
Specialty Pharmacy Checklist
For over 20 years, Frier Levitt has represented thousands of pharmacies across the country in fighting 
PBM abuses, negotiating payor and manufacturer contracts, defending governmental investigations, 
advising on regulatory compliance and ensuring large transactions close without issue.

Has Your Pharmacy Addressed Each of These 
Recent Marketplace Issues and Trends?
PBM Issues 
  �DIR Fees: Has your pharmacy evaluated whether it is being 

compensated below acquisition cost in violation of Medicare 
regulations? 

  �Hub Participation Risk: Does your participation in a Hub referral 
program increase your recoupment risk? 

  �Copayment: Are you properly collecting copayments from 
commercial patients and governmental beneficiaries, and properly 
applying coupons and patient assistance programs?

  �340B: Has your PBM contract lowered reimbursement for  
340B claims?

  �MAC Appeal: Are you using MAC appeals to your full benefit?

  ��NADAC: Does NADAC or AAC pricing render your reimbursement 
below acquisition cost?

  �Patient Steering: Have your patients or prescribers been called by 
PBM/PBM-owned pharmacies to switch pharmacy providers? 

  �Payor Contracts: Does your pharmacy have proper specialty 
pharmacy contracts in place to satisfy private equity investors?

  �Formulary Compliance: Does your pharmacy’s drug mix comport 
with payor contractual limitations or requirements to use best 
efforts to achieve formulary compliance?

  �Mailing: Does your pharmacy’s mailing and/or delivery practices 
violate payor contractual limitations?

 Regulatory Compliance 
  �Referral Arrangements: Has a healthcare attorney reviewed your 

third-party contracts for potential anti-kickback violations?

  �Physician Ownership: Has your pharmacy ownership and referral 
relationship been evaluated for Stark Law violations?

  �Hub Arrangements: Does your participation in a HUB referral 
program expose your pharmacy to regulatory scrutiny?

  �Prior Authorization Support: Have your pharmacy’s prior 
authorization activities been reviewed for compliance with federal 
law and payor contracts?

  ��Manufacturer Relationships: Does your relationship with a 
manufacturer cause health care fraud exposure? 

  �Pharmacy Practice Act: Do your arrangements with Management 
Services Organization (MSO), partners or vendors constitute the 
unlicensed practice of pharmacy?

Payor and Manufacturer Contracting  
  �Class of Trade: Does your Class of Trade match your business type 

(i.e., specialty, long term care, mail order)?

  �Credentialing: Have you been unfairly denied specialty credentialing 
by a PBM or third-party accreditation entity?

  �Reimbursement: Has your designation as a specialty pharmacy 
directly lead to decreased reimbursements? 

  �Mail Order Limitation: Are you being prevented from mailing into 
states in which you hold a valid license?

  �Manufacturer Service Payments: Do your data and other  
service arrangements with manufactures expose you to PBM  
and regulatory risk?

Governmental Investigations 
  �Marketing: Are you or your marketing companies paying 

representatives as an employee or 1099 contractor? 

  �Shared Services Agreement: Do your shared services or central fill 
agreements comply with federal/state laws? 

  �Therapeutic Interchange: Is your pharmacy properly dispensing 
exactly what was directed by the prescriber? 

  �Automatic Refill: Does your pharmacy utilize automatic refills 
programs where they are impermissible or exposing the pharmacy to 
investigation based on unwanted medications?

  ��Self Disclosure: Has your pharmacy explored utilizing the Self 
Disclosure Protocol to prevent criminal exposure and treble damage 
risk?

  �PBM Referral: PBMs are increasing referrals to authorities, has your 
pharmacy made admissions in the audit appeal process, increasing 
the risk of a governmental investigation?

Pharmacies are subject to a unique combination of legal, regulatory, and contractual requirements. 
Traditional corporate structures' documentation is insufficient to address the unique context in which 
these transactions occur. The elements particular to pharmacy purchase and sale transactions, 
including the myriad of licensing, regulatory, and Pharmacy Benefit Manager (“PBM”) contract 
considerations require particularized attention, knowledge, and expertise.
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Structuring the Pharmacy Transaction
In general, the purchase and sale of a business may be structured as an entity purchase in which the purchaser 
acquires the stock (in the case of a corporation) or membership interests or units (in the case of a limited 
liability company), or an asset purchase in which the purchaser forms a new entity or utilizes an existing entity 
to purchase the assets of the seller's business. In most business acquisitions, the preferred structure is an asset 
purchase, which provides a level of protection against the buyer for liabilities of the seller incurred prior to the 
sale. However, when the business being purchased is a pharmacy, there are certain shortcomings to an asset 
purchase, including the need for the buyer to obtain a new pharmacy license payer contract, DEA registration, 
and various other credentials required to operate the pharmacy. Conversely, an entity purchase allows the buyer 
to enjoy all the benefits of existing contracts, licenses, and accreditations, but exposes the purchaser to pre-
closing liabilities, including debt, audit, recoupment, and litigation risk. Typical stock transactions require 
funds to be placed in escrow to account for these pre-closing liabilities. However, in the pharmacy context, the 
specter of post-closing PBM audits coupled with direct and indirect remuneration (“DIR fees”), which can be 
several times greater than the actual purchase price, present a new level of risk profile to these types of 
transactions. Therefore, it is important to carefully weigh the risks and benefits of each type of acquisition in 
connection with the specific facts and circumstances of the transaction under consideration to maximize 
benefits and minimize risk to the extent possible.

Change of Ownership 
Requirements for Pharmacies
 Even when a transaction is structured as an entity purchase, there 
will be legal and regulatory considerations that must be addressed. 
Each state has its own unique requirements for reporting a change 
in ownership of the licensed entity to the applicable licensing 
authority. Some states require 30-days notice prior to closing, 
which may require submission of the actual transactional 
documents prior to closing, while other states require post-closing 
notification of the change in control. Additionally, PBMs have 
their own unique notification and recredentialing requirements 
contained in PBM contracts.
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