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(c) Withdrawing an application. A 
home infusion therapy accrediting or-
ganization may withdraw its initial ap-
plication for CMS’ approval of its home 
infusion therapy accreditation program 
at any time before CMS publishes the 
final notice described in § 488.1025(b). 

(d) Notice of approval or disapproval of 
application. CMS sends a notice of its 
decision to approve or disapprove the 
home infusion therapy accrediting or-
ganization’s application within 210 cal-
endar days from the date CMS deter-
mines the home infusion therapy ac-
crediting organization’s application is 
complete. The final notice specifies the 
following: 

(1) The basis for the decision. 
(2) The effective date. 
(3) The term of the approval (not ex-

ceed 6 years). 

§ 488.1015 Resubmitting a request for 
reapproval. 

(a) Except as provided in paragraph 
(b) of this section, a home infusion 
therapy accrediting organization whose 
request for CMS’s approval or re-ap-
proval of an accreditation program has 
been denied, or a home infusion ther-
apy accrediting organization that has 
voluntarily withdrawn an initial appli-
cation, may resubmit its application if 
the home infusion therapy accrediting 
organization satisfies all of the fol-
lowing requirements: 

(1) Revises its home infusion therapy 
accreditation program to address the 
issues related to the denial of its pre-
vious request or its voluntary with-
drawal. 

(2) Resubmits the application in its 
entirety. 

(b) If a home infusion therapy accred-
iting organization has requested, in ac-
cordance with § 488.1050, a reconsider-
ation of CMS’s disapproval, it may not 
submit a new application for approval 
of a home infusion therapy accredita-
tion program until such reconsider-
ation is administratively final. 

§ 488.1020 Public notice and comment. 

CMS publishes a notice in the FED-
ERAL REGISTER when the following con-
ditions are met: 

(a) Proposed notice. CMS publishes a 
notice after the receipt of a completed 
application from a national home infu-

sion therapy accrediting organization 
seeking CMS’s approval of a home infu-
sion therapy accreditation program. 
The notice identifies the home infusion 
therapy accrediting organization, the 
type of suppliers covered by the home 
infusion therapy accreditation pro-
gram, and provides at least a 30 day 
public comment period (beginning on 
the date of publication). 

(b) Final notice. The final notice an-
nounces CMS decision to approve or 
deny a national accrediting organiza-
tion application. The notice specifies 
the basis for the CMS decision. 

(1) Approval or re-approval. If CMS ap-
proves or re-approves the home infu-
sion therapy accrediting organization’s 
home infusion therapy accreditation 
program, the final notice at a min-
imum includes the following informa-
tion: 

(i) A description of how the home in-
fusion therapy accreditation program 
meets or exceeds Medicare home infu-
sion therapy accreditation program re-
quirements. 

(ii) The effective date of approval (no 
later than the publication date of the 
notice). 

(iii) The term of the approval (6 years 
or less). 

(2) Denial. If CMS does not approve 
the home infusion therapy accrediting 
organization’s accreditation program, 
the final notice describes the following: 

(i) How the home infusion therapy 
accrediting organization fails to meet 
Medicare home infusion therapy ac-
creditation program requirements. 

(ii) The effective date of the decision. 

§ 488.1025 Release and use of home in-
fusion therapy accreditation sur-
veys. 

The home infusion therapy accred-
iting organization must include, in its 
accreditation agreement with each 
supplier, an acknowledgement that the 
supplier agrees to release to CMS a 
copy of its most current accreditation 
survey and any information related to 
the survey that CMS may require, cor-
rective action plans. 

(a) CMS may determine that a home 
infusion therapy supplier does not 
meet the applicable Medicare condi-
tions or requirements on the basis of 
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