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340B Implémentation:
A Guide for Community Health
Centers and Grantees

Jangus Whitner, PharmD, MHA, BCACP, 340B ACE
340B Policy & Compliance Director
Apexus, 340B Prime Vendor




Disclosure Statement

Jangus Whitner has a financial interest with Pfizer that terminated
In 2022 and the relationship has been mitigated through peer
review of this presentation. There are no relevant financial

relationships with ACPE defined commercial interests for anyone
else in control of the content of the activity.
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Due to the nature of Apexus’ role as HRSA's 340B Prime Vendor,
It Is a neutral organization that supports all 340B Program
stakeholders and will not be discussing political dynamics and
legal challenges facing the program.

| Prime Vendor
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Pharmacist & Technician Learning Objectives

1. Review 340B compliance
considerations important to grantees

2. Discuss avallable resources for
nelping maintain a compliant
program

3. Review frequently asked questions
from grantees and discuss solutions




340B Program
Considerations for Grantees

Prime Vendor
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Opening a New Site

Eligibility and Registration

— Sites of grantees administered by HRSA (FQHCs, direct RW or HTC) must be added to the
Electronic Handbook (EHB) prior to registration in 340B OPAIS

— Eligibility of other grantees not administered by HRSA will be verified with the granting
agency

Multiple sites under same grant
— FQHCs = associated sites

— Other grantees = each site receives a unique 340B ID

What steps need to be taken before the clinic can begin using 340B?

CONFIDENTIAL. Do not distribute



Ensuring Compliant Practices

Inventory management practices

— Physical or virtual replenishment inventory models for clinic-administered,
owned pharmacies, and contract pharmacies

— Are all patients treated 340B eligible?

— Pharmacies (and even clinic locations) may hold inventory for multiple 340B
grantees

Clinic inventory models

Often not pharmacy managed and harder to maintain auditable records; may
require paper logs

© 2023 Apexus. Reproduction without permission is prohibited | 7




Show of Hands

Which inventory model do you use?

* Physical inventory

* Neutral/virtual replenishment inventory
* Both

© 2023 Apexus. Reproduction without permission is prohibited | 8
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Transferring 340B Inventory

340B purchase alignment with 340B ID

« FQHCs/FQHC-LAs may transfer 340B drugs between the main site
and associated sites in 340B OPAIS

« Other grantees (e.g., STD clinics) may be a part of the same
organization but individual clinics have different 340B IDs

— Sites that would like to use a combined purchasing model (all sites under a
single grant wanting to purchasing off one 340B account) should contact
HRSA for approval

— Grantee Combined Purchasing and Distribution Request for HRSA

— Primarily seen in state grantees




Covered Outpatient Drug

* Defined in Section 1927(k)(2) of the Social Security Act

« Document the definition and its operational application in 340B
policies and procedures, including any exclusions

e Maintain auditable records and apply policy consistently




overed Outpatient Drug Resources

MDRP Product List 340B OPAIS Manufacturer Search

U.S. Department of Health and Human Services HRSA OPA

HR A Office of Pharmacy Affairs

O pen Data Datases NADAC NCCI AP Q, Search Health Resources & Services Administration 340B OPAIS

Home Search ~ Reporis/Files Login Help

|& Data.Medicaid.gov Keeping America Healthy AboutUs Newsroom Data & Research £

Drug PrOd UCtS i n the Med icaid Downloads Manufacturer Search Criteria
Drug Rebate Program

Download this resource

Ccsv)
Status Contact Name
Drug Pricing and Payment Updated November 7, 2022 Al .
Tags Manufacturer Name Signed Date Edit Date

Active drugs that have been reported by participating drug manufacturers under the Medicaid Drug
Rebate Program. All drugs are identified by National Drug Code (NDC), unit type, units per package size, From | From i
product name, Food and Drug Administration (FDA) approval date, the date the drug entered the drug products
market, plus indicators to show whether the drug is an innovator or non-innovator drug; whether it is

i o : . drug rebate program
available by prescription or over-the-counter (OTC); the FDA therapeutic equivalency code; and the OFA Termination Date CMS Termination Date
Drug Efficacy Study Implementation (DESI) rating and termination date. Each quarter posted represents

