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Learning Objectives

1) Understand the updated HRSA audit process and areas of increased focus
2) Understand the 2017 OPPS Final Rule and recognize how leading 

organizations are managing the new 340B requirements
3) Identify possible 340B changes that may impact your organization in 2018 and 

beyond
4) Assess how your team is managing the change and compliance efforts, with 

suggestions for internal monitoring enhancements
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340B Basics

The WHAT?
• A drug discount program created in 1992 by the U.S. Federal government that requires drug 

manufacturers who participate in the Medicaid program to provide outpatient drugs to eligible 
healthcare organizations or covered entities (CEs) at significantly reduced prices.

The WHY?
• The 340B drug discount program allows CEs to stretch scarce federal resources as far as 

possible, enabling them to reach more eligible patients and provide more comprehensive 
care. 
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340B Basics

The WHO?
• The Office of Pharmacy Affairs (OPA) branch, Health Resources and Services Administration (HRSA) is 

responsible for Program oversight and ensuring compliance.

The HOW?
• HRSA ensures compliance by performing CE audits 

• Audits began in 2012 and have increased significantly the last two years
• Audit procedures have been recently enhanced

• Manufacturers
• Advanced analytics used to identify outliers and/or red flags that may indicate compliance issues
• CE inquiries (and audits) have increased in recent months
• Lack of adequate response may result in a full audit
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Polling Question #1

At what type of organization do you work?

a. 340B covered entity
b. Health system that does not currently participate in the 340B Program
c. Audit/Consulting firm
d. Other

1
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Polling Question #2

Has your entity previously been through a HRSA or Manufacturer audit?

a. Yes, HRSA only
b. Yes, Manufacturer only
c. Yes, HRSA and Manufacturer
d. No

2
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2018 HRSA Audit Expectations

HRSA is now utilizing The Bizzell Group to conduct all audit fieldwork. Important 
details include:

• Audit approach similar to prior years
• Pre-audit research and analytics are now leveraged 
• Further depth to audit procedures 
• Enhanced auditor training, which has led to a more consistent approach
• Higher sophistication with many auditors having Pharmacy and 340B backgrounds
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HRSA Oversight
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HRSA Audit Process
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HRSA Audit Process

Audit Notification
• CE receives engagement letter informing them of the audit, including scope, 

data request and onsite requirements.
• CE must set an introductory phone call to discuss program structure and 

specifics.
• Data request due two weeks from initial notification.
• Onsite visit is typically 4-5 weeks from initial notification.

• Accelerated timeline compared to prior HRSA audits
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HRSA Audit Process

Audit Fieldwork
• Typically onsite 1-3 days
• Procedures normally include:

• Confirming CE has a 340B policy/procedures and ongoing monitoring program
• Confirming CE information within the OPA database is accurate
• Onsite testing of a sample of 340B dispenses to validate:

• Eligible patient
• Eligible provider
• Eligible location
• Absence of duplicate discounts
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HRSA Audit Process

Audit Reporting 
• HRSA confirmation of findings and draft report issuance (can take months for this to be 

completed)
• CE should closely review the report and respectfully challenge if there is disagreement with 

any findings (within 30 days of receiving the draft report)
• Corrective action plan submission for each finding (within 60 days of preliminary report)

• Corrective actions must be reviewed and agreed with HRSA, which can take months
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HRSA Audit Process

HRSA Audit Findings
• Issues identified are published on the OPA website

• CE name, audit issue and any related sanctions
• CEs must write a letter to manufacturers, which is published online

• Most common issues identified during 2016/2017 audits surround:
• Diversion
• Incorrect database records

• Child site registration (or lack thereof)
• Inaccurate CE or contract pharmacy information

• Duplicate Discounts
• Dispensing
• Billing
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HRSA Audits – Current Hot Topics

• GPO Prohibition – Single violation can result in removal from the program
• Program oversight (especially contract pharmacies)
• Contract with State/Local Govt
• Time period of non-compliance
• Split-billing access/documentation requests

