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340B: It’s not just one thing, it’s a thousand 
little things
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$$Expansion          Increased 
oversight/compliance 
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Critical Access Hospitals

Critical access hospitals (CAHs) 
are vital for maintaining access to 
high-quality health care services in 
rural communities

CAHs represent a quarter of all 
U.S. and more than two-thirds of all 
rural community hospitals

Access to care in vulnerable 
communities

7
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Compliance Observations from the field

 Registration inaccuracies 
 Emphasis on Policies and Procedures
 Prevention of Duplicate Discounts
 Patient definition
 Healthcare Providers and eligibility based on policies

 Correctional/Contracted/NP/PA’s
 Referral

 Program terminations due to failure to recertify (small and rural CE)
 Tracking and tracing accumulations and repurchase methodology
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Ensure compliance through keeping 
price accuracy 

Communicate with 340B leadership for
changes to cost report or locations
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New Pricing Tool released April 2019
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GAO Conducting Interviews on prevention of 
Duplicate Discount

15
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GAO Interviews underway on Duplicate Discount
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Kansas Medicaid Carve In Percentages
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Compliance
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Registration 

4 registration periods annually

New 340B OPAIS went live on September 18, 2017

Authorizing Official and Primary Contact must be different 
individuals and neither can be consultant

Both are required to create logins

2 step authentication

Only Authorizing Official can attest to changes, registrations, 
terminations and recertification

Government Official

340B OPAIS will house the statutorily mandated secure website 
to make 340B ceiling pricings available to providers

23 8

Recertification

340B covered entities must annually recertify their 340B 
eligibility

Notifications are sent to Primary Contact and 
Authorizing Official 

Once recertification period begins the Authorizing 
Official only has access via their user accounts to attest 
their covered entity’s compliance with 340B 
requirements and complete recertification

Contacts listed in the 340B database must be accurate 
at all times to receive all notifications

24 9
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Diversion
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Diversion
• Drugs can only be used on an outpatient basis for covered 

entity’s patients as defined by HRSA
• Use for other individuals constitutes prohibited diversion
• Focus on defining “patient” & “covered entity”

What is “covered entity”?
• Where services are provided
• Physicians must be employed or under a contractual or 

other arrangement
• Entity should maintain a listing of approved 340B 

physicians 

10

Medicaid Duplicate Discounts

340B laws prohibit application of both 340B price discount on front 
end and payment of pharmacy rebate to state Medicaid on back 
end for same drug claim

General options for covered entities
Carve-out Medicaid - from 340B drug purchases
Carve-in Medicaid - requires verifying Medicaid exclusion file is 

accurate in 340B OPAIS
Some states have been slow to establish and communicate 

Medicaid billing requirements and potential modifiers
Transition to Medicaid managed care has created confusion

Covered entities should have mechanisms in place to identify 
Medicaid MCO patients

Contract pharmacies should not “Carve-in” Medicaid FFS or MCO

26 11
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Contract Pharmacy 

HRSA allows providers to enter into arrangements with 
multiple contract pharmacies to dispense 340B drugs to 
qualifying patients of providers

Covered entity is responsible for compliance and must monitor 
contract pharmacies

HRSA recommends independent audits
Child sites, outpatient clinics
Retail pharmacy split-billing software
Brand vs. generic
Do you periodically review your contract pharmacy 

arrangements?

27

GPO Exclusion

The GPO Prohibition pertains to DSH, Pediatric 
Hospitals and Free-Standing Cancer Hospitals
Drug Purchases through GPO contracts cannot 
be used for outpatients covered by 340B 
If covered entity is unable to track 340B and 
GPO use, required to purchase on WAC account
All outpatient drugs not purchased on 340B 
account must be purchased on WAC account

28
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Orphan Drugs/Voluntary Pricing

These covered entity types must purchase all orphan 
drugs at non-340B pricing
Critical Access Hospitals

Sole Community Hospitals

Rural Referral Centers 

Free-Standing Cancer Hospitals

Manufacturers are not required to provide these covered entities 
orphan drugs under the 340B Program. A manufacturer may, at its 
sole discretion, offer discounts on orphan drugs to these hospitals.

October 14, 2015 – U.S. District Court for District of Columbia ruled 
on Orphan Drug Interpretation

HRSA lacks the authority to allow 340B pricing for orphan drugs 
used for common indications

30
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HRSA Audits
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HRSA believes 
that covered 

entities that do 
not regularly 

review and audit 
contract 

pharmacy 
operations are at 
increased risk for 

compliance 
issues

Annual audit of 
each location will 
provide covered 

entities

Regular opportunity to 
review and reconcile 340B 
patient eligibility information

Prevent diversion

Covered entity 
should compare 
340B prescribing 

records with 
contract 

pharmacy’s 
dispensing 

records at least 
on a quarterly 

basis to prevent

Diversion

Duplicate discounts

Conducting 
these audits 

using an 
independent 

auditor will test if 
the pharmacy is 

following all 
340B program 
requirements 

and provide the 
covered entity 
with ability to 

timely report any 
violations if 
applicable

15

2017 Audit Results

HRSA has conducted approximately 200 audits annually 
since 2015

146 publically available for 2017

Audits initially had a collaborative/educational tone but 
the tone has changed when HRSA began instituting 
punitive penalties to ensure compliance  

HRSA’s budget will remain the same for FY 2018

340B program has grown to 22 FTEs in 2017 from 4 FTEs in 
2014

HRSA will continue to focus on contract pharmacy 
arrangements, diversion, duplicate discounts and 340B 
database records

32
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Manufacturer Audits

37

Manufacturer Audit Guidelines

May only conduct 
after showing of 

“reasonable cause”

Manufacturer 
inquiries to covered 

entity may help 
support                      

“reasonable cause”

Important for 
covered entities to 

respond to 
manufacturer 

inquiries, failure to 
respond could 
result in audit

Details are not 
publicly available

Consequences of non-compliance

38

Repayment of 
discount to 

manufacturer

Removal                      
from                                

340B Program

Possible Civil 
Monetary Penalties 

for knowing & 
intentional 
violations

Potentially false 
claim liability                   

(ripe for qui tam 
actions?)
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Develop a crosswalk from MCR to EMR and HRSA registration
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Organized 340B - Advantages to System 
Thinking 

 Understanding your 340B Program’s Profitability,

 Providing meaningful program financial and community benefit through dashboards for C-Suite as a organization

 Compliance solution for the organization

 Peer to Peer Quarterly experiences / Education

 Consider the power of total spend for KHA as it relates to negotiation for greater expansion of voluntary pricing

 Create system Patient Assistance Programs to include retail and hospital participation

 Expand clinical pharmacy services to improve medication management for all patients through In-house Rx Solutions

 Contract pharmacy relationships between hospitals to provide infusions services that decreases patient travel 
inconvenience

 Implement Meds to Bed Program (discharge Rx)

 Improve prescription identification and capture 

 Employee/dependent benefit when self insured

 Losses in Slow movers / Winners only models / Pending claims / Near misses

 Integrated Pharmacy Solutions

 Strategic focus on Specialty products
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Maintenance of Auditable Records
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Documentation of auditable records

 Covered Entities should be aware of self protection by maintaining auditable 
records for a period of 5 year retention per federal regulations

 Covered Entities should insist on custody of all records and archive as 
appropriate when converting split billing or Third Party Administrators

 Standard applies to records pertaining to all child sites and contract 
pharmacies in the case of termination 

 Manufacturers may investigate records back to CE date of eligibility
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Covered Entities should create a crosswalk 
from their MCR to EMR to HRSA registration
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Thank you
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