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340B Contract Pharmacy Carve-In for Medicaid 

Covered entities that use contract pharmacy arrangements are expected to ensure compliance with all the requirements in the Final Notice regarding Contract Pharmacy Services published at 75 Fed. Reg. 10272 (Mar. 5, 2010). Under those guidelines, contract pharmacies are prohibited from using 340B drugs to dispense Medicaid prescriptions and must carve-out unless the covered entity, the contract pharmacy, and the state Medicaid agency have established an arrangement to prevent duplicate discounts. The covered entity must report any such arrangement to HRSA.

The following check-list should be used by a covered entity that wishes to obtain approval from HRSA for a contract pharmacy carve-in arrangement. All components of this checklist must be provided for the request to be considered.  

Once the request and checklist information have been received and reviewed, and it is determined that the covered entity has met the requirements for contract pharmacy carve-in and has an acceptable arrangement to prevent duplicate discounts, the appropriate information about the covered entity, the contract pharmacy and the effective carve-in date will be available in the 340B OPAIS, Contract Pharmacy Carve-In Report

Checklist for Review of 340B Covered Entity Contract Pharmacy Carve-In Requests: 
	Topic Area
	Description
	Met
	Comments

	1.   Involved parties 
	1. Covered entity names and 340B IDs of parent and any or all child sites that will carve in at contract pharmacy locations.  
2. Names and addresses of all contract pharmacies involved (verify in OPAIS, confirm all contract pharmacy locations are included).
3. Name(s) of state(s) and name of contact(s) for all Medicaid agencies. Indicate whether the covered entity will continue to carve-out Medicaid for patients from other states, if applicable; and if so, list states.
	
	Check 340B OPAIS to verify that contract pharmacy is registered. Also verify that parent/child sites listed as involved parties are included under contract pharmacy details in OPAIS.

	2.   HRSA OPAIS elements
	Description/summary of entity’s Medicaid Exclusion File information for the sites listed for 1.1, above (current/proposed). Include state and relevant MPN and/or NPI.
	
	

	3.   Dates 
	Specify proposed start date of carve-in arrangement (should be a quarterly date such as Jan 1, Apr 1, Jul 1, or Oct 1.)
	
	

	4.   340B Medicaid policies for all involved states
	1. Include link to state guidance or description of policies
2. Describe billing policies, relevant policies on rebates, prevention of duplicate discounts, etc. 
	
	

	5.   Summary of arrangement
(only for Medicaid FFS)
	Include a description of the arrangement, with details for prevention of duplicate discounts:

1. Specify type of contract pharmacy setting(s) (e.g., retail pharmacy; physician-administered setting)
2. Use of claims standards (e.g., NCPDP or other) that:
a. address prospective or retrospective claims identification
b.  identify the field and code used (so this could be auditable)
3. Use of entity’s Medicaid billing number by contract pharmacy
a. Should identify what the number is and if it is the NPI or Medicaid billing number. If an NPI is used, it would likely have to be a secondary NPI specific for this purpose.
4. Other arrangement of Medicaid agency  to exclude identified 340B claims from rebates
5. [bookmark: _GoBack]Describe details of virtual or physical inventory of 340B drugs
6. Other details--specify.
	
	

	6. Compliance check/audit plan

	1. Description or actual copies of written policy and procedures for internal/external contract pharmacy compliance checks and oversight by covered entity, and audit plans 
2. Frequency of compliance checks/audits
3. Description of auditable records available from all involved parties
	
	

	7. Statement confirming compliance with state/local/other laws
	Written statement that entity complies with all requirements and restrictions of Section 340B of the Public Health Service Act and any accompanying regulations or guidelines including, but not limited to, the prohibition against duplicate discounts/rebates under Medicaid, and the prohibition against transferring drugs purchased under 340B to anyone other than a patient of the entity.  [REFERENCE: Public Law 102-585, Section 602, 340B Guidelines, 340B Policy Releases]
	
	

	8. Written acknowledgement/ approval by state Medicaid representative
	Signed document from appropriate Medicaid official, stating approval of carve-in arrangements with specified parties
	
	Submit signed document with checklist responses


Send your written contract pharmacy carve-in request and checklist information to:  HRSA Office of Pharmacy Affairs, 5600 Fishers Lane, 8W21A, Rockville, MD 20857; or OPAexclusion@hrsa.gov
 
This tool is written to align with Health Resources and Services Administration (HRSA) policy, and is provided only as an example for the purpose of encouraging 340B Program integrity. This information has not been endorsed by HRSA and is not dispositive in determining compliance with or participatory status in the 340B Drug Pricing Program. 340B stakeholders are ultimately responsible for 340B Program compliance and compliance with all other applicable laws and regulations. Apexus encourages all stakeholders to include legal counsel as part of their program integrity efforts.
 
© 2018 Apexus.  Permission is granted to use, copy, and distribute this work solely for 340B covered entities and Medicaid agencies.
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