Be aware of all communications with the auditors. We’ve 
seen information disclosed during conversations turn 

into significant audit issues.
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Polling Question #3

If your entity has a 340B Program Manager/Coordinator, to what department
do they report up through?

a. We don’t have a 340B Manager/Coordinator
b. Pharmacy
c. Finance
d. Compliance
e. Other
f. I don’t know

3
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Outpatient Prospective Payment System (OPPS) Final Rule

•Basis for Change
• CMS utilized past GAO, MEDPAC and OIG audits as support for the Final Rule
• Concern that current Medicare payments far exceed the overhead and acquisition costs for 340B 
drugs

•Timing
• Final Rule posted to Federal Register on 11/13/17
• Effective date of 1/1/2018
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OPPS Final Rule – Payment Reduction

•Impact by 340B Entity
• DSH and RRC subject to payment reduction
• CAH not reimbursed under the OPPS, so not subject to reduction
• SCH, PED, PPS-exempt Cancer Hospitals also excluded from the reduction at this time

•Redistribution of Funds
• Budget neutral - $1.6B will be distributed across ALL OPPS hospitals

340B Hospitals
Medicare Part B/Separately Payable Drugs

Reimbursement Reduced From ASP +6% to ASP -22.5%. 
This is expected to result in $1.6B in cuts. 
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OPPS Final Rule – CMS Tracking

•Required Claims Level Modifiers for CMS to Identify 340B-Acquired Drugs

•“JG” for subjected 340B entities (DSH/RRC)
• Modifier will trigger lower reimbursement 

•“TB” for excluded 340B entities 
• Informational – used for CMS claims data collections and tracking only
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OPPS – How are entities handling the changes?

• Modifier inclusions – must identify the 340B-purchased drugs
• We’re seeing entities consider one of the following approaches:

Front-End Identification
- Create reports that can distinguish payor, location, provider, drug and patient status

Back-End Identification
- Utilize split-billing reports to identify the 340B qualified dispensations. Depending on splitter, this may require linking 
to hospital demographic (or other data).
- Could require a delay in billing.

Partial Front-End Identification (Entities lacking advanced report-writing capabilities)
- Reduce population as much as possible (typically by drug and location or payor) then manually place modifier on 
remaining claims. This would result in modifiers on more claims than required.
- If considering this approach, we suggest discussing with the State and also continuing to refine the process with the 
goal of only using this approach as a short-term fix.

1

2

3
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OPPS Final Rule – Next steps?

Lawsuit filed 
• Against CMS on November 13 (American Hospital Assoc, Assoc of American Med Colleges and America’s 

Essential Hospitals)
• Lawsuit was initially rejected (not on merit) on December 29
• Refiling has occurred

Legislation introduced 
• Rep. David McKinley (WV) that would reverse the Final Rule
• ~200 current sponsors

Advocacy contacts in DC are giving about a 50/50 
chance of this being overturned. 

So stay tuned!
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What else is going on in DC?

• Energy & Congress (E&C) 340B Program Review
• Report published January 10, 2018

• House – 340B PAUSE (Protecting Access for the Underserved and Safety-net Entities) Act
• Initially introduced in December 2017

• Senate – HELP ACT (Helping Ensure Low-income Patients have Access to Care and Treatment)
• Just introduced January 17, 2018



© 2017 Crowe Horwath LLP 2222

E&C 340B Review

Analysis entailed review of the following:
• Information obtained during prior 340B hearings

• Hearing #1 (July 2017) – HRSA (CAPT Pedley), CMS, OIG 
• Hearing #2 (October 2017) – Select CE representatives

• Interviews with stakeholders from HRSA, CMS, HHS-OIG, GAO, CEs, Manufacturers, 
Pharmacies, Physicians, Third Party Administrators

• 32 HRSA audit files
• 340B Program growth metrics
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E&C Review Conclusions

