EEHALL
B RENDER

KILLIAN HEATH & LYMAN

PHARMACY & 340B

Hall Render attorneys have diverse and extensive experience addressing issues unique to pharmacies
of all types. These include retail chain pharmacies, specialty pharmacies, mail-order pharmacies,
institutional pharmacies, home infusion pharmacies, long-term care pharmacies, compounding

pharmacies, outsourcing facilities, central fill pharmacies and in-office physician pharmacies.

We have extensive experience representing providers and suppliers on matters common in the
pharmacy space including pharmacy benefit management, government reimbursement, drug supply
chain optimization, distribution, repackaging, long-term care/hospice, group purchasing
organization matters and manufacturing along with the full spectrum of ancillary pharmacy and

drug-related matters.

We also have extensive experience assisting pharmacy providers across the country subject to
government investigation or self-reporting to the applicable government authorities on issues such
as individual practitioner prescription practices, billing protocols, coverage authorization,
disqualified personnel and 340B program eligibility. We work with pharmacies through their own
corporate integrity structure to proactively identify potential compliance concerns, provide input as
to effective plans of correction and self-report to the appropriate government/payor authorities as
necessary before the issue escalates further. In those instances in which a governmental
investigation is pending, we regularly work with the Department of Justice, Office of Inspector
General, State Attorneys General, Medicaid Fraud Control Units and other federal and state

investigators in defense of our clients.

Our practice encompasses a broad range of pharmacy-related services to address provider and
professional issues, including regulatory compliance and enforcement support, licensure and
certification (federal and state), development and maintenance of compliance programs, Medicare
and Medicaid reimbursement matters, private payor reimbursement matters, fraud and abuse

advice, and litigation defense.

Hall Render also has one of the nation’s largest team of attorneys focusing on 340B Program matters
for 340B Covered Entities. Our 340B Program practice advises Covered Entities on matters
including 340B Program compliance, Program optimization (provider-based, telehealth), drug
sourcing (class of trade, GPO, WAC and Prime Vendor account planning), contract pharmacy

negotiations, manufacturer disputes, data aggregator disputes and virtually any other legal issue

facing 340B Program Covered Entities and contract pharmacies.

AREAS OF FOCUS

- 340B

+ 403(b) Tax-Sheltered Annuity Plans
- 503A Compounding Pharmacies

+ 503B Compounding Pharmacies

- Assessment

- Audit Advice

- Automated Dispensing

+ Boards of Pharmacy

Enrollment/Certification

- Centers for Medicare & Medicaid

Services

- Central Fill Pharmacy

- Civil Monetary Penalties Law -

Relationships with Beneficiaries

+ Civil Monetary Penalties Law -

Relationships with Beneficiaries

- Compliance Programs
- Controlled Substances Act

+ Controlled Substances Act

(individual and institutional
registrations, ordering, dispensing)

- Counterfeit Drugs

+ Current Good Manufacturing

Practice Compliance

+ Drug Enforcement Administration
+ Drug Quality and Security Act

+ Drug Quality and Security Act

- Drug-Seeking Patients

+ E-Prescribing and Telemedicine

+ Education and Communication

- Electronic Medical Records
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In carrying out these services, our attorneys provide advice to institutional and retail pharmacy - False Claims Act Defense

clients related to the following matters: controlled substances (DEA and state); wholesale - Food, Drug and Cosmetic Act
distribution, mail-order drugs, pharmacy and PBM contracting issues, pharmacy technology, - Fraud and Abuse - Federal and State
security and EMR; e-prescribing and telemedicine; automated dispensing; drug recalls; 503 A and Anti-Kickback Statutes

503 B compounding; sterile procedures; institutional and individual licensure/enrollment; payor . HIPAA/HITECH

certifications (Medicare, Medicaid, private payors); Medicare Part D compliance; 340B Program . Immunization Matters

implementation, oversight and optimization; pharmaceutical pricing issues; infusion services; home - Importation

health pharmacy service; pharmaceutical environmental issues; supply chain (product and related . . .
P Y P s SUPPY P « Infusion Pharmacies and Services

services agreements); HIPAA/HITECH; immunizations; and patient safety and quality
- Labor and Employment
- Mail Order Pharmacies

+ Medicare Part D

improvement.

- Office of Inspector General

- Patient Safety/Quality
Improvement

+ Pharmaceutical Environmental
Issues

- Pharmaceutical Manufacturing
- Pharmaceutical Pricing and Rebates

- Pharmacy Benefit Management
Contracting and Regulatory
Compliance

- Prescription Drug Marketing Act
+ Private Label Manufacturing
- Regulatory Compliance

- Regulatory Enforcement Support
and Litigation

- Security

- Stark Law - Relationships with
Physicians

- State Enforcement Agencies

- State Licensing and Practice
Hearings/Litigation

- State Pharmacy and Pharmacist
Enrollment/Certifications

- Structure and Reporting

« Supply Chain (product and related
services agreements)

- Technology
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« Traditional Medicare and Medicaid
+ Wholesale Distribution

PHARMACY & 340B ATTORNEYS

Benjamin C. Fee Brian D. Jent Carolina M. Wirth
BENJAMIN C. FEE BRIAN D. JENT CAROLINA M. WIRTH
Denver | Bio Indianapolis | Bio Washington, D.C. | Bio
(720) 282-2030 (317) 977-1402 (202) 780-2989
bfee@hallrender.com bjent@hallrender.com cwirth@hallrender.com

Jennifer P. Viegas Julie K. Lappas Lisa A. Lucido
JENNIFER P. VIEGAS JULIE K. LAPPAS LISA A. LUCIDO
Indianapolis | Bio Indianapolis | Bio Detroit | Bio

(317) 977-1485 (317) 977-1490 (248) 457-7812
jviegas@hallrender.com jlappas@hallrender.com llucido@hallrender.com
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Matthew D. Reed Matthew W. Decker Melissa L. Markey
MATTHEW D. REED MATTHEW W. DECKER MELISSA L. MARKEY
Indianapolis | Bio Detroit | Bio Denver | Bio

(317) 429-3609 (248) 457-7867 (248) 740-7505
mreed@hallrender.com mdecker@hallrender.com mmarkey@hallrender.com

Scott J. Geboy Scott W. Taebel T. James Junger
SCOTT J. GEBOY SCOTT W. TAEBEL T. JAMES JUNGER
Milwaukee | Bio Milwaukee | Bio Milwaukee | Bio

(414) 721-0451 (414) 721-0445 (414) 721-0922
sgeboy@hallrender.com staebel@hallrender.com jjunger@hallrender.com
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Todd A. Nova
TODD A. NOVA

Milwaukee | Bio

(414) 721-0464
tnova@hallrender.com
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