
Grantee Breakout Session:
Essentials for Clinic Administered Drugs

Chelsea Violette
Chief Operating Officer

FQHC 340B Compliance

340B Midwest Regional Conference & Expo
September 23 & 24, 2024

Jangus Whitner
340B Policy & Compliance Director

Apexus, 340B Prime Vendor



None of the planners for this activity have relevant financial 
relationships with ineligible companies to disclose.



LEARNING 
OBJECTIVES

At the completion of this activity, the 
participant will be able to:

• Evaluate 340B inventory options, in light 
of Medicaid billing, 340B savings 
opportunities, and oversight workload.

• Determine the best mechanism for 
tracking medication administration, 
based on available technology.

• Describe the various resources 
available for 340B purchasing records.

• Design a process for 340B inventory 
validation and auditing.
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Major 340B Compliance Areas 

• Covered Entities

− Prevent diversion to ineligible patients

− Medicaid duplicate discount prohibition

− Certain hospitals only

• Group Purchasing Organization (GPO) Prohibition

• Orphan Drug Exclusion

• Manufacturers

− Offer to sell CODs at 340B ceiling price
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Diversion
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HRSA Requirements

• What is diversion? 

− The reselling or transferring of a 340B drug to a person who is not a patient of the 
entity 

• Covered entities must have processes in place to ensure that only eligible 
patients receive 340B medications.
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Prevent Diversion to Ineligible Patients
• Entities must not resell or transfer 340B drugs to ineligible patients

• Patient Definition:

− The covered entity has established a relationship with the individual, such that the covered entity maintains 
records of the individual's health care; and 

− The individual receives health care services 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; and 

− The individual receives a health care service or range of services from the covered entity which is consistent 
with the service or range of services for which grant funding or Federally-qualified health center look-alike 
status has been provided to the entity. Disproportionate share hospitals are exempt from this requirement. 

− An individual will not be considered a patient of the covered entity if the only health care service received by 
the individual from the covered entity is the dispensing of a drug or drugs for subsequent self-administration 
or administration in the home setting.

− Exception: Individuals registered in a State-operated or funded AIDS Drug Assistance Program (ADAP) that 
receives Federal Ryan White funding ARE considered patients of the participant ADAP if so registered as 
eligible by the State program. 
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Applying Patient Definition in Practice1

Covered 
Outpatient
Drug Order/
Prescription

Eligible 
for 340B 
Drug

Eligible 
service 
location

Outpatient 
status

Patient 
health record

Entity-
prescriber 

relationship

Consistent 
with scope of 

grant 
(grantees 

only)

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

1 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.



Operational Considerations for Diversion 
Prevention

340B-eligible 
patient 

definition (P&P)

Shared 
medical 
records

Emergency box 
medications
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Prevention of Duplicate 
Discounts
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Duplicate Discount Prohibition

340B price Medicaid rebate
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Carve-In/Carve-Out Decision at Registration
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OPAIS & Medicaid Exclusion File

• Covered entities choosing to carve in must inform HRSA of their decision by:

− Answering “yes” to the Medicaid billing question during registration

− Provide the billing number(s) and the state(s) that is billed in 340B OPAIS

• National Provider Identifiers (NPIs) and/or Medicaid Provider Numbers (MPNs)

• Medicaid Exclusion File (MEF)

− A static report populated with 340B OPAIS information 

− Informs state to exclude all claims from listed billing numbers from the rebate file

− FFS only (not used for MCO claims)

− MEF is the source of truth for manufacturers, wholesalers, and others

https://www.hrsa.gov/sites/default/files/hrsa/opa/clarification-medicaid-exclusion.pdf
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State Requirements
• States often have additional Medicaid carve-in requirements beyond the 340B 

OPAIS/MEF listing of billing information

• Clinic-administered drug examples can include:

Identifiers
• UD modifier
• U6/U8 modifier
• Medicare JG/TB requirements 

Drug cost submission
• 340B actual acquisition cost (AAC)
• Usual and customary rate (U&C)

Institutional Claims



Duplicate Discount 
Considerations 

• Medicaid billing requirements
• Does the entity carve-in or carve-out Medicaid?
• Does the entity bill multiple states’ Medicaid plans?
• Does the state require claim-level modifiers?