City To ] To B

a snapshot of data in the system at that time and is not updated by subsequent changes. State Zip From = From =

R All - To = To [}
- API Alabama

Resource Preview Alaska

American Samc
Arizona

View and filter data % Arkansas -
1-100f 1,310,691 rows 2 Display settings

Year Quarter Labeler Name NDC

https://data.medicaid.gov/dataset/0ad65fe5-3ad3-5d79-a3f9-7893ded7963a https://340bopais.hrsa.gov/manufacturersearch
Af’ 340B © 2023 Apexus. Reproduction without permission is prohibited | 11
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https://data.medicaid.gov/dataset/0ad65fe5-3ad3-5d79-a3f9-7893ded7963a
https://340bopais.hrsa.gov/manufacturersearch

Medicaid Drug Rebate Program Search

|& Data.Medicaid.gov Keeping America Healthy AboutUs Newsroom Data & Research

Open Data Datasets NADAC  NCCl  API Q, Search

MDRP website
—>Program Data
—>Drug Product Data

Back to Drug Products in the Medicaid Drug Rebate Program

Drug Products in the Medicaid Drug Rebate
Program

Direct link available in
HRSA FAQ #2583

Property Operator Value

NDC 12345678901

Delete filter

Apply filters

1-8of 8rows B Download filtered data (CSV) ] [ il Copy link to filtered data ] l & Display settings ]
Year Quarter Labeler Name NDC Labeler Code Prc
2022 1 Manufacturer A 12345678901 12345
2021 1 Manufacturer A 12345678901 12345
[ %ﬁg‘% © 2023 Apexus. Reproduction without permission is prohibited | 12
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340B OPAIS Manufacturer Search

<f U.S. Department of Health and Human Services HRSA OPA

HR Office of Pharmacy Affairs
340B OPAIS

Health Resources & Services Administration

Home Search - Reports/Files

12345 - Manufacturer A (Active) 3408 OPAIS WebS|’[e
—> Search

Comment
v - Manufacturers
Labeler Code 12345 PPA Signed Date 1/7/1996
Manufacturer Name Manufacturer A Addendum Signed Date 1/22/2017
Manufacturer Sub Name HRSA PPA Co-Signed Date 12/6/1995
HRSA Addendum Co-Signed Date 1/29/2017
Authorizing Official Primary Contact PPA Official Addendum Official
Manufacturer A Manufacturer A Allison Frost CMS Termination Date
Leroy Anderson Melanie Chen (973) 123-1212 Termination Reason
CEO Director, Gov'’t Termination Comment
(414) 123-4567 Pricing
(414) 123-7654 Street Address

1200 Innovation Way
Parsippany, NJ
07054
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Applying Patient Definition in Practice!

Covered Consistent .

outpatient Outpatient Patient health Entity-prescriber || with scope of Eligible for

drug order/ status record relationship grant (grantees 340B drug
only)

prescription

Covered entities carving out Medicaid must ensure that
340B drugs are not billed to Medicaid fee-for-service

L An individual registered in a state-operated or -funded AIDS drug purchasing assistance program receiving financial assistance under title XXVI of the PHS Act will be
considered a “patient” of the covered entity for purposes of this definition if so registered as eligible by the state program.

soecd
Apexus PROGRAM
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Entity—Prescriber Relationship

Eligible providers who are “floaters”

: Pharmacy should have
Covered entity means to verify patient is

maintains a list of a patient of the covered
providers who could entity

prescribe from non- * Provider alone may not be

i enough
covered entlty » Ensure additional screening

© 2023 Apexus. Reproduction without permission is prohibited | 15
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340B Eligibility via Referral

Q. If we refer a patient to an outside clinic, can we fill the patient’s prescriptions from our 340B
clinic?

A. A covered entity may refer an individual for consultation to an outside clinic not registered for
the 340B Program and consider that patient 340B eligible only if the individual receives health
care from a health care professional who is either employed by the covered entity or provides
health care under contractual or other arrangements (e.g., referral for consultation) such that
responsibility for the care provided remains with the covered entity (61 Fed. Reg. 55156
(October 24, 1996). If the covered entity can document that it retained responsibility for the
health care services provided to the referred individual, then that individual may be eligible to
receive 340B drugs from the covered entity. How a covered entity counts referrals under the
340B Program should be addressed in its written policies and procedures.

