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APPROVAL AND OVERSIGHT OF HOME IN-
FUSION THERAPY SUPPLIER ACCRED-
ITING ORGANIZATIONS 

§ 488.1010 Application and reapplica-
tion procedures for national home 
infusion therapy accrediting orga-
nizations. 

(a) Information submitted with applica-
tion. A national home infusion therapy 
accrediting organization applying to 
CMS for approval or re-approval of a 
designated home infusion therapy ac-
creditation program must furnish CMS 
with information and materials that 
demonstrate that its home infusion 
therapy accreditation program require-
ments meet or exceed the applicable 
Medicare requirements for accrediting 
organizations, including the following: 

(1) Documentation that demonstrates 
the organization meets the definition 
of a national accrediting organization 
under § 488.1005 as it relates to the ac-
creditation program. 

(2) The Medicare provider or supplier 
type for which the organization is re-
questing approval or reapproval. 

(3) Documentation that demonstrates 
the home infusion therapy accrediting 
organization’s ability to take into ac-
count the capacities of rural home in-
fusion therapy suppliers (as required by 
section 1834(u)(5)(A)(ii) of the Act). 

(4) Information that demonstrates 
the home infusion therapy accrediting 
organization’s knowledge, expertise, 
and experience in home infusion ther-
apy. 

(5) A detailed crosswalk (in table for-
mat) that identifies, for each of the ap-
plicable Medicare requirements, the 
exact language of the organization’s 
comparable accreditation requirements 
and standards. 

(6) A detailed description of the home 
infusion therapy accrediting organiza-
tion’s survey processes to confirm that 
a home infusion therapy supplier’s 
processes are comparable to those of 
Medicare. This description must in-
clude all of the following: 

(i) The types and frequency of sur-
veys performed, and a rationale for 
which accreditation requirements will 
be evaluated via onsite surveys and 
which will be evaluated via offsite au-
dits, or other strategies for ensuring 
accredited home infusion therapy sup-

pliers maintain adherence to the home 
infusion therapy accreditation program 
requirements, including an explanation 
of how the accrediting organization 
will maintain the schedule it proposes. 

(ii) Copies of the home infusion ther-
apy accrediting organizations survey 
and audit forms, guidelines, and in-
structions to surveyors. 

(iii) Documentation demonstrating 
that the home infusion therapy accred-
iting organization’s onsite survey or 
offsite audit reports identify, for each 
finding of non-compliance with accred-
itation standards, the comparable 
Medicare home infusion therapy ac-
creditation requirements, as applica-
ble. 

(iv) A description of the home infu-
sion therapy accrediting organization’s 
accreditation survey review process. 

(v) A description of the home infu-
sion therapy accrediting organization’s 
procedures and timelines for notifying 
a surveyed or audited home infusion 
therapy supplier of non-compliance 
with the home infusion therapy accred-
itation program’s standards. 

(vi) A description of the home infu-
sion therapy accrediting organization’s 
procedures and timelines for moni-
toring the home infusion therapy sup-
plier’s correction of identified non- 
compliance with the accreditation pro-
gram’s standards. 

(vii) The ability of the home infusion 
therapy accrediting organization to 
conduct timely reviews of accredita-
tion applications. 

(viii) A statement acknowledging 
that, as a condition for CMS approval 
of a national accrediting organization’s 
accreditation program, the home infu-
sion therapy accrediting organization 
agrees to provide CMS with informa-
tion extracted from each home infusion 
therapy accreditation onsite survey, 
offsite audit or other evaluation strate-
gies as part of its data submissions re-
quired under paragraph (a)(19) of this 
section, and, upon request from CMS, a 
copy of the most recent accreditation 
onsite survey, offsite audit, or other 
evaluation strategy together with any 
other information related to the survey 
as CMS may require (including correc-
tive action plans). 

(ix) A statement acknowledging that 
the home infusion therapy accrediting 
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organization will provide timely notifi-
cation to CMS when an accreditation 
survey or complaint investigation iden-
tifies an immediate jeopardy as that 
term is defined at § 488.1005. Using the 
format specified by CMS, the home in-
fusion therapy accrediting organiza-
tion must notify CMS within 2 business 
days from the date the accrediting or-
ganization identifies the immediate 
jeopardy. 

(7) Procedures to ensure that— 
(i) Unannounced onsite surveys, as 

appropriate, will be conducted periodi-
cally, including procedures that pro-
tect against unannounced surveys be-
coming known to the provider or sup-
plier in advance of the visit; or 

(ii) Offsite survey audits are per-
formed to evaluate the quality of serv-
ices provided which may be followed up 
with periodic onsite visits. 

(8) The criteria for determining the 
size and composition of the home infu-
sion therapy accrediting organization’s 
survey, audit and other evaluation 
strategy teams for individual supplier 
onsite surveys. The home infusion 
therapy accrediting organization’s cri-
teria should include, but not be limited 
to the following information: 

(i) The expected number of individual 
home infusion therapy supplier loca-
tions to be surveyed using an onsite 
survey. 

