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Accreditation for Home Infusion Therapy Services
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MANDATORY ACCREDITATION

The 21st Century Cures Act, signed into law in December 2016, is a wide-ranging
healthcare bill that funds medical research and development, medical device
innovation, mental health research and care, opioid addiction treatment and
prevention, and health information technology.

In addition, it mandates that any Home Infusion Therapy suppliers must be
accredited by January 1, 2021, if they want to receive Medicare Part B reimbursement
for the nursing services provided to administer the medication to the patient.

21*' Century Cures Act

ACCREDITATION COMMISSION for HEALTH CARE




HOME INFUSION THERAPY

Provision of care to patients that are in
their homes who require administration

of infused drugs.

ACHC previously provided accreditation
for organizations that provide this
service:

Infusion Pharmacies (IRN)

Private Duty Organizations (PDIN)

Home Health Agencies
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HOME INFUSION THERAPY

ACHC has applied for CMS Deeming Authority to conduct Home Infusion Therapy
deemed status surveys.

Agencies that want to be able to seek Medicare Part B reimbursement will need to
be accredited by an approved Accrediting Organization by January 1, 2021.
Reimbursement is not available under Medicare Part B until January 1, 2021.

Agencies that do not wish to see Medicare Part B reimbursement but want to
provide infusion services may do so under the current Infusion Nursing (IRN), Private
Duty Nursing (PDN) and Home Health accreditation standards.

Willnot be eligible for Medicare Part B reimbursement.
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HOME INFUSION THERAPY

Agencies that wish to provide Infusion Nursing (IRN) services and Home Infusion
Therapy (HITS) Supplier and agencies that wish to provide Private Duty Nursing
(PDN) and Home Infusion Therapy (HITS) Supplier must be able to demonstrate

separation of services as evidenced by:

Operation of the agency:

Separate clinical records for patients receiving Infusion Nursing (IRN) and Home Infusion
Therapy (HITS) Supplier services and for patients receiving Private Duty Nursing (PDN) and
Home Infusion Therapy (HITS) Supplier services.

Additional policies designated to the requirements of providing home infusion therapy.
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HOME INFUSION THERAPY

Consumer Awareness:

Marketing materials should be reviewed to verify that the materials note the differences
between the services.

Written material should clearly identify the Home Infusion Therapy Supplier service as separate
and distinct from Infusion Nursing and Private Duty Nursing services.
Staff Awareness:

Staff should be able to identify the difference in services they provide for Home Infusion
Therapy Supplier and Infusion Nursing or Private Duty Nursing.
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REIMBURSEMENT RAMIFICATIONS OF
THE ACT

Currently, providers do not receive reimbursement for the pharmacy coordination or
nursing administration of the medication.

The 21st Century Cures Act provided:

Medicare payment - but only on days that the nurse actually makes a visit to the patient's home
and administers the medication.

Payment only for the administration of the medication, but not for the pharmacy oversight or care
coordination.

Payment through Medicare Part B. Home Health agencies currently receive reimbursement
through Part A. Therefore, they need to obtaina PTAN number to bill.

Payment only if the Home Infusion Therapy supplier is accredited.
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HOME INFUSION THERAPY OPERATIONAL
FACTS

November 1, 2019

ACHC launched its Home Infusion Therapy Accreditation Program. Standards for this
accreditation meet the new Medicare requirements and are similar to standards for ACHC's
previous Infusion Nursing (IRN) and Private Duty Infusion Nursing (PDIN) services.

Education and crosswalks are posted on ACHC.org and Customer Central.

Organizations renewing their IRN/PDIN accreditation will be surveyed under the new Home
Infusion Therapy Accreditation Standards.

All organizations seeking initial Home infusion Therapy accreditation will be surveyed
against the new Home Infusion Therapy Accreditation Standards.
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HOME INFUSION THERAPY OPERATIONAL
FACTS

The Home Infusion Therapy survey is an additional one-day survey that can be completed at
the time of initial certification or recertification or midcycle.

The Home Infusion Therapy survey is unannounced.

Agencies must have provided care to three patients receiving home infusion therapy for the
survey to be completed.

ACHC will review all three medical records.

ACHC will conduct one home visit when available and when not available will conduct a
competency simulation.

ACHC Accreditation is for three years.
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COMMONLY ASKED QUESTIONS

Will ACHC be conducting on-site surveys at every location?