FAQ: 1493

.| Prime Vendor

CONFIDENTIAL. Do not distribute



Best Practice Referral Documentation

1. Patient sees
340B eligible

primary HCP

2. Referral
request noted in

5. Referral visit
summary placed
In patient’s

_ patient’s medical
medical record Patient record

4. Referral visit
summary sent to

340B eligible
primary HCP

© 2023 Apexus. Reproduction without permission is prohibited | 17
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Medicaid: Should We Carve In or OQut?

Case: FQHC has a clinic setting where all patients seen are eligible. It
IS having trouble meeting the state Medicaid fee-for-service (FFS)
billing requirements for 340B claims. What should it do?

* Choose to carve out?
— Maintaining a non-340B inventory for Medicaid FFS patients
— How many medications are used in this setting?

* What if we just don't bill for the medications used?

— If Medicaid FFS is billed at an all-inclusive rate, entity should answer “yes” to
Medicaid billing question (carve in)

— If Medicaid FFS is not billed at all, entity should answer “no” to the Medicaid billing
guestion (carve out)

© 2023 Apexus. Reproduction without permission is prohibited | 18




Multiple Eligibility Types

* A single site may register as more than one grantee type

« Each registered entity must continue to meet eligibility and
compliance requirements

— What is additional benefit from registering as more than one?

— What additional recordkeeping/compliance requirements would apply?

© 2023 Apexus. Reproduction without permission is prohibited | 19
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Establishing and Maintaining
Compliance

- | 340B

Prime Vendor
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Where to Find Help

340B

AboutUs  ContactUs
Prime Vendor

PROGRAM COVERED ENTITIES | MAMUFACTURERS | DISTRIBUTION | 340B UNIVERSITY | HRSAFAQS | RESOURCE CENTER | ABOUT 340B & PVP | APEXUS ANSWERS Qa LOGIN

Miomoged by Aparss

340B Compliance Tools and PVP Resources

The Prime Vendor has developed 340B Compliance Tools to help out put 340B policy into practice.

Access Prime Vendor Program Resources available only to PVP participants to support purchasing decisions.

OURCE CENTER> 3408 TOOLS AMD RESOURCES DEV V2

Search by keywaord

or subject

340B Compliance Tools

Created by the PVP and HRSA-reviewed

These tools are intended to be a guide and should be carefully reviewed and modified based on your specific needs. Tools
include policy and procedure templates, auditing plans, and additional resources to promotg,2408 Brackana intacrity

340Bpvp.com/Tools
I |

. ____________________________________________________|
GPO PROHIBITION HOSPITALS (DSH, PED, CAN) GRANTEES (STD, RW, HM, FP, BL, TB, MH, UI)

COMMUNITY HEALTH CENTERS (CH, FQ, FQHC, FQHCLA, NH) + RURAL HOSPITALS (CAH, RRC, SCH)

A |340B

A .| Prime Vendor
P €& X US| proGRAM"
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Finding the Tools for You

* New to the program?
— Glossary of 340B terms
— Getting started in 340B checklist
— Policy and procedure templates
— Dispense tracking log example

* Looking for additional resources to support a compliant program?

— Self-audit tools (policy and procedure, eligibility, diversion, duplicate discount,
contract pharmacy)

— Split-billing software configuration considerations
— HRSA and manufacturer disclosure examples

© 2023 Apexus. Reproduction without permission is prohibited | 22
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Tools Spotlight

Getting Started in 340B Checklist

Category [~ |
Compliance Related

D=1 Determine site eligibility in anticipation of
registration
o3 Assarmble sxpertise needed to make

implementation decisions

CR-3 Identify all areas within the CE that will be using
340B and create map of all areas

Deterrnire which inventory model[s] will be
CR-4 ;
used at your sits(s)

Azsess need for third-party administrator [TPA]

CR-5 software for areas with replenishrment inventary
rmodels
CR-6 Develop entity-specific policies and procedures

