
T
he U.S. federal drug discount program was 
created in 1992 to expand access to affordable 
medications for low-income individuals, 
and to support the operations of healthcare 

safety-net organizations.

Under this program, pharmaceutical manufacturers agree 
to provide significantly discounted prices to covered 
entities for covered outpatient drugs. The program is 
administered by the Office of Pharmacy Affairs (OPA), 
which is part of the Health Resources and Services 
Administration (HRSA) and the U.S. Department of Health 
and Human Services.

More than ever, HRSA and drug manufacturers are auditing 
340B Program participants for compliance with regulations. 
The number of audits performed by HRSA has increased, and 
the 2014 omnibus spending bill increased the OPA’s budget 
by $6 million to fund HRSA’s efforts. Covered healthcare 
entities must recertify annually and attest to compliance 
with all program requirements.

HRSA estimates the 340B Program saves its participants 20 
to 50 percent of the cost of outpatient drugs, which can 
translate to millions of dollars for healthcare organizations. 
With a financial impact of this magnitude, being compliant 
with requirements to ensure continued participation in the 
program has become very important.

Although HRSA recommends oversight, monitoring and 
independent audit activities to help ensure compliance 
with the program, often compliance activities either do 
not occur or do not consistently occur across a health 
system.

Program implementation and compliance risks
Beyond indicating that participants must comply with all 
340B Program requirements, HRSA has not specified how 
participants should go about implementing the program. 
Most covered entities choose one or more of the following 
three options.

Data Analytics for Auditing 340B 
Program Compliance
Millions of dollars can be involved—plan audits carefully
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Conducting 340B Program audits can provide 
significant value to organizations. Testing the 
entire population results in substantial and 
varied audit findings that are not easily identified 
by sampling, so data analytics should be the 
cornerstone of a 340B Program audit. Conducting 
an effective audit also requires in-depth planning 
to fully understand 340 Program complexities.
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reached at Julie.J.Ward@crowehorwath.
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Provider/in-house dispensing (mixed use) – The covered entity 
owns drugs, employs providers licensed in the state to 
dispense, holds a license for dispensing for the participating 
providers, and is fiscally responsible for operating and 
dispensing costs.

Contract pharmacy – The covered entity owns drugs, 
purchases drugs, and pays dispensing fees (or arranges for 
patients to pay) to one or more pharmacies with which the 
entity has contracted to provide pharmacy services.

In-house pharmacy – The covered entity owns drugs, a phar-
macy and a license; purchases drugs; and is fiscally respon-
sible for the pharmacy. The entity pays the pharmacy staff.

Primary compliance risks of the 340B Program include:

 • Diversion of 340B Program drugs to non-eligible patients

 • Duplicate discounts for the same drug

 • Noncompliance with the Group Purchasing Organization 
(GPO) exclusion requirement

 • A lack of supporting drug-dispensing data for 340B 
Program purchases at the detailed patient level

 • No National Drug Code (NDC) match when replenishing

 • Inadequate records for facilitating an audit or review by 
either a drug manufacturer or HRSA

Effective compliance auditing
Given the compliance and financial risks outlined earlier, 
conducting an effective audit is critical. Although the 
planning phase of any audit is important, it is especially 
critical for a 340B Program audit as the programs can vary 
significantly between locations.

During the planning phase, it is necessary to understand 
in detail how a particular organization’s 340B Program has 

been implemented. At a minimum, the detailed patient 
definitions, systems, data elements and interfaces used to 
deploy these definitions must be understood. This planning 
phase takes time and often requires multiple discussions 
with various personnel to obtain a clear picture of how the 
program has been implemented and runs.

Patient definition
The covered entity should have a detailed and documented 
340B Program patient definition. The definition should 
be very specific and identify the systems, data elements 
and criteria used to segregate patients and drugs into 
340B Program, GPO and Wholesale Acquisition Cost (WAC) 
categories for replenishment purchasing where relevant.

However, the patient definition often is not formally 
documented and might need to be pieced together based 
on discussions with personnel from various departments—
for example, pharmacy, IT, finance, physician credentialing, 
legal, compliance and outside vendors. A third-party vendor 
might know more about the entity’s patient definition than 
the entity’s personnel do.

HRSA estimates the 340B 
Program saves its participants 
20 to 50 percent of the cost of 
outpatient drugs.

In the mixed-use environment, a variety of patient 
definitions are used that vary in complexity. Many 
disproportionate-share hospitals have struggled with how 
to correctly identify and categorize drugs provided to 
outpatients in the emergency department setting who later 
are transferred to inpatient status.