Yes. All customers seeking Home Infusion Therapy accreditation will require an
on-site survey.
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COMMONLY ASKED QUESTIONS

Are the new standards different than the old standards for PDIN or IRN?

There are slight differences in the standards to incorporate the CMS Conditions for
Coverage (CfCs).
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COMMONLY ASKED QUESTIONS

When is mandatory accreditation required?

Beginning January 1, 2021, all home infusion therapy providers will be required to be
accredited by a CMS-approved accrediting organization to receive reimbursement for
professional services provided in the home.
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COMMONLY ASKED QUESTIONS

Does it need to be a physician that signs the plan of care?

The new Conditions of Coverage (CfCs) requires a physician to order the infusion prior to the
initiation of therapy and to periodically review the plan of care. We have asked CMS to
broaden the definition of physician to include PAs and NPs, but CMS stated that the patient
can be under the care of a PA or NP but the order and plan must come from the physician.

Will Home Infusion Therapy surveys be unannounced?

The accreditation rules state that the surveys for home infusion therapy providers need to
be unannounced; therefore, an AIC combined with a home infusion therapy supplier that

provides care only by appointment will need to be able to arrive within areasonable period of
time when ACHC arrives on site to do the survey.
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EXPERIENCE THE ACHC DIFFERENCE

Resources to Prepare For A Home Infusion
Therapy Survey
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HOME INFUSION THERAPY STANDARDS

Download the Home Infusion Therapy Standards and ACHC Process from
cc.achc.org.

Home Infusion Therapy 3 Doumioad
B Standards

ACHC Process

HITS - Home Infusion Therapy Supplier
Home Infusion Therapy includes the provision of care to patients with acute or chronic conditions generally pertaining to

parenteral administration of drugs, biologics and nutritional formulas administered through catheters and/or needles to
individuals in their homes. Professional pharmacy services, care coordination, infusion nursing services, supplies and

equipment are provided to optimize efficacy, compliance and patient safety.

T T _
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REVIEW THE STANDARDS

|dentifier
HIT -Home Infusion Therapy

Standard

Provides a broad statement of the expectationin order to be in compliance with ACHC standards

Interpretation
Gives you more detailed information and specific direction on how to meet ACHC standards

Evidence
ltems that will be reviewed to determine if the standard is met
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= Establish a date for compliance
with ACHC Home Infusion
Therapy Standards

W trarsitining from BN or PO 1o HIT, lecknewhidie that this arganication i in complianci with ACHC
Becri it Gtien 5t dands.

OR

W this o an initial HIT scereditation | achnowledge that this organization mas,fis fwill be in complancs with ACHC
fceraditation Sundards as ol _ _ _ ]

T T ‘
or
MM ASHC ACCREDITATION COMMISSION for HEALTH CARE 17

EDUCATIONAL RESOURCES



ITEMS NEEDED FOR ON-SITE SURVEY

ITEMS NEEDED FOR ON-SITE SURVEY

=
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ACHC

@ HOME INFUSION THERAPY

Below are items that will need to be reviewed by the Surveyor during your on-site survey. Please have t
prior to your Surveyor's arrival to expedite the process. If you have any questions, please contact your ,

= Current patient census, complete with start-of-care date, and admitting diagnosis

= Current schedule of patient visits

= Discharge/transfer patient census for past 12 months (or since start of operation, if less than one
= Personnel list with title, discipline, and hire date (including direct care contract staff)

= Any previous survey results from the past year

= Admission packet or education materials given to patients

= Staff meeting minutes for the past 12 months

= Any internal Plan of Correction based on identified deficiencies along with audit results

Annual requirements are not applicable to agencies in operation for less than one year.

ACHC Standard

Required policies to be reviewed
during survey

HITI-A

HIT1-2A

HIT1-3A

HIT-4 A

HIT1-4B
HITI-5A/HIT4-8A
HIT1-6A

HIT1-8A
HITI-9A

fective:10/30/.

