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FOR THE RECORD
Roy Snell

An Interview with James Junger 
on 340B and Compliance – What 
Compliance Leaders Need to 
Know Now

James Junger is an attorney at Hall, Render, Killian, 
Heath & Lyman, P.C., where he focuses his prac-
tice on pharmacy and health care compliance issues. 

James is a regular contributor to the Journal of Health Care 
Compliance and has been invaluable in helping our readers 
make sense of the complex 340B program.

Snell: You graduated from the University of Wisconsin 
and have built a nationally recognized practice in 
healthcare law. What originally inspired you to pursue 
a career in law, and what ultimately led you into health-
care compliance?

Junger: I have to start by speaking up for the University 
of Wisconsin and its law school. Wisconsin’s guiding 
principle is “Law in Action,” and that has always reso-
nated with me. Lawyers need to understand not only 
what the law says, but how it operates in the real world, 
affecting people, institutions, and communities. That 
was a tremendous foundation for a career in healthcare 
law, where the best advice requires understanding how 
a rule will affect patients, providers, compliance teams, 
operations, finance, and governance.

I did not grow up around lawyers, so my path to 
law school was not especially direct. At first, I actu-
ally thought I’d become a band director, and I even got 
admitted to the percussion studio at UW-Eau Claire 
and nearly transferred there. I ultimately stayed in 
Madison, where I double-majored in political science 
and Spanish and thought my career might take me 
toward public service, politics, or foreign affairs. I also 
had the opportunity to work on projects with Nancy 
Lynch, then an in-house attorney for the university 
and later its General Counsel. She is analytical, practi-
cal, and calm. She could take something complicated, 
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identify the real issues, and help the 
institution move toward a workable solu-
tion. That helped me see law as a profes-
sion built around service, judgment, and 
problem-solving.

Healthcare compliance became a natu-
ral fit because the advice has immediate 
practical consequences. My advice may 
affect how a hospital bills a service, how 
a pharmacy operates, how a board under-
stands risk, or whether a safety-net pro-
vider can keep the doors open and the 
lights on. I’m drawn to work that requires 
technical analysis and practical judgment 
while serving a public mission.

Snell: Looking back at your career, were 
there one or two mentors or experi-
ences that had the greatest influence on 
the attorney and advisor you’ve become 
today?

Junger: I have been fortunate to learn from 
several people who shaped how I prac-
tice. Nancy Lynch was an early influence 
because she showed me what institutional 
lawyering can look like at its best. She 
approached problems with rigor, but also 
with practicality and a clear sense of the 
institution’s mission.

At Hall Render, three people stand out 
in particular: Katherine Kuchan, Ritu Kaur 
Cooper, and Todd Nova. Katherine and 
Ritu have long been leaders in our com-
pliance practice, and Todd built our 340B 
practice from the ground up. Early in my 
career, Katherine gave me opportunities to 
work on compliance investigations, com-
pliance program assessments, and train-
ing engagements. Those projects taught 
me that compliance advice must be clear, 
operationally realistic, and grounded in 
the organization’s actual risk environment. 
Working with Ritu reinforced that sophisti-
cated compliance counseling requires both 
legal precision and sound judgment about 
people, process, and institutional culture.

My work with Todd became especially 
important beginning in 2020, when drug 

manufacturers began imposing restrictions 
on 340B drug shipments, and covered enti-
ties across the country needed guidance. 
Todd needed help coordinating that work, 
and I had the opportunity to help develop 
an organized, practical response for those 
clients. That work eventually became a 
major part of what is now the Hall Render 
Pharmacy and 340B Collaborative.

Those experiences changed how I think 
about client service. Clients rarely need a 
lawyer simply to recite the rule. They need 
help deciding what to do next, often with 
incomplete information and real opera-
tional consequences. They also showed 
me that the best work usually is not done 
alone. At its best, law is a team sport.

Snell: Your practice spans legal counsel-
ing, compliance, pharmacy operations, and 
data analysis. How has that broad experi-
ence shaped the way you advise healthcare 
organizations today?

Junger: One lesson I’ve learned is that 
healthcare organizations rarely experience 
legal problems in isolation. A regulatory 
issue quickly becomes operational, finan-
cial, and governance-related. If you only 
look at problems through a legal lens, you 
risk missing how they affect the organiza-
tion as a whole.

Because my practice has broad roots, I 
have the opportunity to see those connec-
tions. That perspective has reinforced the 
importance of practical advice. The most 
useful legal guidance is not always the 
most elaborate answer. It is the answer 
that helps a client understand the choice in 
front of them and what will follow from it.