(ii) The number of home infusion 
therapy suppliers to be surveyed using 
off-site audits. 

(iii) A description of other types of 
home infusion therapy accreditation 
review activities to be used. 

(iv) The reasons for each type of sur-
vey (that is, initial accreditation sur-
vey, reaccreditation survey, and com-
plaint survey). 

(9) The overall adequacy of the num-
ber of the home infusion therapy ac-
crediting organization’s surveyors, 
auditors, and other staff available to 
perform survey related activities, in-
cluding how the organization will in-
crease the size of the survey, audit, and 
other evaluation staff to match growth 
in the number of accredited facilities 
or programs while maintaining re-ac-
creditation intervals for existing ac-
credited facilities or programs. 

(10) Detailed information about the 
individuals who perform onsite sur-

veys, offsite audits or other strategies 
for ensuring accredited home infusion 
therapy suppliers maintain adherence 
to the home infusion therapy accredi-
tation program requirements, includ-
ing all of the following information: 

(i) The number and types of profes-
sional and technical staff available for 
conducting onsite surveys, offsite au-
dits, or other strategies for ensuring 
accredited home infusion therapy sup-
pliers maintain adherence to the home 
infusion therapy accreditation program 
requirements. 

(ii) The education, employment, and 
experience requirements surveyors and 
auditors must meet. 

(iii) The content and length of the 
orientation program. 

(11) The content, frequency and types 
of in-service training provided to sur-
vey and audit personnel. 

(12) The evaluation systems used to 
monitor the performance of individual 
surveyors, auditors and survey teams. 

(13) The home infusion therapy ac-
crediting organization’s policies and 
procedures to avoid conflicts of inter-
est, including the appearance of con-
flicts of interest, involving individuals 
who conduct surveys, audits or partici-
pate in accreditation decisions. 

(14) The policies and procedures used 
when a home infusion therapy supplier 
has a dispute regarding survey or audit 
findings, or an adverse decision. 

(15) Procedures for the home infusion 
therapy supplier to use to notify the 
home infusion therapy accrediting or-
ganization when the accredited home 
infusion therapy supplier does the ei-
ther of the following: 

(i) Removes or ceases furnishing serv-
ices for which they are accredited. 

(ii) Adds services for which they are 
not accredited. 

(16) The home infusion therapy ac-
crediting organization’s procedures for 
responding to, and investigating com-
plaints against accredited facilities, in-
cluding policies and procedures regard-
ing referrals, when applicable, to ap-
propriate licensing bodies, ombudsmen 
offices, and CMS. 

(17) A description of the home infu-
sion therapy accrediting organization’s 
accreditation status decision-making 
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process. The home infusion therapy ac-
crediting organization must furnish 
the following: 

(i) Its process for addressing defi-
ciencies identified with accreditation 
program requirements, and the proce-
dures used to monitor the correction of 
deficiencies identified during an ac-
creditation survey and audit process. 

(ii) A description of all types and cat-
egories of accreditation decisions asso-
ciated with the program, including the 
duration of each of the organization’s 
accreditation decisions. 

(iii) Its policies and procedures for 
the granting, withholding or removal 
of accreditation status for facilities 
that fail to meet the accrediting orga-
nization’s standards or requirements, 
assignment of less than full accredita-
tion status or other actions taken by 
the organization in response to non- 
compliance with its standards and re-
quirements. 

(iv) A statement acknowledging that 
the home infusion therapy accrediting 
organization agrees to notify CMS (in a 
manner CMS specifies) of any decision 
to revoke, terminate, or revise the ac-
creditation status of a home infusion 
therapy supplier, within 3 business 
days from the date the organization 
takes an action. 

(18) A list of all currently accredited 
home infusion therapy suppliers, the 
type and category of accreditation, 
currently held by each, and the expira-
tion date for each home infusion ther-
apy supplier’s current accreditation. 

(19) A schedule of all survey activity 
(such as onsite surveys, offsite audits 
and other types if survey strategies) 
expected to be conducted by the orga-
nization during the 6-month period fol-
lowing submission of an initial or re-
newal application. 

(20) A written presentation that dem-
onstrates the organization’s ability to 
furnish CMS with electronic data. 

(21) A description of the home infu-
sion therapy accrediting organization’s 
data management and analysis system 
with respect to its surveys and accredi-
tation decisions, including all of the 
following: 

(i) A detailed description of how the 
home infusion therapy accrediting or-
ganization uses its data to assure the 
compliance of its home infusion ther-

apy accreditation program with the 
Medicare home infusion therapy ac-
creditation program requirements. 

(ii) A written statement acknowl-
edging that the home infusion therapy 
accrediting organization agrees to sub-
mit timely, accurate, and complete 
data that CMS has determined is both 
necessary to evaluate the accrediting 
organization’s performance and is not 
unduly burdensome for the accrediting 
organization to submit. 

(A) The organization must submit 
necessary data according to the in-
structions and timeframes CMS speci-
fies. 

(B) Data to be submitted includes the 
following: 

(1) Accredited home infusion therapy 
supplier identifying information. 