[930] Items
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Required Item

Access to policy and procedure manual with the following policies
HIT2-2A Client/Patient rights and responsibilities
HIT2-3A Investigation of abuse, neglect, and exploitation

HIT2-4A Reporting and investigation client/patient
grievances/complaints

HIT4-2E Background checks

HIT6-3A Investigation of adverse events

HIT7-1A Medication and product recall requirements
HIT7-12A Pharmaceutical storage requirements

Copy of current applicable licenses or permits and copy of articles
incorporation/bylaws

Governing body meeting minutes for the past 12 months and
documentation of orientation

Written disclosure of identified conflicts of interest, if applicable

The job description for the manager/leader meets any applicable <
and federal laws as well as agency requirements. The job descripti
the individual to act in the absence of the manager/leader.

Annual performance review of the manager/leader
Organizational chart
Allrequired federal and state posters are placed ina prominent loc

Action plans for any negative outcomes that impacted licensure of
Medicare/Medicaid certification

Notification of change in ownership, if applicable

ACHC Standard

HITI-10A
HITI-1IA

HIT21A
HIT22A
HIT23A
HIT2-4A/HIT2-4B
HIT2-5A
HIT2-5B
HIT2-6A
HIT2-6B

HIT2-7A
HIT2-8A
HIT2-8B
HIT2-0A
HIT2-10A
HIT31A
HIT3-3A

HIT3-4A

HIT4-1C

HIT4-2F
HIT4-4A
HIT46A
HIT4-10A/HIT4-TTA

HITS-1A

HIT5-2A

HITs-3B

Required Item

Contracts for direct care staff, inclu
insurance certificates

Verification of physician licensure ¢
practitioner with prescriptive autho

Marketing materials and/or written
by the agency

Client/Patient Rights and Responsit
Client/patient grievance/complaint
Written information regarding the r¢

Signed confidentiality statement fo
governing body/owner

Business Associate Agreements (B/
Advance Directive information prov

Information provided to clients/pati
policies

Evidence of how ethical issues areic
Evidence of communication assistar
Evidence of cultural diversity trainir
Evidence of a Compliance Program
On-call calendar

Most recent annual aperating budge
List of care/services with correspor.

Evidence clients/patients are provic
liability

Personnel records (including direct
evidence of the items listed in the st
personnel records based onthe serv

Evidence of access to Employee Hat
Evidence of individual designated as
Evidence of ongoing education and/
Nursing Board Scope of Practice

Client /patient records containallre
standard

Evidence agency maintains client/p:
manner

Client/patient assessment contains

Client/patient plan of care contains

ACHC Standard
HITS-3G

HITs-4A
HITS-6A
HIT6-1A
HIT6-1B
HIT6-1C

HIT6-1D
HIT6-2A
HIT6-2C

HIT6-2D

HIT6-2E
HIT6-2F
HIT6-2G

HIT6-2H
HIT6-21
HIT6-3A

HIT79A

HIT71B

HIT7-2A
HIT7-3A
HIT7-3B8
HIT7-4A

HIT7-6A

HIT7-7A

Effective:10/30/2019
[930] Items Needed for Survey ~HIT

Required Item

Evidence of monitoring and remc
compliance with the plan of care

Referral log or other tool torecol
Client/patient education materiz
Performance Improvement (PI) F
Job description for indivicual res

Governing body meeting minute
governing body in Pl

Evidence of personnel involveme
Pl annual report

Evidence of monitoring processe
and communicable diseases, incl
accidents, complaints and worke

Evidence of monitoring of anasp
volume, problem prone)

Satisfaction surveys utilized in P
Evidence of ongoing chart audits

Evidence of monitoring of client/
resolve issues

Evidence of monitoring of care p
Evidence of monitoring billing an

Evidence of proper documentati
adverse events involving clients/

Evidence of most recent TB prev,
prevalence of TB for client/patie
control plan, and OSHA Blood Bo

Infection control logs for clients;
infection control data is monitort

Evidence of safety education prc
Emergency disaster planand res
Emergency preparednessinform
Report of annual fire drilland res
systems

Access to Safety Data Sheets (S
personal protective equipment (f
Evidence of proper reporting of
unusual occurrences. OSHA forn

ACHC Standard
HIT7-8A/HIT7-0A
HIT7-1A
HIT7-12A

HIT7-12B

HIT7-14A

Required Item Located
Maintenance logs of any equipment used in the provision of care
Medication dispensing and recall logs

Evidence pharmaceuticals are stored in accordance with manufacturers
and USP requirements

Evidence shipping methods are tested periodically to ensure containers
stay within specified temperature requirements

CLIA certificate of waiver for agency or CLIA certificate for the reference
laboratory

Page 40f 4 | achc.org
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FILE

REVIEW
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SURVEY CHECKLIST - PERSONNEL FILES

@ HOME INFUSION THERAPY

Please gather or flag the identified items for the following personnel/contract

individuals.