CAD Duplicate Discount Considerations 

State excludes claims from rebates 
solely based off the 

Medicaid Exclusion File (MEF)

• Consistently billing CADs under 
the Medicaid Billing Numbers 
(MBNs) and National Provider 
Identifiers (NPIs) listed in the MEF

• Can be difficult to only carve in 
select CADs, if all bills are 
submitted under the same 
MBN/NPI

State excludes claims from rebates 
based off claim-level modifiers

• Important to review if NDC-level 
data is assigned to the final bill to 
Medicaid
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Inventory Models



Selecting Your CAD Formulary

What care is provided? 
•May be different for different clinics

Eliminate redundancies/duplicates
•Identifying cost-effective option for each drug class

Determine 340B vs non-340B
•Depending on State Medicaid requirements, does not need to be all or nothing

Locked storage space availability



Sample 
Formulary 
List
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Physical Inventory

• Physically separate inventory

− 340B and/or non-340B inventory kept physically separate

− More common in 340B-only areas 

• Example 340B-only area: “closed-door” retail pharmacies, grantee clinic carving in Medicaid

• HRSA expects covered entities to describe how 340B inventory is 
accounted for to

− Maintain auditable records

− Prevent diversion

• Inventory adjustments (purchases, administrations, waste, etc.)

• Medicaid carve-in/carve-out decision impact
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Virtual Replenishment Inventory Process

• One neutral inventory used for both 340B eligible and ineligible patients

• New 11-digit NDCs are first purchased on the non-340B account to establish 
the neutral inventory 

• Product is administered to patient, 11-digit NDC captured

− Patient eligibility verified and tallied as an accumulation in the appropriate bucket (340B 
or non-340B)

Non-340B 340B
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Virtual Replenishment Inventory Process

• Purchase order generated to replace product taken off the shelf

− Product ordered on 340B or non-340B account based on accumulations

− Non-340B is used whenever the quantity needed exceeds the 340B accruals available

• Replenishment product arrives and is placed on shelf, re-establishing the 
neutral inventory

Non-340B 340B
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Auditable Records
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Auditable Records

• Maintaining auditable records is a 
requirement of covered entities 
participating in the 340B Program to 
ensure compliance with the 340B 
requirements 

• Covered entities should consider how 
they may maintain inventory records in 
such a way that they can be retrieved in 
the event of an audit
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HRSA Covered Entity Data Request List
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HRSA Covered Entity Data Request—Inventory

Policies and procedures

• Description of purchasing process (including all pharmacies, if applicable) (1D)

• How the covered entity accounts for 340B inventory or accumulation in a physical or 
virtual replenishment inventory (1H)

• Prevention of diversion at covered entity and all pharmacies (1I, J)

− Site eligibility location

− Referral/responsibility of care remained with covered entity

− Medical/patient health record

− Patient eligibility (including status change)

− Provider eligibility (relationship)

− Service in the scope of grant (if applicable/non-hospital)

− Documenting and accounting for wastage of a drug not administered
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HRSA Covered Entity Data Request—Inventory

Documentation

• Provide a listing of all 340B drugs that were administered or prescribed to 
patients from the parent site, offsite facilities/child sites, and 
pharmacies(contracted or entity-owned) during the sample period (3C)

• List all accounts (wholesaler, direct, and consignment) used to purchase 
drugs for the parent, off-site facilities/grant-associated sites, and all 
pharmacies (entity-owned and contracted) (5A)

• Provide a copy of one invoice for each account (5B)



Considerations for Operationalizing HRSA’s Expectations

Drug Purchase 
Records

PVP purchase history reports

Secondary and tertiary 
wholesalers or distributors

Drug Utilization 
Records

Medical record reports

Manual logs (paper or 
electronic)

Drug waste (patient-specific or 
expired stock)

Barcode scanning

Inventory 
Reconciliation 
Records
Cycle counts

Monthly or quarterly purchase 
vs utilization analysis
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Tracking Dispensations

• Determine method for ensuring 
only eligible patients receive 
340B medications

• Must be able to provide 
records of all dispensations

• Maintain tracking system 
that captures all HRSA-
required data elements

• Must be able to account for all 
340B purchased inventory



Tracking 
CAD 
Inventory: 
Drug 
Utilization 
Records

Medical Record Reports
• Discrete fields for drug administrations

Manual Logs
• Paper or electronic

Drug Waste
• Patient-specific or expired stock

Barcode Scanning
• Management of missed scans
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340B Manual Dispense Tracking Log 

• Single NDC per page

• Includes additions 
and reductions to 
inventory

• Identifies individuals 
who have handled 
the product

• Product count is 
reconciled at each 
transaction



Sample Medication Log



Electronic Log? 
Turn It Into An Inventory Snapshot!