I also think it reflects one of Hall Render’s 
greatest strengths. Because we are focused 
entirely on healthcare, we can often help 
clients see around corners. We can identify 
emerging risks, recognize patterns devel-
oping across the industry, and help clients 
prepare before those issues become imme-
diate problems. That is often why the right 
lawyers create the most value.
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Snell: You spend much of your time help-
ing organizations navigate difficult regula-
tory issues. What does “business integrity” 
mean to you, and why is it becoming even 
more important in healthcare?

Junger: To me, business integrity means 
being honest about risk when the easy 
answer would be to look past it. In health-
care, the hard questions usually are not 
whether something is obviously right or 
wrong. They are questions where the rules 
are complicated, the business pressures 
are real, and the organization has to decide 
what position it can responsibly defend.

In healthcare, integrity is especially 
important because organizations are 
entrusted with more than financial assets. 
Fundamentally, they are entrusted with 
patients’ health and lives. Decisions 
about compliance, reimbursement, opera-
tions, and strategy can ultimately affect 
patients’ access to care. That places a spe-
cial responsibility on healthcare leaders to 
think beyond short-term outcomes.

Integrity also shows up in the everyday 
habits of an organization. Do people feel 
comfortable raising concerns? Are hard 
questions welcomed early, or only after 
a problem has become unavoidable? A 
strong compliance culture does not elimi-
nate risk, but it gives the organization a 
better chance to see problems clearly and 
address them responsibly.

Snell: When organizations face pressure 
between financial performance and regu-
latory compliance, what principles should 
leaders rely on to make the right decisions?

Junger: I try not to frame those issues as 
compliance versus financial performance. 
Healthcare organizations have to remain 
financially viable, and compliance advice 
that ignores that reality is not very useful.

Leaders need to understand the risk 
they are accepting and be able to explain 
why the decision was reasonable when it 
was made. That requires a clear view of 

the facts, the legal uncertainty, the opera-
tional consequences, and the assumptions 
built into the decision.

I also encourage leaders to ask a simple 
question: if this decision were reviewed by 
a regulator or reporter several years from 
now, would we still be comfortable explain-
ing why we made it? That question does 
not answer every issue, but it often pro-
vides useful perspective when organiza-
tions are navigating difficult tradeoffs.

That kind of discipline is especially 
important in healthcare because today’s 
decision may be judged years later with the 
benefit of hindsight. The goal is not perfec-
tion. The goal is to make a decision that was 
careful, informed, and mission-oriented.

Snell: Compliance professionals often find 
themselves dealing with ethical gray areas 
rather than clear legal violations. How do you 
recommend approaching those situations?

Junger: The most challenging issues in 
healthcare are rarely the ones where the 
options are clearly legal or clearly ille-
gal. More often, organizations are work-
ing through situations where the facts are 
evolving, the guidance is incomplete, and 
reasonable people can disagree. Those situ-
ations test both compliance programs and 
leadership teams.

I usually start by separating the legal 
question from the broader judgment ques-
tion. Something may be legally defensible 
and still be unwise because of how it affects 
patients, employees, payor relationships, or 
public trust. That does not mean the orga-
nization cannot proceed, but it should be 
honest about the full set of considerations.

The process matters. Who was con-
sulted? What facts were available? What 
alternatives were considered? Why did the 
organization choose this path? Those are 
the questions that help an organization 
make a gray-area decision in a way it can 
explain later.

I also think organizations should be 
comfortable acknowledging uncertainty. 
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In healthcare, uncertainty is inevitable. 
The important thing is to make a thought-
ful decision, document the basis for it, and 
revisit it if the facts or the law change.

Snell: In your experience, what ethical 
qualities distinguish truly outstanding 
compliance leaders from those who simply 
meet regulatory requirements?

Junger: The best compliance leaders I have 
worked with understand that their role is 
not simply to enforce rules. They help 
the organization make better decisions. 
Technical competence matters, but it is not 
enough by itself.

The compliance officers I admire most 
understand how their organizations actu-
ally work. They know enough about 
operations to give advice that can be 
implemented, and they have enough inde-
pendence to say when a proposed path 
creates unacceptable risk. They also listen 
when providing their advice. If the people 
charged with carrying it out have reserva-
tions, you need to know why.

Outstanding compliance leaders also 
have the courage to raise difficult issues, 
even when doing so is uncomfortable. 
Every organization encounters situations 
where the easiest path may not be the 
right path. Effective compliance profes-
sionals are willing to ask difficult ques-
tions, challenge assumptions, and ensure 
that leaders understand the potential risks 
associated with a decision. Importantly, 
they do this in a constructive way that 
facilitates problem-solving rather than 
assigning blame.

Perhaps most importantly, exceptional 
compliance leaders understand that 
trust is their most valuable asset. Trust 
is earned over time by being consistent, 
objective, well-prepared, and fair. When 
leaders believe that the compliance func-
tion is focused on helping the organiza-
tion fulfill its mission while managing 
risk responsibly, compliance becomes far 
more effective.

