiary informa-
tion available to the provider or sup-
plier.

(3) Except as specified under para-
graph (b)(2) of this section, all analyses
must be limited to beneficiary de-iden-
tified data. Regardless of the HIPAA
covered entity or business associate
status of the qualified entity and/or the
authorized user, de-identification must
be determined based on the standards
for HIPAA covered entities found at 45
CFR 164.514(b).

(4) Analyses that contain informa-
tion that individually identifies a pro-
vider or supplier (regardless of the
level of the provider or supplier, that
is, individual clinician, group of clini-
cians, or integrated delivery system)
may not be disclosed unless one of the
following three conditions apply:

(i) The analysis only individually
identifies the provider or supplier that
is being supplied the analysis.

(ii) Every provider or supplier indi-
vidually identified in the analysis has
been afforded the opportunity to appeal
or correct errors using the process at
§401.717(f).

(iii) Every provider or supplier indi-
vidually identified in the analysis has
notified the qualified entity, in writ-
ing, that analyses can be disclosed to
the authorized user without first going
through the appeal and error correc-
tion process at §401.717(f).

(c) Non-public analyses agreement be-
tween a qualified entity and an author-
ized user for beneficiary de-identified
non-public analyses disclosures. In addi-
tion to the other requirements of this
subpart, a qualified entity must enter a
contractually binding non-public anal-
yses agreement with the authorized
user (including any contractors or
business associates described in the
definition of authorized user) as a pre-
condition to providing or selling de-
identified analyses. Such non-public
analyses agreement must contain the
following provisions:

(1) The authorized user may not use
the analyses or derivative data for the
following purposes:
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i) Marketing, defined
§401.703(s).

(ii) Harming or seeking to harm pa-
tients or other individuals both within
and outside the healthcare system re-
gardless of whether their data are in-
cluded in the analyses.

(iii) Effectuating or seeking opportu-
nities to effectuate fraud and/or abuse
in the healthcare system.

(2) If the authorized user is an em-
ployer as defined in §401.703(k), the au-
thorized user may only use the anal-
yses or derivative data for purposes of
providing health insurance to employ-
ees, retirees, or dependents of employ-
ees or retirees of that employer.

(3)(i) At the qualified entity’s discre-
tion, it may permit an authorized user
that is a provider as defined in
§401.703(b) or a supplier as defined in
§401.703(c), to re-disclose the de-identi-
fied analyses or derivative data, as a
covered entity will be permitted under
45 CFR 164.506(c)(4)(i), or under 45 CFR
164.502(e)(1).

(ii) All other uses and disclosures of
such data and/or such non-public anal-
yses is forbidden except to the extent a
disclosure qualifies as a ‘‘required by
law’’ disclosure.

(4) If the authorized user is not a pro-
vider or supplier, the authorized user
may not re-disclose or make public any
non-public analyses or derivative data
except as required by law.

(5) The authorized user may not link
the de-identified analyses to any other
identifiable source of information and
may not in any other way attempt to
identify any individual whose de-iden-
tified data is included in the analyses.

(6) The authorized user must notify
the qualified entity of any DUA viola-
tions, and it must fully cooperate with
the qualified entity’s efforts to miti-
gate any harm that may result from
such violations.

[81 FR 44480, July 7, 2016]

§401.717 Provider and supplier re-
quests for error correction.

(a) A qualified entity must confiden-
tially share measures, measurement
methodologies, and measure results
with providers and suppliers at least 60
calendar days before making reports
public. The 60 calendar days begin on
the date on which qualified entities
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