(2) Survey findings. 
(3) Quality measures. 
(4) Notices of accreditation decisions. 
(22) The three most recent annual au-

dited financial statements of the home 
infusion therapy accrediting organiza-
tion that demonstrate that the organi-
zation’s staffing, funding, and other re-
sources are adequate to perform the re-
quired surveys, audits, and related ac-
tivities to maintain the accreditation 
program. 

(23) A written statement acknowl-
edging that, as a condition for ap-
proval, the home infusion therapy ac-
crediting organization agrees to the 
following: 

(i) Voluntary termination. Provide 
written notification to CMS and all 
home infusion therapy suppliers ac-
credited under its CMS-approved home 
infusion therapy accreditation program 
at least 180 calendar days in advance of 
the effective date of a decision by the 
home infusion therapy accrediting or-
ganization to voluntarily terminate its 
CMS-approved home infusion therapy 
accreditation program and the implica-
tions for the suppliers’ payment status 
once their current term of accredita-
tion expires in accordance with the re-
quirements at § 488.1045(a). 

(ii) Involuntary termination. Provide 
written notification to all accredited 
home infusion therapy suppliers ac-
credited under its CMS-approved home 
infusion therapy accreditation program 
no later than 30 calendar days after the 
notice is published in the FEDERAL 
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REGISTER announcing that CMS is 
withdrawing its approval of its accredi-
tation program and the implications 
for the home infusion therapy sup-
plier’s payment status in accordance 
with the requirements at § 488.1045(b) 
once their current term of accredita-
tion expires. 

(A) For both voluntary and involun-
tary terminations, provide a second 
written notification to all accredited 
home infusion therapy suppliers 10 cal-
endar days prior to the organization’s 
accreditation program effective date of 
termination. 

(B) Notify CMS, in writing (electroni-
cally or hard copy), within 2 business 
days of a deficiency identified in any 
accredited home infusion therapy sup-
plier from any source where the defi-
ciency poses an immediate jeopardy to 
the home infusion therapy supplier’s 
beneficiaries or a hazard to the general 
public. 

(iii) Summary accreditation activity 
data and trends. Provide, on an annual 
basis, summary accreditation activity 
data and trends including the fol-
lowing: 

(A) Deficiencies. 

(B) Complaints. 

(C) Terminations. 

(D) Withdrawals. 

(E) Denials. 

(F) Accreditation decisions. 

(G) Other survey-related activities as 
specified by CMS. 

(iv) Termination of an accreditation or-
ganization. If CMS terminates a home 
infusion therapy accrediting organiza-
tion’s approved status, the home infu-
sion therapy accrediting organization 
must work collaboratively with CMS 
to direct its accredited home infusion 
therapy suppliers to the remaining 
CMS-approved accrediting organiza-
tions within a reasonable period of 
time. 

(v) Notification of proposed changes. 
Notify CMS at least 60 days in advance 
of the implementation date of any sig-
nificant proposed changes in its CMS- 
approved home infusion therapy ac-
creditation program and that it agrees 
not to implement the proposed changes 
without prior written notice of contin-
ued program approval from CMS, ex-
cept as provided for at § 488.1040(b)(2). 

(vi) Response to a written notice from 
CMS. A statement acknowledging that, 
in response to a written notice from 
CMS to the home infusion therapy ac-
crediting organization of a change in 
the applicable home infusion therapy 
accreditation requirements or survey 
process, the organization will provide 
CMS with proposed corresponding 
changes in the accrediting organiza-
tion’s home infusion therapy accredita-
tion requirements for its CMS-ap-
proved home infusion therapy accredi-
tation program to ensure that its ac-
creditation standards continue to meet 
or exceed those of Medicare, or survey 
process remains comparable with that 
of Medicare. The home infusion ther-
apy accrediting organization must 
comply with the following require-
ments: 

(A) The proposed changes must be 
submitted within 30 calendar days of 
the date of the written CMS notice to 
the home infusion therapy accrediting 
organization or by a date specified in 
the notice, whichever is later. CMS 
gives due consideration to a home infu-
sion therapy accrediting organization’s 
request for an extension of the deadline 
as long as it is submitted prior to the 
due date. 

(B) The proposed changes are not to 
be implemented without prior written 
notice of continued program approval 
from CMS, except as provided for at 
§ 488.1040(b)(2)(ii). 

(24) The organization’s proposed fees 
for accreditation, including any plans 
for reducing the burden and cost of ac-
creditation to small and rural sup-
pliers. 

(b) Additional information needed. If 
CMS determines that additional infor-
mation is necessary to make a deter-
mination for approval or denial of the 
home infusion therapy accrediting or-
ganization’s initial application or re- 
application for CMS-approval of an ac-
creditation program, CMS requires 
that the home infusion therapy accred-
iting organization s submit any spe-
cific documentation requirements and 
attestations as a condition of approval 
of accreditation status. CMS notifies 
the home infusion therapy accrediting 
organization and afford it an oppor-
tunity to provide the additional infor-
mation. 
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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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