
An equal percentage of providers have no plans to submit data to 340B ESP (35%) as are already submitting 
data today). While 56% of hospitals are submitting to 340B ESP, only 17% of health centers are doing so.

Compliance and manufacturer restrictions top concerns for providers

Regulatory updates

Meeting program compliance requirements and pushing back on escalating 
manufacturer restrictions are the top concerns of pharmacy leaders, as uncovered 
during the August 2022 Cloudmed 340B Insider interactive webinar. A full 72% 
of respondents* cited one or the other as their primary program concern, with 
revenue loss largely resulting from discount restrictions ranked third. 
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Industry insights
As manufacturers continue to escalate unilateral 
restrictions on 340B discounts, and especially on 
contract pharmacies, providers are looking for ways 
to maintain or even grow their program to offset 
savings loss. Currently, 18 drug manufacturers impose 
some sort of discount restrictions against hospitals, 
with Merck and Boehringer Ingelheim joining the group 
this year. In response, HRSA has referred seven drug 
companies to the Office of the Inspector General to 
determine assessment of Civil Monetary Penalties.

MARKET BRIEF
GOVERNMENT NAVIGATION SUITE

What concerns you most about 
your 340B program?

Compliance

Staffing shortages

Managing vendors

Manufacturer restrictions

Revenue loss
37% 22%

4%
2%

35%

*Informal poll of 79 webinar participants with pharmacy and 340B titles from provider organizations. Not all participants answered every question.

Are you submitting data to 340B ESP?

Yes

Not yet, but plan 
to this year

Not yet, currently 
exploring 

No, and no  
immediate plans to 

Not applicable 

35%

15%

6%
9%

35%

Our 340B Insider experts have seen that providers 
in general, and especially health centers, question 
the efficacy of the system ostensibly intended to 
collaboratively identify and resolve duplicate discounts.  
There are several recent statutory, regulatory, and 
litigious actions potentially impacting the program.  
So far, district court decisions in manufacturing 
lawsuits have been mixed, and the Department of 
Health and Human Services has filed briefs in cases 
involving Lilly, AstraZeneca, and Novartis/United 
Therapeutics. HRSA has filed briefs in a pending case, 
Genesis v. Azar, that could modify the definition of a 
patient for purposes of the program. And the Inflation 
Reduction Act is expected to have forthcoming impact 
on 340B reimbursement, ceiling prices, and operations.
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Have you updated your policies & procedures 
due to recent industry activity?

Yes, and we feel confident 
about our changes

Yes, but need to have them 
reviewed by an expert

Not applicable 

Currently in planning or 
preparation 

We haven’t, but thanks for 
the reminder

49%
12%

9%

3%

27%

Offsetting savings loss

Phase one: turn claims deemed ineligible into 
eligible claims by resolving technical issues and the 
incomplete information that made those claims 
ineligible. Providers can make more claims compliantly 
eligible by re-examining telehealth visits and patient 
care ownership timeframes, among other strategies.

Phase two: maximize referral capture from outside 
the facility based on compliance with the accepted 
patient definition – when there is clear documentation 
demonstrating that the covered entity provider owns 
patient care. Tactics like expanding eligible provider 
relationships and improving referral documentation 
can help providers expand in this area to offset some 
program losses.

With manufacturers limiting 340B discounts and providers worried about audit risks, 
our experts recommend a two-phase strategy for offsetting losses. 

Compliance and HRSA audits

Another 27% say they are planning or preparing 
updates. As of July 27, 2022, HRSA has finalized  
64 audits for the year. Of those, 33 had incorrect 
Office of Pharmacy Affairs Information Services 
(OPAIS) data, 23 returned no findings, and ten  
found duplicate discounts. 

Cloudmed experts have supported 13 clients  
through HRSA audits, all with no findings, and 
continues to provide insights from the audit  
process to help clients capture program savings 
in a fully compliant manner. As a best practice, 
Cloudmed supports every captured claim with an 
auditable record to document ownership of care  
and program eligibility.

Poll question: What changes are you planning for your 340B program this year? Select all that apply.

Updating policies and procedures

Expanding contract pharmacy network

Partnering with new technology vendors or changing vendors

Building an in-house pharmacy

Changing site eligibility

Other

62%

59%

38%

28%

17%

10%

Are referral capture or ineligible claim 
review part of your program?

Both referral and ineligible 
claim capture 

Neither, and no plans to add

Referral capture only 

Ineligible claim review only 

Would like to have, but 
not currently

35%

23%
19%

13%

10%

With compliance and audits a leading 340B program concern for providers, almost half of those polled say 
they have updated policies and procedures considering recent industry activity. 
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Cloudmed, an R1 company, helps healthcare systems maximize outcomes in a complex 
financial world. With industry-leading expertise and data-driven technology, we deliver 
actionable insights across the revenue cycle, helping providers boost productivity and 
increase revenue. We are proud to partner with over 3,100 healthcare providers in the 
United States to recover over $1.7 billion of underpaid or unidentified revenue annually.
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For an assessment performed by our expert team, contact connect@cloudmed.com

The insiders answer

Our expert panel:

Providers are prioritizing a number of actions to mitigate impact on 340B program savings. Updating polices and 
expanding contract pharmacy networks are by far the top tactics being deployed. In the August 2022 webinar, 
Cloudmed 340B Insider experts fielded several questions from webinar participants about specific strategies to 
maximize 340B savings:

To get the details on these and other insights from our panel of experts, access the 340B Insider Webinar recording.
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Q: What third party 
administrators (TPA) does 
Cloudmed work with?

Q: Do you recommend 
having referral agreements 
with every outside provider 
you refer to?

Melissa Opraseuth,  
PharmD

SVP, 340B Operations

Donald Holladay,  
PharmD, 340B ACE

VP, 340B Business Development

Stephanie Caiazzo,  
MBA

VP, 340B Operations

Q: When is the best time 
for a provider planning for 
or in the midst of an EMR 
migration to start working 
on a 340B program?

Q: Could I do referral 
capture myself or 
internally?

A: Cloudmed is TPA agnostic. We have integrations with a range of TPAs, including 
the largest contract pharmacy networks, CVS and Walgreens. Cloudmed routinely 
integrates with additional TPAs to support clients, in addition to new and expanded 
integrations as part of our product roadmap.

A: While each provider may have specific situations, our 340B experts generally 
advise not letting an EMR migration stop progress on developing a 340B program. 
Even if it takes a few months to get EMR feeds up and running, we can start getting 
claims in to potentially review as soon as we’re able to go live. Cloudmed has a lot 
of flexibility to create an implementation plan that works best for each client.

A: We would advise staying away from having specific referral agreements in place 
with outside organizations, since they can limit providers in terms of the referral 
capture being done. Providers should keep policies and procedures language at a 
high level, ensuring that there is an acknowledgement of specialty care or mention 
of a patient seeing a specialist, but nothing that would limit the ability to document 
eligibility, which is the key.

A: You can if you have sufficient resources internally to do so effectively. We have 
clients where we do both, as well as some who started out doing ineligible claims 
or referral themselves and had Cloudmed do the rest. Resource availability and 
level of expertise should be given careful consideration considering ongoing labor 
shortages and pressure on existing resources, in addition to capability to sustain a 
program over time and relative to shifting priorities
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