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Subpart D—Reconsideration of
Adverse Determinations—
Deeming Authority for Ac-
creditation Organizations and
CLIA Exemption of Labora-
tories Under State Programs

SOURCE: 57 FR 34012, July 31, 1992, unless
otherwise noted.

§488.201 Reconsideration.

(a) Right to reconsideration. (1) A na-
tional accreditation organization dis-
satisfied with a determination that its
accreditation requirements do not pro-
vide (or do not continue to provide)
reasonable assurance that the entities
accredited by the accreditation organi-
zation meet the applicable long-term
care requirements, conditions for cov-
erage, conditions of certification, con-
ditions of participation, or CLIA condi-
tion level requirements is entitled to a
reconsideration as provided in this sub-
part.

(2) A State dissatisfied with a deter-
mination that the requirements it im-
poses on laboratories in that State and
under the laws of that State do not
provide (or do not continue to provide)
reasonable assurance that laboratories
licensed or approved by the State meet
applicable CLIA requirements is enti-
tled to a reconsideration as provided in
this subpart.

(b) Eligibility for reconsideration. CMS
will reconsider any determination to
deny, remove or not renew the ap-
proval of deeming authority to private
accreditation organizations, or any de-
termination to deny, remove or not
renew the approval of a State labora-
tory program for the purpose of ex-
empting the State’s laboratories from
CLIA requirements, if the accredita-
tion organization or State files a writ-
ten request for a reconsideration in ac-
cordance with paragraphs (c) and (d) of
this section.

(c) Manner and timing of request for re-
consideration. (1) A national accredita-
tion organization or a State laboratory
program described in paragraph (b),
dissatisfied with a determination with
respect to its deeming authority, or, in
the case of a State, a determination
with respect to the exemption of the
laboratories in the State from CLIA re-
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quirements, may request a reconsider-
ation of the determination by filing a
request with CMS either directly by its
authorized officials or through its legal
representative. The request must be
filed within 60 days of the receipt of no-
tice of an adverse determination or
nonrenewal as provided in subpart A of
part 488 or subpart E of part 493, as ap-
plicable.

(2) Reconsideration procedures are
available after the effective date of the
decision to deny, remove, or not renew
the approval of an accreditation orga-
nization or State laboratory program.

(d) Content of request. The request for
reconsideration must specify the find-
ings or issues with which the accredita-
tion organization or State disagrees
and the reasons for the disagreement.

[57 FR 34012, July 31, 1992, as amended at 58
FR 61843, Nov. 23, 1993]

§488.203 Withdrawal of request for re-
consideration.

A requestor may withdraw its re-
quest for reconsideration at any time
before the issuance of a reconsideration
determination.

§488.205

In response to a request for reconsid-
eration, CMS will provide the accredi-
tation organization or the State lab-
oratory program the opportunity for
an informal hearing as described in
§488.207 that will—

(a) Be conducted by a hearing officer
appointed by the Administrator of
CMS; and

(b) Provide the accreditation organi-
zation or State laboratory program the
opportunity to present, in writing or in
person, evidence or documentation to
refute the determination to deny ap-
proval, or to withdraw or not renew
deeming authority or the exemption of
a State’s laboratories from CLIA re-
quirements.

Right to informal hearing.

§488.207 Informal hearing procedures.

(a) CMS will provide written notice
of the time and place of the informal

hearing at least 10 days before the
scheduled date.
(b) The informal reconsideration

hearing will be conducted in accord-
ance with the following procedures—
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(1) The hearing is open to CMS and
the organization requesting the recon-
sideration, including—

(i) Authorized representatives;

(if) Technical advisors (individuals
with knowledge of the facts of the case
or presenting interpretation of the
facts); and

(iii) Legal counsel;

(2) The hearing is conducted by the
hearing officer who receives testimony
and documents related to the proposed
action;

(3) Testimony and other evidence
may be accepted by the hearing officer
even though it would be inadmissable
under the usual rules of court proce-
dures;

(4) Either party may call witnesses
from among those individuals specified
in paragraph (b)(1) of this section; and

(5) The hearing officer does not have
the authority to compel by subpoena
the production of witnesses, papers, or
other evidence.

§488.209 Hearing officer’s findings.

(a) Within 30 days of the close of the
hearing, the hearing officer will
present the findings and recommenda-
tions to the accreditation organization
or State laboratory program that re-
quested the reconsideration.

(b) The written report of the hearing
officer will include—

(1) Separate numbered findings of
fact; and

(2) The legal conclusions of the hear-
ing officer.

§488.211 Final reconsideration deter-
mination.

(a) The hearing officer’s decision is
final unless the Administrator, within
30 days of the hearing officer’s deci-
sion, chooses to review that decision.

(b) The Administrator may accept,
reject or modify the hearing officer’s
findings.

(c) Should the Administrator choose
to review the hearing officer’s decision,
the Administrator will issue a final re-
consideration determination to the ac-
creditation organization or State lab-
oratory program on the basis of the
hearing officer’s findings and rec-
ommendations and other relevant in-
formation.

§488.301

(d) The reconsideration determina-
tion of the Administrator is final.

(e) A final reconsideration deter-
mination against an accreditation or-
ganization or State laboratory pro-
gram will be published by CMS in the
FEDERAL REGISTER.

Subpart E—Survey and Certifi-
cation of Long-Term Care Fa-
cilities

SOURCE: 59 FR 56238, Nov. 10, 1994, unless
otherwise noted.

§488.300 Statutory basis.

Sections 1819 and 1919 of the Act es-
tablish requirements for surveying
SNFs and NFs to determine whether
they meet the requirements for partici-
pation in the Medicare and Medicaid
programs.

§488.301 Definitions.

As used in this subpart—

Abbreviated standard survey means a
survey other than a standard survey
that gathers information primarily
through resident-centered techniques
on facility compliance with the re-
quirements for participation. An abbre-
viated standard survey may be pre-
mised on complaints received; a change
of ownership, management, or director
of nursing; or other indicators of spe-
cific concern.

Abuse means the willful infliction of
injury, unreasonable confinement, in-
timidation, or punishment with result-
ing physical harm, pain or mental an-
guish.

Deficiency means a SNF’s or NF’s
failure to meet a participation require-
ment specified in the Act or in part 483,
subpart B of this chapter.

Dually participating facility means a
facility that has a provider agreement
in both the Medicare and Medicaid pro-
grams.

Extended survey means a survey that
evaluates additional participation re-
quirements subsequent to finding sub-
standard quality of care during a
standard survey.

Facility means a SNF or NF, or a dis-
tinct part SNF or NF, in accordance
with §483.5 of this chapter.
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