
Frier Levitt has been at the forefront of fighting against PBM-
imposed DIR Fees. Certain types of pharmacies, including specialty 
pharmacies and dispensing physicians, are often disproportion-
ately impacted by DIR fees, given the high-cost, low-margin 
medications they dispense more frequently. The uncertainty of 
the amount of DIR fees, coupled with the impact upon pharmacy 
reimbursement, has had a profound impact on pharmacy 
operations throughout the country. Frier Levitt has developed 
multiple strategies to aid pharmacy clients suffering from the 
imposition of DIR fees. Frier Levitt utilizes various legal strategies, 
including lawsuits and arbitrations against PBMs and plan 
sponsors, to challenge the propriety and legality of DIR fees on 
behalf of pharmacies nationwide.

DIR Fees
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Continued

Frier Levitt regularly negotiates contracts with PBM networks for 
pharmacies, even when they have been previously denied entry. 
In many instances, pharmacies have applied for a contract 
numerous times and have been denied for various reasons for 
more than a year, eventually seeking legal assistance from Frier 
Levitt. Frier Levitt intervened and through application of in-depth 
knowledge of legal requirements and the PBM application 
process, assists pharmacies to secure a contract in a matter of 
weeks. If you are being denied entry into a PBM network and 
need assistance in securing a contract, Frier Levitt can help. 
Frier Levitt’s attorneys are knowledgeable in the specific 
concerns PBMs have in contracting and have assisted multiple 
pharmacies in overcoming contracting issues.

PBM Network Access

Manufacturers often request or require prescription data from their 
partners and affiliates in order to evaluate marketing efforts, patient 
assistance programs, adherence, patient outcomes and quality 
metrics. However, providers are subject to the Health Insurance 
Portability and Accountability Act (HIPAA) and the regulations 
promulgated thereunder. HIPAA restricts the transmission of data in 
order to protect patient privacy and security, and may impose limit-
ations on a manufacturer’s ability to compile the data they seek. 
Frier Levitt can assist in developing compliant arrangements and 
data reports that provide manufacturers with the substance they 
require without placing affiliates in a position to breach their 
obligations pursuant to federal law.

HIPAA Compliance
If you have been charged with a pharmacy-related crime or 
are being investigated or contacted by a government 
agency, you need representation from attorneys who have 
both extensive criminal defense experience and a deep 
understanding of federal and state healthcare laws and 
regulations. Frier Levitt uses a team approach within our 
firm to provide the most comprehensive advice to our 
clients in order to develop the best possible strategy for 
dealing with each client’s specific needs. We have 
attorneys with decades of criminal defense experience 
who have handled countless federal and state healthcare 
fraud investigations, and we have regulatory/transactional 
attorneys who regularly navigate the vast labyrinth of 
federal and state healthcare laws and regulations. Often, 
a civil or regulatory inquiry can become a criminal 
investigation or prosecution if the civil case was not 
handled with the requisite level of experience. Frier Levitt 
has the multidisciplinary knowledge and experience to 
protect you from every angle.

Government Litigation



•   PBM and government audit defense
•   Access restricted PBM and payor networks
•   Fighting against PBM network termination
•   Assisting with accreditation and PBM credentialing processes
•   Combatting prescription leakage and PBM prescription “trolling”
•   Developing compliant copayment collection policies and copayment                   
wtassistance programs
• Change of ownership
• Prior Authorization practices and regulatory compliance
• Structuring arrangements and relationships between wholesalers, manufacturers 
wand pharmacies 
• Participation in HUB arrangements
• Relationships with pharmacy services administrative organizations (PSAO)
• Transactional assistance and MSA
• PBM formulary and reimbursement issues
• Compliance with State Boards of Pharmacy rules, regulations and State pharmacy 
wlicensing issues
• Prescriber relations and physician marketing
• Evaluating telemedicine and telehealth compliance
• Off-label dispensing and REMS compliance
• Structuring central fill and shared-services arrangements
• Direct-to-physician marketing of physician infused medications
• Pharmacy transactions and related real estate
• OIG and governmental self-disclosure protocols
• Mail order practices
• Market access and pt. support programs
• FDA Compliance
• DEA and controlled substance compliance
 

Frier Levitt assists in variety of matters 
including, but not limited to:
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