How To/Resource

e vour covered enlity (CE) has been deltermined to meel the eligibility for the e el i e ]
2408 Program [hlipsiwim.hrsa goviopateligibility-and-registratioriindex hirml], meet
with the individuals] respansible for maintenance of the Electrenic Handbook
[EHB) and 330 grant to dacument eligibility eriteria, determine which sites are
eligible, and gather supparting documentalion For registralion. During this process,
it may be helpful to start developing a location map For each eligible location within
the CE. Work with your reimbursemenibilling office to understand what NPls are
used for billing in each lncation that will be using 3408 purchased medications
The 340E Program affects many different departments across the organization
Expertise from multiple depariments may be needed to make oritival decisions
abot 3408 Frogram implementation. This listis not all inclusive but includes key
departments thal best practice sites involve early to make informed decisions.
Fharmany: typically the project owners for implentation, as their department wil
typically experience the greatest impact

Fisimbursement: critical 1o gathering a list of NFls for registration

Billing important for assessing billing nesds for Medicaid and Medicars if 3408
product used

IT: may be needed if Lsing data fesds for third-parly administratar (TPA] softwars
Legal: will help in develapment of policies and procecures [P&Ps) and key
programmalic decisions

Compliance: assist in developing ssif-audit procedures and processes for
responding to noncornplisnce

3408 Tool: Self Audit: Eligibility

Crealing a map of seltings that will access 3408 (clinie, relail, contract pharmacy) s
can help new programs understand operalional decisions to be made, buil

appropriate data elements, and communicate effectively with the project team

Eroadly, thers ars three inventory modsls: replenishment [or nevitral] inventory, OnDemand Module: 3408 Drug Delivery
physical inventory, or hybrid. Determine which modsl will be use in each area of

vour CE that will be using 3408 medications [ see map sbove] For planning purprsss

[will affect need for split-hillinghthird-party adriristratar [TPA] softwars). Models

rray be different based on setiing and operational need

N
Plany CHC s use a TPA For their retail pharmacy locations. This software function in
areplenishment inventary by accurnulating eligible dispensations and aligning
purchasing to help ensure compliance. Sites should understand the general data
elements required and aszess their own ability to gather the necessany information.
IMPORTAMNT: Innplernentation of software can take up to 6 months, so this process
should be started sarly

Prior to going live, entities should have policies and procedures that outling how  JEL R Er il e L e T
they will align ta core elernents of the program. Entities may need to assess certain JLAE0T
areas mentioned inthis tool early in the process when determining operational

infrastructurs.
At registration, CEs will need to articulate which states and which NPIs are using

Purpose-Instructions. Covered Entity Checklist

®

/A 340B

Prime Vendor

Ape xus srocram

340B PVP Tools S 340B

Medicaid Exclusion File (MEF) Checklist Apexus srocram:

Purpose: This tool is a checklist of commen errors reflected in the Medicaid Exclusion File (MEF) that can increase a covered entity's risk of causing
duplicate discounts. As a best practice, covered entities should review their 340B Office of Pharmacy Affairs Information System (OPAIS) and MEF
on a quarterly basis.

Background: Incorrect information in 340B OPAIS will be reflected in the extracted MEF and could result in duplicate discounts or inaccurate database
findings. Action steps when recognizing an error should include determining whether the error caused any state to inappropriately submit a
manufacturer rebate claim and, if so, whether the claim was paid by the manufacturer (a duplicate discount). The covered entity would need to reach
out to the manufacturer in good faith to resolve the issue and determine if the infraction met the material breach threshold needed to self-report to
HRSA.

Core Understandings:

1. “Carve-in" describes a covered entity, child site (hospital), or associated site (FQHC / FQHC-LA) that dispenses 340B drugs to Medicaid patients.

2. National Provider Identifier (NPI) numbers referenced in this document are type-2 (organizational) and not tied to an individual.

3. Covered entities are responsible for providing each Medicaid state it plans to bill for 340B drugs and the associated billing number(s) for each of
its sites listed on 340B OPAIS. Some states have placed additional requirements regarding the prevention of duplicate discounts.

4. (Hospitals) If a parent and child site both carve-in using the same NPI number, BOTH the parent and child should each roster that NPl number.