COMPLIANCE DATE:

lem Reguired

HIT1-3A
HIT2-5A
HIT2-68
HIT4-1B
HIT4-1B

HIT4-1B
HIT4-2A
HIT4-28
HIT4

HIT4-2D
HIT4-2E
HIT4-2E
HIT4-2E
HIT4-2F1

Conflict of Interes osure Form, if applicable
Signed confidentiality statement

Evidence of current CPR certification, if ap|
Position application (N/A for contract staff)

Dated and signed withholding statements
(N/A for contract staff)

I-9 Form (N/A for contract staff)
Primary Source verification of licensure/credentials
Evidence of initial and annual TB screening

Evidence of Hepatitis B vaccination received or signed
declination statemel

Signed job description

Criminal background checks

Office of Inspector General (OIG) Exclusion List check
National sex offender registry check

Evidence of access to persc
(N/A for contract staff)

ACCREDITATION COMMISSION for HEALTH

HIT4-2G
HIT4-3A
HIT4-5A
HIT4-6A
HIT4-7A
HIT4-0A

HIT4-

agency-specific
requirements

FOR PROVIDERS.
BY PROVIDERS.

il
M
ACHC,

Most recent annual performance evaluation
Evidence of orientation

Initial and annual competency as

Evidence of annual education

Initial and annual on-site observation visit

Qualifications of RN, Pharmacist, or other licensed skilled
professional responsible for supervision of services
Verification of additional education needed to administer
pharmaceuticals or special treatments

CARE
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DESK REVIEW
REFERENE GUIDE

= Establish a date for compliance
with ACHC Home Infusion
Therapy Standards

DESK REVIEW REFERENCE GUIDE

G HOME INFUEI0MN THERARY
F I

ACCREDITATION COMMISSION for HEALTH CARE
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CROSSWALK

Private

CROSSWALKS il

Hrrar I ot
Tharapy Standands

= Private Duty Infusion Nursing to
Home Infusion Therapy

—A. .
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CROSSWALK

Irifusio

CROSSWALKS I

= |nfusion Nursing to Home
Infusion Therapy

—A. .

m‘n"" FOR PROVIDERS. ACCREDITATION COMMISSION for HEALTH CARE 22
BY PROVIDERS.

ACHC,



ON-SITE SURVEY PROCESS

One-day survey:
Unannounced
Notification call

Will review three medical records:
Canbe active or discharged charts based on active census.

One home visit will be conducted:

If there is not an active patientreceiving infusion services, personnel will need to complete a
simulation competency in the office.

ACCREDITATION COMMISSION for HEALTH CARE 23




ON-SITE SURVEY PROCESS

Survey is conducted:
Observation
Interviews
Home visit or simulation competency in the office
Medical record review
Personnelrecord review
Contracts
Performance Improvement
Infection control

Review by the Review Committee.
Accreditation decision is made.

ACCREDITATION COMMISSION for HEALTH CARE 24
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TOUR

Brief tour of facility
Medical record storage
Maintaining confidentiality of Protected Health Information (PHI)
Supply closet
Biohazard waste
Required posters
Fire extinguishers/smoke detectors/non-smoking signage
Restrooms
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PERSONNEL RECORD REVIEW

Review personnel records for key staff, contract staff, and volunteers:
Application, tax forms, and |-9
Job descriptions and evaluations
Verification of qualifications
Orientationrecords, competencies, and ongoing education
Medical information
Background checks

For a complete list of items required in the personnel record, review Section 4 of the
ACHC Accreditation Standards.
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EXIT CONFERENCE

Exit conference:
Present all corrections prior to the exit conference.
Invite those you want to attend.

Surveyor cannot provide a score.
Preliminary Summary of Findings (SOF) as identified by Surveyor and the ACHC standard.

Seek clarification from Surveyor while still on site.

ACCREDITATION COMMISSION for HEALTH CARE 2/
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EXPERIENCE THE ACHC DIFFERENCE

Post-Survey Process
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POST-SURVEY TIME FRAMES

ACHC Surveyor submits survey data to ACHC office within 2 business days from the
last day of survey.

