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This is the first in a series of four webinars.  Today we will 

focus on 340B Basics.  Due to the number of callers, and the 

complexity of the 340B Program, please limit questions to the 

material covered in today’s webinar.

We will compile all unanswered questions from today’s 

webinar and respond to them as soon as possible.



What is the 340B Drug Program?



340B Program

• Program that allows certain entities to 

buy drugs at discounted prices

• Savings from lower drug costs can then 

be used to expand FQHC services or 

reduce charges to patients



Medicaid Drug Rebate Program - 1990

Required drug manufacturers to have 

a rebate agreement with the 

government in order for their drugs to 

be covered under Medicaid



Although drug manufacturers offered the 

rebates, provider costs for other 

discounted drugs rose dramatically.  



340B Drug Program - 1992

Congress then created the 340B 

Drug Program to protect certain 

clinics and hospitals (known as 

covered entities) from significant 

drug price increases.



340B Drug Program - 1992

A second agreement was signed by the 

drug manufacturers which limited the 

amount that could be charged to covered 

entities for drugs.

This is known as the “ceiling price”.



Ceiling price calculation



Ceiling price calculation

Average Manufacturer Price (AMP)

• Unit price, net of discounts, that distributors pay 

for the retail community pharmacies



Ceiling price calculation

Unit Rebate Amount (URA)

• Percentage discount allowed off of the AMP

• Calculated by the Centers for Medicare and 

Medicaid Services

• Based on drug classes

Brand 23.1%

Generic 13.0%

Clotting Factor 17.1%

Exclusively Pediatric 17.1%



Ceiling price calculation

Average manufacturer price         $1.00

minus: Unit rebate amount* (Brand) .23

340B ceiling price for one pill $  .77

*Brand 23.1%

Generic 13.0%

Clotting Factor 17.1%

Exclusively Pediatric 17.1%

Calculation example does not consider other factors such as best price, 

consumer price index and base line AMPs.



Ceiling price calculation

HRSA (Health Resources Services 

Administration) calculates the ceiling prices 

each quarter.



Verification of ceiling price



• The FQHC benefits by saving the 

difference between the usual drug cost 

and the 340B cost. (340B savings)

• Many insurers will continue to pay the 

FQHC the normal reimbursement rate 

for the drug, regardless of the 340B 

reduced cost.

What’s the benefit?



Why do FQHCs participate?

• 340B savings enable the covered entities 

to provide increased services to patients.

• FQHCs can offer lower prescription costs.

According to a NACHC study, FQHC’s drug costs could 

increase by a minimum of 41% if 340B pricing was not used.





Prime Vendor Program

• By participating in the 340B Prime 

Vendor Program, covered entities can 

save more on the cost of drugs.

• The PVP can negotiate prices even 

lower than the ceiling price. (sub-

ceiling prices)



How can 340b savings be used?



Intent of Program

To permit covered entities “to stretch 
scarce Federal resources as far as 
possible, reaching more eligible* 

patients and providing more 
comprehensive services.”

H.R. Rep. No. 102-384(II), at 12 (1992)

*340B patient eligibility criteria does not require that the patient is 
indigent or qualifies for a sliding fee scale discount.



Use of 340B savings?

• Law does not specify further.

• Savings may be passed on to the 

patient.

•Drug Discount Cards

•Sliding Fees

• Savings may go into operations to 

expand programs and services.



FQHCs

Are statutorily required to invest all 

revenues, including 340B, into activities that 

are approved under their HRSA/Bureau of 

Primary Health Care Scope of Project and 

advance their charitable mission.  



Document use of 340B savings

Policies and procedures should 

discuss use of the savings and how 

such use supports intent of Program.

•Are savings passed directly to 

patients?

•Are savings used in programs to 

benefit the low-income and 

underserved populations?



Who can participate in the 340B 

Program?



Covered entities

A non-profit healthcare organization, that 

meets certain Federal designations, or 

receives specific types of Federal funding 

may participate.

FQHCs and FQHC look-alikes are both 

eligible.



How does the Program work?



Register in 
OPA 

Database

Obtain 
approval from 

HRSA

Notify 
manufacturer

/supplier

Purchase 
discounted 

drugs

Place in 
340B  

inventory

Distribute to 
340B eligible 

patients

Bill to patient

Collect 
amounts 

owed

Use 340B 
savings

340B process flow 



Register in 
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manufacturer
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COMPLIANCE ISSUES!



How do you register?