Snell: You’ve worked with executives, com-
pliance officers, pharmacists, and boards 
across the country. What management 
practices have you seen consistently pro-
duce high-performing compliance teams?

Junger: The strongest compliance teams 
I’ve seen are not always the largest or best 
funded. What distinguishes high-perform-
ing teams is their ability to focus limited 
resources on the areas of greatest risk and 
strategic importance. That requires line-
of-sight into organizational strategy. The 
best-funded compliance function can’t be 
effective if it doesn’t know where the orga-
nization is heading.

Successful compliance programs also 
tend to have regular contact with the 
people who make operational decisions. 
Pharmacy, revenue cycle, finance, legal, 
compliance, and operations should not 
be meeting for the first time when a 340B 
audit starts, or a problem has already sur-
faced. Regular communication is what 
allows issues to be identified while they 
are still manageable.

I have also found that effective compli-
ance teams create a culture where employ-
ees feel comfortable raising concerns and 
asking questions. Most significant compli-
ance issues do not appear overnight. They 
often begin as small concerns that some-
body notices but may hesitate to mention. 
Organizations that encourage open com-
munication are often able to identify and 
address risks before they grow into larger 
problems.

Snell: If you were mentoring a young com-
pliance professional who hopes to become 
a Chief Compliance Officer or healthcare 
executive, what advice would you give 
them today?

Junger: My first advice would be to learn 
how the organization actually works. Spend 
time with clinicians, pharmacists, finance 
teams, revenue cycle staff, and operational 
leaders. Ask what slows them down, what 
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decisions they are trying to make, and 
where compliance issues tend to appear in 
practice. That knowledge will make every 
compliance judgment better.

Second, become known as someone 
who helps solve problems. It is important 
to identify risk, but the real value comes 
from helping the organization understand 
its options and choose a path that works in 
the real world.

I would also encourage young profes-
sionals to invest in their communication 
skills. Much of compliance leadership 
involves teaching. Whether you’re training 
employees, advising executives, present-
ing to a board, or responding to a regu-
lator, your effectiveness often depends 
on your ability to explain complicated 
issues clearly and earn the trust of your 
audience.

Finally, stay curious. Healthcare 
changes quickly, and compliance leaders 
need to keep learning. The people who 
have the greatest impact over time are 
often the ones who keep asking good ques-
tions and keep paying attention to what is 
changing around them.

Snell: The 340B Program continues to 
evolve rapidly. What are the three big-
gest compliance challenges organizations 
should be preparing for over the next few 
years?

Junger: The first challenge is manag-
ing uncertainty. For much of the pro-
gram’s history, covered entities could rely 
on relatively stable rules and operating 
assumptions. Today, organizations are nav-
igating manufacturer restrictions, rebate 
and payment reduction proposals, ongo-
ing litigation, changing state laws, and con-
tinuing questions about HRSA’s authority. 
Compliance leaders are increasingly being 
asked to help make important operational 
and strategic decisions in an environment 
where the rules are still developing.

Second, organizations need to be pre-
pared for greater scrutiny of the data that 

supports their 340B programs. Whether 
the issue is duplicate discounts, contract 
pharmacy arrangements, patient eligibil-
ity, or manufacturer demands for claims 
information, more stakeholders are seek-
ing data, and not always for clear or con-
trollable reasons. As a result, organizations 
should continue investing in strong docu-
mentation practices, reliable processes, 
and the ability to explain how their pro-
grams operate.

Third, I think healthcare organizations 
need to be prepared for continued pres-
sure on the resources that support com-
pliance efforts. Hospitals, health systems, 
federally qualified health centers, and 
other safety-net providers are facing sig-
nificant financial challenges at the same 
time that the regulatory environment is 
becoming more complex. Compliance 
leaders will increasingly need to find prac-
tical ways to manage risk while working 
within real-world operational and budget 
constraints.

The organizations that will handle these 
challenges best are the ones that treat 
340B compliance as an ongoing discipline, 
not a periodic audit exercise.

Snell: Manufacturer restrictions, rebate 
proposals, contract pharmacy issues, and 
litigation have created tremendous uncer-
tainty. What should compliance officers be 
monitoring most closely right now?

Junger: I would encourage compliance 
officers to focus on the places where legal 
developments could require operational 
changes. 340B can feel chaotic right now. 
Compliance officers reading the news need 
to separate the signal from the noise and 
know how these developments affect risk 
and strategy. It is important to stay informed 
about litigation, manufacturer policies, 
state legislation, and developments involv-
ing rebate models, and how those develop-
ments may affect their organization.

