
1

Disclosures

June 21, 2023

▪ This program is supported by the Health Resources and Services Administration (HRSA) of the U.S. 

Department of Health and Human Services (HHS) under grant number U1OHA30535 as part of an award 

totaling $4.2m. The contents are those of the author(s) and do not necessarily represent the official views 

of, nor an endorsement, by HRSA, HHS, or the U.S. Government. For more information, please visit 

HRSA.gov.

▪ “Funding for this presentation was made possible by cooperative agreement U1OHA30535 from the Health 

Resources and Services Administration HIV/AIDS Bureau. The views expressed do not necessarily reflect 

the official policies of the Department of Health and Human Services nor does mention of trade names, 

commercial practices, or organizations imply endorsement by the U.S. Government. Any trade/brand 

names for products mentioned during this presentation are for training and identification purposes only.”

▪ This content is owned by the AETC, and is protected by copyright laws. Reproduction or distribution of the content 
without written permission of the sponsor is prohibited, and may result in legal action.



2

AETC Program National Centers and HIV Curriculum

• National Coordinating Resource Center – serves as the central web –based repository for AETC 

Program training and capacity building resources; its website includes a free virtual library with training and 

technical assistance materials, a program directory, and a calendar of trainings and other events. Learn 

more: https://aidsetc.org/

• National Clinician Consultation Center – provides free, peer-to-peer, expert advice for health 

professionals on HIV prevention, care, and treatment and related topics. Learn more: https://nccc/ucsf.edu

• National HIV Curriculum – provides ongoing, up –to-date HIV training and information for health 

professionals through a free, web –based curriculum; also provides free CME credits, CNE contact hours, 

CE contact hours, and maintenance of certification credits. Learn more: www.hiv.uw.edu
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Learning Objectives 

• Explain how 340B price are offered on covered outpatient drugs

• Review different price points loaded to 340B accounts

• Determine how to verify pricing accuracy and utilize Prime Vendor 

resources to support compliance purchasing

• Discuss pricing challenges and special situations
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Covered Outpatient Drugs and 

340B Pricing
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340B Pricing Cornerstones

▪ Manufacturers participating in the Medicaid Drug Rebate Program (MDRP) 

must offer 340B prices on covered outpatient drugs (CODs) to participating 

covered entities

▪ Must offer the 340B ceiling price (or below) to covered entities if the drug 

is made available to any other purchaser at any price

▪ Calculation based on formula set by law

© 2023 Apexus. Reproduction without permission is prohibited.
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True or False?

▪ There is a public resource available to 

search active drugs of MDRP-participating 

manufacturers

© 2023 Apexus. Reproduction without permission is prohibited.
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MDRP website

→Program Data

→Drug Product Data

Direct link available in 

HRSA FAQ #2583

12345678901

12345678901

Manufacturer A

Manufacturer A

12345

12345
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340B OPAIS website

→ Search

→Manufacturers

12345

Manufacturer A

12345

Manufacturer A

Leroy Anderson

CEO

(414) 123-4567

Manufacturer A

Melanie Chen

Director, Gov’t 

Pricing

(414) 123-7654

Allison Frost

(973) 123-1212

1200 Innovation Way

Parsippany, NJ 

07054

12345 - Manufacturer A (Active)

1/7/1996

1/22/2017

12/6/1995

1/29/2017
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Delivering 340B Pricing
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340B Ceiling Price Calculation

▪ Pricing components based on complex pricing formulas and reporting 

required by CMS

▪ HRSA publishes the 340B ceiling price quarterly in 340B OPAIS based 

on pricing data provided by the manufacturer

AMP = average manufacturer price

URA = unit rebate amount

AMP URA Ceiling Price

© 2023 Apexus. Reproduction without permission is prohibited.
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Working Together to Ensure Accurate Pricing

© 2023 Apexus. Reproduction without permission is prohibited.
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Distributor Roles and Responsibilities

▪ Open 340B accounts only for eligible entities

▪ Various identifier (DEA, HIN, 340B ID)

▪ Contract pharmacies present unique challenges

▪ Deliver correct price to 340B entities

▪ Integrate with 340B vendor software

▪ Provide support for limited distribution products

▪ Process chargebacks with manufacturer correctly

© 2023 Apexus. Reproduction without permission is prohibited.
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Chargeback Example

Manufacturer Distributor Covered Entity

WAC
Wholesale 

acquisition cost

340B
Statutory 340B 

ceiling price

Chargeback

$100 $70

$30

© 2023 Apexus. Reproduction without permission is prohibited.
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Manufacturer Roles and Responsibilities

▪ Offer covered outpatient drugs to 340B covered entities at a price no 

higher than the calculated ceiling price

▪ Calculate the 340B ceiling price and report pricing components to CMS

▪ A 340B ceiling price that calculates to an amount <$0.01 will be published in 340B 

OPAIS as $0.01 and the manufacturer must charge $0.01 per unit

▪ Maintain records for at least 3 years

▪ Send quarterly price files to wholesaler for appropriate account loads

▪ Load and reconcile pricing data in 340B OPAIS quarterly

© 2023 Apexus. Reproduction without permission is prohibited.
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Manufacturer Roles and Responsibilities (continued)

▪ Verify covered entity eligibility based on chargebacks

▪ Estimate 340B ceiling price on the date the drug is first available for sale 

using WAC until AMP is available

▪ Offer repayment if entities are overcharged for 340B drugs

▪ Manufacturers that “knowingly and intentionally” overcharge more than ceiling price 

may be subject to a civil monetary penalty (CMP) for each instance of overcharging 

plus repayment amount

© 2023 Apexus. Reproduction without permission is prohibited.