Common Errors this important?

[ | Typographical errors; incorrect or OPAIS does not validate entries in length or accuracy. | Ask your bi
transposed national provider
identifiers (NPI) or Medicaid provider

ng department to review OPAIS-rostered
NPI/MPN entries for accuracy. If an errorfomission is
found, the primary contact (PC) or authorizing official

numbers (MPN). (AQ) will need to submit an OPAIS change request.
[ | Listing only an MPN, but billing using | Historically, MPNs were used by entities to submit Routinely review the MEF with your billing department to
the NPI state Medicaid claims. Post-HIPAA, all providers are ensure that the rostered provider identifier billing
required to obtain and use NPIs when submitting information matches your billing practices. If an
claims to CMS. errorfomission is found, the PC or AO will need to submit

an OPAIS change request.

[ | OPAIS does not reflect all states that | An entity can choose to dispense 340B drugs to Work with your billing department to identify any states
receive Medicaid fee-for-service Medicaid patients from multiple states. To do so, the that receive Medicaid FFS claims for drugs purchased at
(FFS) claims from your covered entity | entity must roster the appropriate NPI/MPNs paired 340B prices. Confirm that the appropriate NPI/MPNs on
for drugs purchased at 340B prices. with the corresponding state in OPAIS those claims are rostered in OPAIS and paired with the
appropriate state.

3408 Prime Vendor Program | 888.340.BPVP (2787) | apexusanswers@340Bpvp.com | www.340Bpvp.com Page 1
© 2021 Apexus LLC. Al rights resarved 02092021
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Program Oversight and Support

« Multidisciplinary oversight responsibility

— Responsible for operational and strategic decision making to ensure integrity
of the program

— Ensure adequate resources to maintain 340B Program compliance and
optimization goals

— Create accountability for compliance measures including auditing and
program maintenance

* Ensuring adequate resources to support the program




Case: Developing Self-Auditing Strategies

| just got back from to my organization and realized that we need
to put a self-audit plan in place—where do | start?

« Create audit plan/calendar based on key compliance areas and
locations where 340B is used

« Share with oversight team
« Use tools on 340Bpvp.com as templates

« Define material breach and process for reporting to
manufacturers +/- HRSA for repayment

« Repeat audits on regular schedule

© 2023 Apexus. Reproduction without permission is prohibited | 25
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Reporting Noncompliance—Material Breach

« X% of total 340B purchases or impact to any one manufacturer

« $X (fixed amount), based on total outpatient or 340B spend, or
Impact to any one manufacturer

« X% of total 340B inventory (units) \ ]
« X% of audit sample N\ 9

« X% of prescription volume/prescription sample @ ~
| \




Grantee Frequently Asked
Questions

- | 340B
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Mobile Clinics and Outreach Services

Ensure that 340B drugs are provided only to eligible patients of
the covered entity

« What kind of patient health record is kept by the CE? Is it auditable?
* Is the service consistent with the scope of grant?

* How Is inventory maintained?







Partner Treatment

 Patient definition and challenges
- Who is the patient being treated?
— Scope of grant

— Auditable records

* Emergency contraception: OTCs ineligible without a prescription







Terminated Covered Entity Inventory

« 340B physical inventory should be returned, destroyed according to
state law, or credit/rebilled with manufacturer

* Inventory cannot be transferred from one 340B grantee/covered
entity to another 340B grantee/covered entity

 Entities with extenuating circumstances should contact HRSA
directly for possible alternatives to this approach

.| Prime Vendor
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PreEP

 Patient definition and challenges

Scope of grant

« Grantee purchasing medication should be able to meet eligibility
requirements

© 2023 Apexus. Reproduction without permission is prohibited | 35
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Takeaways

« Grantees have unigue needs in complying with the 340B Program —
ensure understanding of scope of grant

« 340Bpvp.com contains resources specific to grantee types that can
help establish or maintain compliance

« An important step to ensuring compliance is defining practices in
policies and procedures

| Prime Vendor
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Submit Questions!
340B Implementation:
A Guide for Community Health
Centers and Grantees

Claim CE by August 18, 2023
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