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(iii) That, irrespective of the rate of
disparity, there are widespread or sys-
temic problems in an organization’s ac-
creditation process such that accredi-
tation by that accreditation organiza-
tion no longer provides CMS with ade-
quate assurance that suppliers meet or
exceed the Medicare requirements.

(3) Notice of intent to withdraw ap-
proval. CMS provides the organization
written notice of its intent to with-
draw approval if an equivalency review,
validation review, onsite observation,
or CMS’s daily experience with the ac-
creditation organization suggests that
the accreditation organization is not
meeting the requirements of this sec-
tion.

(4) Withdrawal of approval. CMS may
withdraw its approval of an accredita-
tion organization at any time if CMS
determines that—

(i) Accreditation by the organization
no longer adequately assures that the
suppliers of DMEPOS and other items
and services are meeting the DMEPOS
quality standards, and that failure to
meet those requirements could jeop-
ardize the health or safety of Medicare
beneficiaries and could constitute a
significant hazard to the public health;
or

(ii) The accreditation organization
has failed to meet its obligations with
respect to application or reapplication
procedures.

(e) Reconsideration. (1) An accredita-
tion organization dissatisfied with a
determination that its accreditation
requirements do not provide or do not
continue to provide reasonable assur-
ance that the entities accredited by the
accreditation organization meet the
applicable supplier quality standards is
entitled to a reconsideration. CMS re-
considers any determination to deny,
remove, or not renew the approval of
deeming authority to accreditation or-
ganizations if the accreditation organi-
zation files a written request for recon-
sideration by its authorized officials or
through its legal representative.

(2) The request must be filed within
30 calendar days of the receipt of CMS
notice of an adverse determination or
non-renewal.

(3) The request for reconsideration
must specify the findings or issues with
which the accreditation organization
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disagrees and the reasons for the dis-
agreement.

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

(5) In response to a request for recon-
sideration, CMS provides the accredita-
tion organization the opportunity for
an informal hearing to be conducted by
a hearing officer appointed by the Ad-
ministrator of CMS and provide the ac-
creditation organization the oppor-
tunity to present, in writing and in
person, evidence or documentation to
refute the determination to deny ap-
proval, or to withdraw or not renew
deeming authority.

(6) CMS provides written notice of
the time and place of the informal
hearing at least 10 calendar days before
the scheduled date.

(7) The informal reconsideration
hearing is open to CMS and the organi-
zation requesting the reconsideration,
including authorized representatives;
technical advisors (individuals with
knowledge of the facts of the case or
presenting interpretation of the facts);
and legal counsel.

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

(ii) Testimony and other evidence
may be accepted by the hearing officer
even though it is inadmissible under
the rules of court procedures.

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

(8) Within 45 calendar days of the
close of the hearing, the hearing officer
presents the findings and recommenda-
tions to the accreditation organization
that requested the reconsideration.

(9) The written report of the hearing
officer includes separate numbered
findings of fact and the legal conclu-
sions of the hearing officer. The hear-
ing officer’s decision is final.

[71 FR 48409, Aug. 18, 2006]
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