In the contract and in-house pharmacy environments, 
the patient definition often uses complex logic and a 
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number of data elements from various systems. Many of 
those definitions include varied uses of patient encounter 
dates, prescription-written and/or -fill dates, diagnosis 
codes, prescribing providers, contracted and/or employed 
providers, encounter departments and/or locations, 
encounter procedures, payer bank identification numbers 
and processor control and/or group numbers.

Systems, data elements and interfaces
A big part of understanding the covered entity’s specific 
patient definition is learning what systems, data elements 
and interfaces are used to deploy it.

The patient definition often 
uses complex logic and a 
number of data elements from 
various systems.

Exhibit 1 shows examples of the types of systems and data 
that may be used in the mixed-use, contract or in-house 
pharmacy environments. Various data elements from 
these systems may be used to assist with identifying 340B 
Program-eligible patients and drugs. It should be noted 

that the data does not always reside in the healthcare 
organization’s systems. If a third-party vendor is used, the 
data might reside in the vendor’s system.

Once the relevant systems and data elements are 
understood, as the auditor, you need to understand the 
system interfaces and how and when the needed data 
elements flow to the splitter system. You should also identify 
the data elements maintained in the splitter system that 
allow patients and drugs to be mapped back to other 
systems.

Data analytics testing and findings
Data analytics should be the cornerstone of 340B Program 
audits to identify issues that have compliance and financial 
implications. Due to the variety of patient definitions and 
the systems and data elements involved, the data analytics 
tests for each audit must be customized to fit the entity’s 
specific 340B Program.

In simplified terms, data analytics is used to test drugs—those 
in the 340B splitter system and those being dispensed to 
patients—for compliance with 340B Program requirements and 
the entity’s specific patient definition. These tests can identify a 
number of compliance issues and lost revenue opportunities. 
Exhibit 2 shows particular items tested for during audits and 
some of the findings the testing might reveal.

Exhibit 1 – Data for auditing varied pharmacy environments

Splitter data This is specific software or programming used to segregate (“split”) dispensed drugs into 340B Program, 
GPO, and WAC categories for replenishment. You need to understand what the splitter system does and 
whether it actually performs the logic that splits the drugs or whether the splitting logic is performed 
outside this system while the system acts only as a repository.

Pharmacy dispensing data Pharmacy systems typically capture drugs dispensed at the patient level or to customers in a retail 
pharmacy setting.

Patient accounting data Demographic data, detail charge data, admit/discharge/transfer data and/or diagnosis data may be 
used to identify 340B Program patients and drugs.

Data from clinics and 
physician practice locations

If additional clinic/physician practice locations are part of the entity’s 340B Program, additional data 
systems may be used to identify 340B Program patients and drugs from these areas.

Drugs not dispensed through 
pharmacy systems

Additional data systems may be needed to identify 340B Program patients and drugs for drugs that are 
not dispensed through the pharmacy dispensing system (for instance, radiology contrast drugs).

A list of physicians A listing of contracted or employed physicians may be used to identify eligible physicians in the 
contract or in-house pharmacy environments.

It’s important to determine before the audit whether it should be 
performed under attorney-client privilege.
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Additional considerations
Attorney-client privilege
Because this type audit could reveal significant compliance 
issues, discussions with legal counsel should occur before 
the audit to determine whether it should be performed 
under attorney-client privilege.

Data issues
As with any audit involving data analytics, entities should 
be aware of potential data issues. It might be necessary to 
request the required data more than once before accurate, 
complete data sets are received from the entity being 
audited.

Exhibit 2 – Examples of audit findings

Audit issue Findings

Diversion to 
ineligible patients

 • 340B Program classifications were applied incorrectly.

 • Inpatients were included in the 340B Program population.

 • An incorrect patient account was entered when drugs were dispensed for certain manual transactions.

 • Drug returns were not processed correctly, resulting in quantity overstatements.

 • Prescriptions filled for animals were classified as 340B drugs.

 • There was no patient encounter to support 340B drug classifications.

 • The prescribing physician had no contractual relationship with the covered entity.

 • Prescriptions that were classified as 340B resulted from services or encounter locations that were not eligible for 
the program.

 • Admissions personnel changed patient eligibility dates in the splitter software, which in turn overrode the 
splitting logic, resulting in prescriptions erroneously qualifying as 340B drugs.

 • The list of contracted or employed providers used in the patient definition was not kept up to date.

Duplicate 
discounts

 • Medicaid patients were not carved out correctly.

 • Splitter system logic was not working correctly to identify all Medicaid patients.

