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approval status no later than 30 cal-
endar days after the notice is published 
in the FEDERAL REGISTER. The notifica-
tion to the accredited home infusion 
therapy suppliers must inform them of 
the implications for their payment sta-
tus once their current term of accredi-
tation expires. 

(g) Change of ownership. An accred-
iting organization that wishes to un-
dergo a change of ownership is subject 
to the requirements set out at § 488.5(f). 

[83 FR 56631, Nov. 13, 2018, as amended at 87 
FR 25428, Apr. 29, 2022] 

§ 488.1035 Ongoing responsibilities of 
a CMS-approved home infusion 
therapy accrediting organization. 

A home infusion therapy accredita-
tion organization approved by CMS 
must carry out the following activities 
on an ongoing basis: 

(a) Provide CMS with all of the fol-
lowing in written format (either elec-
tronic or hard copy): 

(1) Copies of all home infusion ther-
apy accreditation surveys, together 
with any survey-related information 
that CMS may require (including cor-
rective action plans and summaries of 
findings with respect to unmet CMS re-
quirements). 

(2) Notice of all accreditation deci-
sions. 

(3) Notice of all complaints related to 
providers or suppliers. 

(4) Information about all home infu-
sion therapy accredited suppliers 
against which the home infusion ther-
apy accreditation organization has 
taken remedial or adverse action, in-
cluding revocation, withdrawal, or re-
vision of the providers or suppliers ac-
creditation. 

(5) The home infusion therapy ac-
crediting organization must provide, 
on an annual basis, summary data 
specified by CMS that relate to the 
past year’s accreditation activities and 
trends. 

(6) Notice of any proposed changes in 
the home infusion therapy accrediting 
organization’s accreditation standards 
or requirements or survey process. If 
the home infusion therapy accrediting 
organization implements the changes 
before or without CMS’ approval, CMS 
may withdraw its approval of the ac-
crediting organization. 

(b) Within 30 calendar days after a 

change in CMS requirements, the home 

infusion therapy accrediting organiza-

tion must submit an acknowledgment 

of receipt of CMS’ notification to CMS. 

(c) The home infusion therapy ac-

crediting organization must permit its 

surveyors to serve as witnesses if CMS 

takes an adverse action based on ac-

creditation findings. 

(d) Within 2 business days of identi-

fying a deficiency of an accredited 

home infusion therapy supplier that 

poses immediate jeopardy to a bene-

ficiary or to the general public, the 

home infusion therapy accrediting or-

ganization must provide CMS with 

written notice of the deficiency and 

any adverse action implemented by the 

accrediting organization. 

(e) Within 10 calendar days after 

CMS’ notice to a CMS-approved home 

infusion therapy accrediting organiza-

tion that CMS intends to withdraw ap-

proval of the home infusion therapy ac-

crediting organization, the home infu-

sion therapy accrediting organization 

must provide written notice of the 

withdrawal to all of the home infusion 

therapy accrediting organization’s ac-

credited suppliers. 

§ 488.1040 Onsite observations of home 
infusion therapy accrediting orga-
nization operations. 

(a) As part of the application review 

process, the ongoing review process, or 

the continuing oversight of a home in-

fusion therapy accrediting organiza-
tion’s performance, CMS may conduct 
onsite inspections of the home infusion 
therapy accrediting organization’s op-
erations and offices at any time to 
verify the home infusion therapy ac-
crediting organization’s representa-
tions and to assess the home infusion 
therapy accrediting organization’s 
compliance with its own policies and 
procedures. 

(b) Activities to be performed by 
CMS staff during the onsite inspections 
may include, but are not limited to the 
following: 

(1) Interviews with various accred-
iting organization staff. 

(2) Review of documents, survey files, 
audit tools, and related records. 


		Superintendent of Documents
	2024-02-28T04:25:10-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