Quality of Medical 
Record Documentation

• Evaluation of current state can help identify items with 
accurate and reliable EMR documentation, and thus 
more readily pulled into reports

• EMR documentation is often more robust for:
• Drugs administered (Depo, Bicillin, etc.)
• Single-dose vials (easier to track than MDV waste)
• Drugs documented by a nurse of medical 

assistant (as opposed to a medical provider)



Considerations for CAD 
Purchasing Auditable Records

• PVP purchase history reports

• Secondary and tertiary wholesalers or 
distributors
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Tracking Inventory Adjustments

• Must be able to identify and track all inventory 
adjustments that affect 340B inventory

− Purchases

− Administrations

− Administration waste

− Expired medications

− Broken pills

− Employee use

− Samples

• Must be able to account for all inventory 
changes in an inventory reconciliation process
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Oversight of your Clinical 
Administered Drug Inventory
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Policies and Procedures

• Your policies and procedures are expected to describe your process 
for purchasing, tracking, and managing 340B inventory 

• Carving in or carving out Medicaid? 

− If carving out, your policies and procedures should also address the process 
for ensuring that 340B drugs are not dispensed or administered to Medicaid 
patients

• Policies and procedures should be maintained regularly



© 2024 Apexus. Reproduction without permission is prohibited |   39

CONFIDENTIAL. Do not distribute

Sample Policies and Procedures Manual

• Policy and Procedure Manuals 
customized for each covered 
entity type

• Covered entity must customize 
the manual to match their 
actual operations

• Inventory section covers all 
three practice settings:

• Clinic site administrations

• In-house pharmacy

• Contract Pharmacy
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Self-Auditing

Best Practices

• Inventory process is outlined from 
the receipt of the medication to the 
dispensation/administration of the 
medication

• Routine inventory counts

• Reconcile inventory counts with 
inventory system

• Adjusting and reconciling 
variances (including 
documentation of outcome) 



Self Auditing: Administration Records

Auditing samples of administration documentation within the EMR or 
manual logs

• Often health centers incorrectly assume that their clinic inventories need not be audited

Sample Audit Procedure

• On a monthly basis, select X medication admins and assess:
• Associated with an eligible patient
• Associated with an eligible location and provider
• Does not present a duplicate discount risk



Self Auditing: Duplicate Discounts

• Download the MEF from OPAIS
• For a sample of your Medicaid CAD records, request the billing form 

(HCFA-1500 or UB-04) from your billing dept
• Confirm that all CADs were billed to Medicaid under billing numbers 

listed in the active MEF, with the necessary modifiers (if required)
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Inventory Management Self-Auditing

• Have process in place to reconcile inventory on 
a routine basis

− Cycle counting

− Spot audits

• Have policies in place regarding adjustments of 
inventory

• Look at records of inventory adjustments

• Document your inventory reconciliation 
processes and frequency



Self Auditing: Inventory Reconciliation

• Cycle counts
• Monthly or quarterly purchase vs utilization analysis

• Patient administration/dispense records coming directly from EMR data 
often provide great evidence of eligible and compliant use of 340B

• Beyond just having EMR records (not always an easy task), you are also 
responsible for monitoring that there are an appropriate quantity of 
patient records to match the quantity of drug purchased
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Next Steps



© 2024 Apexus. Reproduction without permission is prohibited |   46

CONFIDENTIAL. Do not distribute

Where to Find Help – 340Bpvp.com
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OnDemand Training Module
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OnDemand Training Module (Cont’d)



Questions?Questions?



NEED MORE INFORMATION?

• Chelsea Violette
• Chelsea@fqhc340b.com

• Jangus Whitner
• apexusanswers@340bpvp.com