Accreditation decisions are provided to agency within 10 business days from the last
day of survey.

Home Infusion Therapy agencies submit a Plan of Correction within10 calendar days
from the date of the accreditation decision.
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STANDARD- AND CONDITION-LEVEL
DEFICIENCIES

All survey results are reviewed by the ACHC Review Committee.

Standard-level deficiencies:
Not as “severe’
Individual, random issue vs. a systemic issue.
Only require a Plan of Correction.

Condition-level deficiencies result when a Condition for Coverage (CfC) is
significantly out of compliance:
Requires another on-site survey.
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ACHC ACCREDITATION DECISION DEFINITIONS

ACCREDITED

Provider meets all requirements
for full accreditation status.
Accreditationis granted but Plan

ACCREDITATION PENDING

Provider meets basic accreditation
requirements but accredited status
is granted upon submission of an

of Correction (POC) may still be approved POC.
required.”
DEPENDENT DENIED

Accreditation is denied. Provider
must start process from the
beginning once deficiencies

are addressed.

Provider has significant
deficiencies to achieve
accreditation. An additional
on-site visit will be necessary tobe
eligible for accreditation.
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PLAN OF CORRECTION REQUIREMENTS

Due in10 calendar days to ACHC.
Deficiencies are auto-filled.

Plan of Correction
Specific action step to correct the deficiency.

Date of compliance of the action step
10 calendar days if condition-level
30 calendar days if standard-level

Title of individual responsible

Process to prevent recurrence (2-step process)
Percentage and frequency
Target threshold
Maintaining compliance

ACCREDITATION COMMISSION for HEALTH CARE 32




PLAN OF
CORRECTION

Due in10 calendar days to ACHC

= Plan of Correction

+  Specific action step to correct the
deficiency

SAMP LE: Below i & sample on howte comedty fll cut your POC

= Date of compliance of the action step
10 calendar days if condition-level
30 calendar days if standard-level

= Title of individual responsible
= Process to prevent recurrence
(2-step process)
» Percentage and frequency
+ Target threshold
* Maintaining compliance
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EVIDENCE
CHART

= Evidence thatisrequiredto support
compliance is identified on the POC

=  Summation of evidence

= All evidence to the Account Advisor
within 60 days

= No PHl or other confidential
information of patients or
employees

= Accreditation canbe terminated if
evidence is not submitted
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=
EVIDENCE CHART Ml conzmouesss

ACHC
@ HOME INFUSION THERAPY

Company Name
Date: For the week/month of:
As you compile evidence to support your approved Plan of Correction (POC), please complete the following:

= Inthe Client/Patient Record/Personnel File Audit Summary chart, summarize the results of your client/patient
record and/or personnel file audits.

= Inthe Observation Deficiencies chart, note observation deficiencies from your POC and provide documents to
support evidence of continued compliance. Examples of docurnents that may need to be submitted are: governing

body meeting minutes, revised contracts, annual program evaluations, Pl activities, or administrator qualifications.

Allevidence supporting the implementation of the POC must be submitted at one time to your Account Advisor within 60
days following the survey decision letter.

Do not submit evidence until your POC has been approved.

Do not submit any Protected Health Information (PHI) or confidential employee information.

CLIENT/PATIENT RECORD/PERSONNEL FILE AUDIT SUMMARY

Number of Correct Charts Percentage of
ACHC Standard Brief Summary of Audit Findings Specific to the Deficiency | (Audits)/Number of Total Com l'langce
Charts (Audits) Completed P

Example: Audited charts to determine care was provided in accordance

/ %
HIT5-3E with the plan of care 9/10 90%

ACCREDITATION COMMISSION for HEALTH

CARE
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INREVIEW

Agencies that want to seek Medicare Part B reimbursement for Infusion Therapy
Services must be accredited for Home Infusion Therapy prior to enrollment.

Home Infusion Therapy accreditation is mandatory for Medicare Part B
reimbursement.

IRN, PDN, and Home Health agencies can continue to provide infusion services as it is
under the scope of an RN to perform, do not have to be Home Infusion Therapy
accredited but will not be eligible for Medicare Part B reimbursement.
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HOME INFUSION THERAPY
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QUESTIONS?
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HOME INFUSION THERAPY
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THANK YOU

Contact your Account Advisor or the Account Services Team
at (919) 785-1214 x457.
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