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AGENDA

• Importance of Maintaining 340B Compliance

• Overview of Summitt

• Summitt’s Services

– Annual 340B Audit

– Policy & Procedure Review

– Corrective Action Plan Service

– Compliance Assistance

– Educational Webinars – Exclusive Access

– Technical Assistance

• Questions 
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IMPORTANCE OF MAINTAINING PROGRAM COMPLIANCE 

• One of the most important responsibilities of an organization with 340B certification is 
staying in compliance. Covered entities need to protect themselves from regulatory 
violations by developing applicable processes and procedures to minimize risks. 

• Covered entities are subject to audit by the manufacturer or the federal government. 
Failure to comply may make the 340B covered entity liable to manufacturers for refunds 
of discounts or in some cases cause the covered entity to be removed from the 340B 
Program.

• In developing policies and procedures to protect against any lapses, a covered entity 
should understand the particular issues that regulators are most likely to focus on. 

• Since implementing audits in 2012, HRSA has audited 1,050+ Covered Entities. The 
number of audits conducted has increased each year, and audits are expected to 
increase in 2021 and beyond.

• To properly manage these requirements, Assent and Powers have created an invaluable 
solution, Summitt, that will ensure you maintain 340B Program integrity. 
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OVERVIEW OF SUMMITT
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340B EXPERTS
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Assent Consulting and Washington D.C.-based Powers Law, the leading 340B law 
firm, have partnered together to develop a groundbreaking compliance offering –
Summitt. This program is being extended to community health centers and clinics 
across the nation, delivering compliance confidence.



ASSENT CONSULTING

Assent offers a variety of consulting services, evaluations and assessment to 
assist in gaining compliance confidence. 

• Assent also assists organizations to qualify for program inclusion, ensure program 
compliance and help clients meet their efficiency and program objectives.
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POWERS LAW FIRM

Powers Law Firm is a leading Washington, DC-based healthcare, education and 
government relations law firm with a nationwide practice.

• While keeping the primary focus on healthcare, Powers Pyles Sutter & Verville has 
gradually expanded capabilities to include a national education practice, public policy 
and government relations services, representation of nonprofit organizations, and 
representation of clients seeking expertise in other areas of administrative law.
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POWERFUL PARTNERSHIP

With a robust double support 
approach, Summitt provides multiple services 
not found elsewhere. 

• Each of the services are provided by seasoned 
340B experts with a unique understanding of both 
the operational and compliance aspects of the 
program.
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INCLUDED SERVICES
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INCLUDED SERVICES OVERVIEW

Assent Included Services

– Annual 340B Audit

– Policy & Procedure Review

– Corrective Action Plan Service

Powers Included Services

– Compliance Assistance

– Educational Webinars – Exclusive Access

– Technical Assistance
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ANNUAL 340B AUDIT

Conduct claim sample and provider eligibility analysis consistent 
with an HRSA OPA audit.

• Assent will provide a detailed examination of claim compliance, 
provider eligibility, inventory as well as OPAIS accuracy is completed. 
An audit report outlining risk and recommendations is provided.
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BENEFITS OF A MOCK 340B AUDIT

A mock HRSA 340B audit can help you confidently prepare for an audit 
and identify potential areas of exposure that could compromise 
participation in the 340B program.

• By conducting an annual 340B audit we will assess gaps and areas of 
improvement. Whether onsite or remotely, we will provide you with the 
necessary feedback and tools needed to be and stay compliant.
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POLICY & PROCEDURES REVIEW

Review current P&P’s, conduct stakeholder interview and 
compare against Best Practices.

• Assent will complete a full review of current P&P’s, stakeholder 
interviews are then compared against best practices. Clients are 
presented with a list of recommendations.
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CORRECTIVE ACTION PLAN SERVICES

Examination of final HRSA OPA audit on key findings with 
recommendations for CAP.

• Examination is completed of your final HRSA OPA Audit on all key 
findings, we then prepare recommendations for a Corrective Action 
Plan.
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POWERFUL PARTNERSHIP

Our exciting partnership with Powers has enabled us to jointly develop a 340B integrity 
program like no other. While Assent’s 340B experts have continually provided consulting and 
audits for covered entities for many years, this impressive new compliance program, Summitt, 
affords clinics consulting provided by our compliance experts, as well as dedicated access to 
Powers Law Firm for inside track 340B developments and guidance. We are delighted to offer a 
solution that not only enables organizations to remain compliant, but also provides education 
and direction.
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“
Colleen DiClaudio, President & Founder, Assent
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INCLUDED SERVICES
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COMPLIANCE ASSISTANCE

Dedicated support from Powers Law Firm to review 340B 
program compliance issues.

• Clients receive direct access to a Summitt dedicated Powers 
representative that will review 340B program integrity issues and 
offer guidance. 

• Examples:

– Guidance on whether client must take corrective action or make a self-
disclosure to HRSA

– Assessing whether the client has improperly billed or over-billed a state 
Medicaid program or Medicaid managed care organization

– Clarifying the 340B eligibility of patients and prescriptions

– Preparing for audits
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EDUCATIONAL WEBINAR EXCLUSIVE ACCESS

Summitt clients gain access to invitation 
only, live webinars. These will focus on 
hot topics that are currently trending in 
the 340B industry.
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TECHNICAL ASSISTANCE

Assessment and information provided on 340B developments.

• Powers will provide access to representatives that are on the inside track, 
with robust knowledge on 340B program developments.

• Examples:

– Protecting against reduced reimbursement and other discriminatory 
practices by payers

– Implementation and oversight of contract pharmacy arrangements

– Application of program income restrictions to 340B pharmacy programs

– Assessment of 340B developments within Congress and the 
Administration
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POWERFUL PARTNERSHIP

We are pleased to partner with Assent Consulting to help address covered entity 
questions about the 340B program. This joint effort will improve safety net 
organizations’ knowledge of 340B requirements, help them prepare for HRSA audits 
and provide them with up-to-date information on regulatory and legislative 
developments that could directly affect both their use of the program and their 
compliance status.
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“
Bill von Oehsen, Principal, Powers Law Firm

www.Assent340B.com



UNPARALLELED 340B COMPLIANCE

Summitt will change the way that covered entities approach their 340B Program 
compliance.

Through our partnership, you will be able to confidently oversee a successful program 
that follows the requirements set by HRSA’s Office of Pharmacy Affairs.
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DOWNLOAD INFORMATION

• For more information on Summitt and to download 

valuable resources, please visit us online at

http://www.assent340b.com/summitt-2/
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Questions?
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Thank You!
Jigna Shah

Director of Professional Services 
jshah@Assent340B.com

T: 917-679-3024

Peggy Tighe, Principal
Powers Pyles Sutter & Verville PC

Peggy.Tighe@PowersLaw.com

T: 202-872-6752

Bill von Oehsen, Principal
Powers Pyles Sutter & Verville PC

William.vonOehsen@PowersLaw.com

T: PHONE 202-872-6765