• Lack of HRSA oversight and authority
• Significant non-compliance per HRSA audit findings
• Rapid growth of 340B program is concerning
• Lack of clarity on program intent
• Absence of transparency on 340B savings and ceiling prices
• Financial incentives for prescribing more and/or more expensive drugs
• Lack of consistency in measurements for charity care and other reported data
• Disproportionate share metric may not be the best measure 
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E&C Review Recommendations

•Allow HRSA sufficient regulatory authority to improve program integrity
•Enhance CE internal monitoring 

• Require full program independent audits for certain CE types
• Require independent audits of contract pharmacies at regular intervals for all CEs

• Increase transparency (CEs and Manufacturers)
• Ceiling prices
• Track 340B savings
• Measure charity care provided

•Reassess whether DSH percentage is an appropriate measure for determining 
hospital eligibility 
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340B PAUSE Act (H.R. 4710)

• Introduced by Rep. Larry Bucshon (R-IN) and Dem. Scott Peters (D-CA)
• Areas of focus include:

• Two-year moratorium on new DSH parent registrations and new child sites for currently registered DSH 
entities

• Extensive data reporting requirements to increase transparency
• 340B drugs by payor mix
• Total costs and charity care by site
• Total 340B drug reimbursement and acquisition costs
• Names of all third-party vendors providing 340B services

• HHS reporting of all collected information
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340B HELP ACT (S. 2312)

• Introduced by Rep. Dr. Bill Cassidy (R-LA)
• More details to come in near future
• Current high-level focus areas include:

• New eligibility requirements for 340B hospitals
• Parent and child sites

• Two-year freeze on new hospital 340B participants
• Significant reporting requirements
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Polling Question #4

What do you believe will be the next focus area for 340B regulation changes?

a. Transparency in savings
b. HRSA authority
c. Consistent eligible patient definition
d. Registration restrictions

4
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Where do we go from here?

While there is still 
much uncertainty, 
CEs should consider 
the following:
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Action Item #1

Expect HRSA to require Increased Transparency

Action Item – if you haven’t already done so, begin reviewing 
and documenting where your entity is utilizing 340B savings.
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Action Item #2

Expect HRSA to continue their focus on Internal 
Monitoring Procedures
•Apexus has already begun pushing ‘continuous’ program monitoring

Action Item – establish/enhance internal monitoring procedures:
•Establish a 340B oversight/steering committee
•Ensure policy aligns with actual operation
•Perform splitter maintenance (multipliers, exclusions, crosswalks)
•Perform periodic internal audits (across all settings and arrangements)
•Consider independent audits (another set of eyes on the program)
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Action Item #3

Stay abreast of changes

Action Item – consider attending HRSA, Apexus and 340B 
Health webinars. 
•We all saw how quickly the OPPS rule became effective, so 
preparation will be key as we move through 2018.
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Course Summary

• Audits will likely continue to increase as HRSA increases oversight efforts and utilizes The Bizzell
Group to perform all audits.

• Congress is becoming heavily involved in the investigation of the 340B program. The hearings held 
in 2017 seem to point toward more oversight and potential growth limitations in the coming year.

• The 2018 OPPS Rule will see more lawsuits in early 2018, but for now all affected CE types must 
comply with using the modifiers and will see a large decrease in 340B savings.

• There are likely to be regulations put in place that require tracking of 340B savings and 
transparency in how these savings are used. 

• Periodically review your internal monitoring strategy and validate alignment with recent HRSA 
audit focus areas.
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Questions
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In accordance with applicable professional standards, some firm services may not be available to attest clients.

This material is for informational purposes only and should not be construed as financial or legal advice. Please seek guidance specific to your organization from qualified advisers in your jurisdiction. 
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Jerry Lear Chris Wasik
Phone  +1 513 952 4755 Phone  +1 630 574 1876
jlear@chanllc.com cwasik@chanllc.com

Thank you

http://www.crowehorwath.com/about/legal/
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