Where to register

Web-based

https://opanet.hrsa.gov/340B/default



Quarterly registration “windows”

Registration Period Effective Date

January 1 - 15 April 1

April 1 - 15 July 1

July 1 - 15 October 1

October 1 - 15 January 1



Information needed



Parent and child sites

• The main FQHC site is the “parent”.

• Delivery sites at different physical 

addresses from parent are known as 

“child sites”.

• Each site must be separately 

registered.

Parent

Child Child Child



Attestation



More registration information

https://opanet.hrsa.gov/opa/Manuals/Public/CE7RegisterCE.pdf



What is recertification?



Why recertify annually?

• Opportunity to review and update OPA 

database

• Re-attest to compliance 

• No recertification…..no participation!



When to recertify?

FQHCs usually recertify in February.



More recertification information

https://opanet.hrsa.gov/opa_mod/manuals/Public/CERecertify.pdf



What drugs can 

be discounted under 340B?



Covered 340B drugs

No vaccines!



Who is an eligible patient?



61 Fed. Reg. 55156, October 24, 1996

Current definition



Multiple hurdles

Provider

Prescriber

Encounter type and 

location

Once a “patient”, always a “patient”?

What if prescriber leaves practice?

How many refills are eligible?

What about referrals?

Is there a need for underlying diagnosis to 

be treated during encounter?



Employees & 340B

Employees must meet the qualifying 

patient definition, same as any other 

patient.

Source:  Apexus FAQ



How are 340b drugs distributed 

to patients?



Drug delivery models

Contract In-house



How do you 

track 340B inventory?



Types of 340B inventory systems

Physically separate Virtual model



Types of inventory systems

Physically separate
• Often used for in-house pharmacies.

• One inventory can be used if all patients are 340B 

eligible.

• Two inventories will be needed, separate 340B and non-

340B, if some patients are ineligible for 340B program. 

• Patient eligibility is determined at time of drug dispense 

or administration.



Physical inventory

Pre-purchased inventory model 

(physical inventory)

340B

Non-340B

Covered entity patients

Other patients



Types of inventory systems

Virtual model
• Used mostly in contract pharmacy arrangements.

• 340B and non-340B inventory is commingled.

• Patient eligibility is retrospectively determined.

• Tracking software will be needed.



Virtual inventory tracking

In a virtual, commingled inventory, 

drugs are designated 340B after the 

drug is purchased and dispensed.
• Tracking system will be necessary.

• Must be tracked and replenished by 

National Drug Code (NDC) number



NDC matching is required

National Drug Code – 11 digit number

First 5 digits = manufacturer

Next 4 digits = drug product

Final 2 digits = package size



Why is NDC matching important?

National Drug Code – 11 digit number

First 5 digits = manufacturer

Next 4 digits = drug product

Final 2 digits = package size

A manufacturer does not want to give a rebate 

to the State, or a discount on replenishment, if 

the drug dispensed was not purchased from that 

manufacturer.



What is a 

contract pharmacy?



Covered entities that participate in the 

Program may contract with retail 

pharmacies to dispense 340B drugs on 

their behalf.





Pros and cons - contract pharmacy

• Provides alternative 

if no in-house 

pharmacy is 

available

• Increases patient 

access to 

medications

• Eliminates cost of 

operating in-house 

pharmacy

• Reduces amount of 

340B savings

• Requires tracking 

software

• Increases 

compliance 

concerns





The OIG issued a 

Memorandum 

Report: Contract 

Pharmacy 

Arrangements in 

the 340B Program

on February 4, 

2014.



340B and Medicaid



Carve-in
– Dispense 340B-

purchased drugs 
to Medicaid 
patients

– Bill Medicaid 
program

Must following individual 
State’s billing rules for 
340B drugs

Example:

(Acquisition cost + processing 
fee)

Carve-out

– Does not dispense 

340B-purchased 

drugs to Medicaid 

patients

– State bills 

manufacturer for 

rebate amount

Who gets the 340B savings on 

Medicaid patients?



Medicaid Exclusion File

http://opanet.hrsa.gov/opa/CEMedicaidExtract.aspx



HRSA Clarification

Medicaid managed 

care patients are 

considered Medicaid 

patients.

Entities must have 

separate Medicaid 

numbers if some sites 

carve-in and some 

carve-out or are not 

otherwise 340B 

eligible sites.

http://www.hrsa.gov/opa/programrequirements/policyreleases/clarificationmedicaidexclusion.pdf



What and where 

are the 340B rules?





Program Guidance



Want to learn more?



NACHC Information

• NACHC website guidance

• Upcoming webinars

1/27 – Contract Pharmacy

2/03 – Recent Developments

2/10 – Compliance/Self-audits
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