 • Medicaid payer code changes were not updated in a timely manner in the splitter system logic.

 • Splitter system logic was not designed to carve out Medicaid patients if the financial class on a patient account 
was changed to Medicaid after being interfaced to the splitter system.

 • Blank payer codes—some of which eventually were determined to be Medicaid—were interfacing to the splitter 
system.

Compliance with 
GPO exclusion 
requirement

 • GPO classifications were applied incorrectly.

 • Outpatients were included in the GPO population.

NDC-to-NDC 
match at 
replenishment

 • NDC-to-NDC match did not occur.

 • Cross-referenced NDCs were identified, resulting in an NDC mismatch.

Duplicates  • Duplicate drug entries were found.

 • Data feeds to the splitter system were duplicated.

 • Data feeds to the splitter system from multiple sources resulted in duplicate drug entries.

 • For drugs administered in a normal saline bag, the bag erroneously was identified as a second drug dose, 
resulting in duplicate entries.

Additional 
opportunities

 • Drugs provided in outpatient settings for patients who later became inpatients were not included in the 340B 
Program.

 • Due to data feed issues, not all eligible drugs were interfaced to the splitter system.

 • Drugs not dispensed through the pharmacy system (such as in radiology or clinic settings) were not included in 
the data feeds to the splitter system.

 • Eligible patient encounters from clinic locations were not considered.

 • The list of contracted or employed providers used in the patient definition was not kept up to date.
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Time
These audits are time-consuming. It can take a great deal of 
time to complete the planning phase and understand the 
entity’s 340B Program environment and patient definition. 
In addition, many potential issues are often identified during 
data analytics test work, and these issues might take time to 
research and understand.

Conclusion
Participation in the 340B Program can significantly affect 
the bottom line, saving a healthcare organization millions 

of dollars. As a result, program compliance is essential, and 
staying compliant requires the entity to navigate the inherent 
complexities and associated compliance risks of the program.

Often complicated and time-consuming, effective 340B 
Program compliance audits require you to understand the 
entity’s specific patient definition and the systems and data 
elements used to deploy that definition. Audit planning is 
also important and data analytics testing adds substantial 
value by testing entire populations and identifying issues 
not easily found with sample testing. NP

you may get a blank look coupled with assurances that should 
such a rare event occur, it would be immediately investigated 
by the most qualified senior people in the organization and 
fixed. No need to worry about that risk any more. It’s fixed.

Oh, really? Then why are the numbers not changing? How is 
this being documented, tracked and reported? How have we 
become the notable exception to the national norm?

The higher up in an organization an executive sits, the 
more insulated he or she becomes from the specifics of 
how things work at lower echelons. Executives often lack 
the time to dig into the details to find root causes. More 
likely, the investigation is handed off to an assistant or 
small group to quietly scope out and report back. Are these 
the most skilled, experienced and objective persons to be 
doing this work?

Unfortunately, 15 years after the study was published, the 
numbers say the elephant is alive and well in your lobby. 
People are human and humans make mistakes. That is why 
we install preventative controls. However, when serious 
mistakes occur continually, the message is clear that there 
is something wrong with training, the design of the process, 
the system of controls, or possibly in the culture itself.

These tragic and worrisome problems happening seemingly 
unabated within our healthcare facilities, speak to the 
need for improved staff training, improved processes and 
improved systems of control. All these issues sit squarely in 
the bailiwick of internal audit.

Adverse events are complicated with many causal factors. 
Internal auditors are well trained in the art of investigation, 
assessment and evaluation, and in applying knowledge of 
internal control theory and practice. There is no risk that 
is more important, or calls more loudly for the skills of 
internal audit.

Beginning with the next issue of New Perspectives, we will 
feature a column on patient clinical quality and safety 
written by an industry pro. We will also be featuring a 
new column written by another recognized professional 
on IT Health, one component of which will include data 
integrity—an important aspect to support quality of 
care and safety. Further, during 2015 and beyond, New 
Perspectives will be bringing you articles that address clinical 
quality and audit management.

Our authors and columnists offer you the benefits of their 
expertise and experience to enhance your knowledge, and 
thereby your opportunities to improve training, process 
design, the controls systems, or the culture itself.

Sally Cutler ends eight years as our 
report writing columnist with this 
issue. We wish her well in retirement. 
Thanks, Sally, for making us all better 
writers. 

May you enjoy your holiday time with 
family and friends. Best wishes for a 
prosperous and value-laden New Year. NP

The Elephant in Your Lobby – continued from page 4
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