17

True or False?

▪ 340B purchasing accounts are restricted 

to CODs with 340B pricing

© 2023 Apexus. Reproduction without permission is prohibited.



18

Examples of COD pricing

▪ 340B ceiling price: manufacturer-calculated price for 340B CODs 

according to the statutory formula

▪ PVP sub-340B: contracted pricing available to PVP participants below 

the ceiling price negotiated by the Prime Vendor with the manufacturer 

on behalf of 340B CEs

© 2023 Apexus. Reproduction without permission is prohibited.
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Examples of non-COD pricing

▪ PVP value-added: contracted pricing available to PVP participants on 

non-CODs such as certain vaccines, blood glucose monitoring supplies, 

prescription vials and labels, etc.

▪ No contract pricing: price loaded at a non-contracted price, such as 

wholesale acquisition cost (WAC)

© 2023 Apexus. Reproduction without permission is prohibited.



Verifying Pricing Accuracy
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Case Study – 340B Price Validation

© 2023 Apexus. Reproduction without permission is prohibited.

A pharmacy buyer goes to purchase a 340B drug and the list price is noticeably 

higher than the prior order

Invoice #4338         Date: 3/23/2023

Unit cost Order quantity Total

$7.22 1 bottle $7.22

Distributor Catalog

Omeprazole 20mg

Order qty: 1 bottle

Total: $26.99

What could be reasons for price discrepancy?
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Steps to Resolve an Inaccurate 340B Price

© 2023 Apexus. Reproduction without permission is prohibited.

1. Check the labeler code on 340B 

OPAIS and/or MDRP website to help 

determine if the drug is a COD in 

MDRP and subsequently should 

have a 340B price

2. Validate the correct price using the 

340B OPAIS pricing system (AO/PC)
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Steps to Resolve an Inaccurate 340B Price

© 2023 Apexus. Reproduction without permission is prohibited.

3. For Prime Vendor participants, 

verify the selling price accuracy by 

visiting the PVP secure website

4. Work with the distributor and/or 

manufacturer directly to resolve 

the pricing issue

$26.99

$15.26

$12.16

$17.19
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Steps to Resolve an Inaccurate 340B Price

© 2023 Apexus. Reproduction without permission is prohibited.

5. If necessary, contact OPA for further 

investigation

Notify OPA https://www.340bpvp.com/Documents/Public/340B%20Tools

/340B-ceiling-price-unavailable-incorrect-340b-ceiling-price-

notification-for-hrsa.pdf

https://www.apexus.com/solutions/education/340b-tools
https://www.340bpvp.com/Documents/Public/340B Tools/340B-ceiling-price-unavailable-incorrect-340b-ceiling-price-notification-for-hrsa.pdf
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True or False?

▪ 340B OPAIS is the source of truth for 

ceiling price information

© 2023 Apexus. Reproduction without permission is prohibited.
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Case Study – Invoice Price Discrepancy

© 2023 Apexus. Reproduction without permission is prohibited.

A pharmacy buyer tells you that the 340B invoice price of atorvastatin has 
changed since the last time you purchased it. You notice it’s a new quarter 
and suspect the 340B price may have changed, so you navigate to 340B 
OPAIS to check the current price:

• Drug: Atorvastatin 40 mg 1,000 count bottle

• NDC: 12345-6789-01

• 340B invoice price from distributor: $98

• 340B OPAIS lists ceiling price as $0.10 and the package adjusted price 
as $100
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Case details: 

▪ 340B invoice price from distributor: $98

▪ 340B OPAIS lists ceiling price as $0.10 and the package adjusted price as $100

What is the difference between the ceiling price and the package adjusted price on 340B OPAIS?

Ceiling price ($0.10) is calculated at the billing unit level

Package adjusted price ($100) is calculated at the selling unit level and should reflect the same package size as the 

invoice

▪ Package size: 1,000 tablets

▪ Case package size: 1 bottle

What could be reasons that the invoice price ($98) is different from the 340B OPAIS package 

adjusted price ($100)?

• Wholesale distribution fees/discounts

• PVP-contracted pricing

• Individual manufacturer contracts on 340B account
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PVP Contract Details

© 2023 Apexus. Reproduction without permission is prohibited.
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Supporting Account Load Integrity

▪ PVP team reviews distributor price files to ensure accurate PVP 

contract price loads

▪ PVP provides a current list of participating covered entities to 

manufactures to assist with correct contract pricing access

© 2023 Apexus. Reproduction without permission is prohibited.
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Manufacturer Refund Process

▪ Manufacturer must contact covered entities and notify HRSA in writing on intention 

to issue refund

▪ HRSA may post the letter on its website: 

http://www.hrsa.gov/opa/manufacturernotices/index.html

▪ Timeframe for new drug refunds: within 120 days of the determination by the 

manufacturer that an overcharge occurred

▪ For overcharges on other drugs, HRSA expects repayment procedures to follow 

similar processes that align with standard business practice and be documented in 

the manufacturer’s policies and procedures

▪ The manufacturer may issue refunds to the covered entities directly, or use 

a service such as the Manufacturer Refund Service (through the PVP)

© 2023 Apexus. Reproduction without permission is prohibited.
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Takeaways

▪ Manufacturers and distributors have important roles in supporting 

program integrity

▪ There are resources available to verify the 340B ceiling price and 

manufacturers participating in MDRP

▪ It is important to understand the different types of pricing loaded to 

340B accounts

▪ PVP secure website resources are available to participants to support 

compliant purchasing

© 2023 Apexus. Reproduction without permission is prohibited.



Questions

June 21, 2023