Covered entities also can’t lose sight 
of what’s local. That means closely 
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monitoring contract pharmacy arrange-
ments, duplicate discount prevention 
processes, claims data, and internal 
documentation. As manufacturers and 
regulators increasingly focus on how orga-
nizations administer their 340B programs, 
covered entities need to be confident that 
they can explain and support their com-
pliance decisions.

Compliance leaders should also pay 
close attention to developments at 
the state level. State legislatures have 
become increasingly active in addressing 
340B-related issues, and organizations may 
find themselves operating under a combi-
nation of federal requirements, state laws, 
manufacturer policies, and litigation out-
comes. That creates additional complexity 
that requires ongoing attention.

Snell: HRSA audits can be intimidating for 
many organizations. What are the most 
common mistakes you see during audits, 
and what practical steps can organizations 
take to avoid them?

Junger: One of the most common mis-
takes I see is not maintaining documenta-
tion in a way that allows the organization 
to clearly explain how its 340B program 
operates. Many organizations have compli-
ant processes, but when an audit occurs, 
they struggle to locate supporting records, 
explain key decisions, or demonstrate how 
policies are implemented in practice.

I also see organizations underestimate 
how decisions made outside the pharmacy 
department can affect 340B compliance. 
For example, a change in a Medicaid man-
aged care contract may require a different 
billing workflow. If claims are then sub-
mitted under a different NPI, that change 
can affect how a state Medicaid agency or 
manufacturer evaluates claims data and 
may lead to questions, inquiries, or audits. 
Similar issues can arise from restruc-
turings, provider employment changes, 
acquisitions, new service lines, or infor-
mation system updates.

For that reason, the organizations that 
perform best during audits are often those 
that have strong communication across 
departments. They have processes that 
ensure pharmacy, compliance, finance, 
revenue cycle, reimbursement, and oper-
ational leaders understand when a pro-
posed change could have implications for 
the 340B program. Just as importantly, 
they document those decisions and retain 
records showing how and why changes 
were implemented.

Ultimately, the organizations that navi-
gate audits most successfully are not nec-
essarily the ones with perfect programs. 
They are the ones that understand their 
programs well, maintain appropriate 
documentation, and recognize that 340B 
compliance is affected by decisions made 
throughout the organization, not just 
within the pharmacy department.

Snell: As someone who advises healthcare 
organizations across the country, what 
emerging trends or changes in the 340B 
landscape should compliance profession-
als begin preparing for today so they aren’t 
caught off guard tomorrow?

Junger: One trend I expect to continue is 
the growing intersection of 340B compli-
ance, reimbursement, and data reporting. 
Historically, many organizations viewed 
340B primarily as a pharmacy program. 
Today, decisions involving billing, reim-
bursement, managed care contracting, pro-
vider enrollment, information technology 
systems, and organizational structure can all 
affect 340B compliance. To be clear, that isn’t 
a complete list. As a result, I think success-
ful organizations will increasingly approach 
340B as an enterprise-wide responsibility 
rather than a pharmacy-specific function.

Compliance professionals also need to 
prepare for continued manufacturer efforts 
to reshape the program through unilat-
eral policy changes. Manufacturers have 
imposed contract pharmacy restrictions, 
advanced rebate-based purchasing models, 
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and sought increasingly detailed claims 
data, often without clear statutory support 
and without formal government oversight. 
Whether particular policies survive legal 
or regulatory scrutiny, they have already 
created significant operational challenges. 
More importantly, they present what I view 
as an existential risk to the program itself. 
If manufacturers can condition access to 
340B pricing on compliance with a growing 
number of manufacturer-created require-
ments, the practical operation of the pro-
gram could look very different from the 
program Congress established.

A third trend is the growing complex-
ity created by overlapping legal and regu-
latory frameworks. Organizations today 
may find themselves navigating federal 
requirements, state laws, manufacturer 
policies, contractual obligations, and 
ongoing litigation simultaneously. That 
complexity creates challenges, but it also 
creates opportunities for organizations 
that are proactive and adaptable.

In practice, that means 340B can no lon-
ger sit only with pharmacy. The program 

now touches contracting, reimbursement, 
data systems, government relations, legal, 
and executive leadership. When that many 
stakeholders are in a room, compliance 
needs to be there, too.

Snell: And can you leave us with a sug-
gestion for a book that we might consider 
reading related to business management, 
ethics, and integrity?

Junger: I will admit that I do not carve out 
as much time for professional reading as I 
would like. Most of my reading tends to be 
tied directly to the project in front of me. 
That said, I do recommend Atomic Habits by 
James Clear. The book stuck with me because 
I tend to think in systems. In compliance 
work, law practice, and personal productiv-
ity, good outcomes usually come from build-
ing reliable processes, not from relying on 
willpower or one-time bursts of motivation.

Snell: Thank you so much for taking the 
time to talk with us.
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