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Executive Summary

In February 2016, Apexus made available data on total drug sales through the 340B program from 2005 through 2015. These 
data revealed that, based on total sales, the 340B program more than doubled in size between 2010 and 2015 and expanded 
by 66 percent between 2013 and 2015 alone. This rate of growth is unprecedented and reflects the cumulative effect of factors 
that we believe are likely to continue to drive growth for at least the next five years. 

Accompanying this growth is additional scrutiny of the 340B program. The Government Accountability Office (GAO) published 
a study in June 2015 that concluded that the sizeable margins realized by covered entities on 340B purchased drugs were 
contributing to higher utilization rates of Part B drugs.1 Since 2012, the Health Resources and Services Administration (HRSA) 
has conducted audits of covered entities to assess whether they comply with statutory prohibitions against diversion and 
duplicate discounts. The audit results reveal noncompliance rates that exceed 30 percent2 and reflect challenges in covered 
entities’ ability to comply with statutory requirements and HRSA’s administration of the 340B program. 

In light of the recent growth in 340B sales and existing challenges in administering the program, BRG professionals conducted 
a study to forecast growth in 340B sales over the next five years. This study builds on the methodology developed as part of 
our 2014 forecast of 340B program growth. Key findings from our current analysis include:

• The 340B program is forecasted to exceed $23 billion in total sales at the 340B price by 2021 and will exceed 2014 
Medicare Part B drug reimbursement by 2021.

• Statutory 340B chargeback payments by manufacturers will exceed $16 billion by 2021—over five times the branded 
prescription drug fee mandated in the Affordable Care Act (ACA).3

• Incremental growth will largely be driven by expanded utilization at existing 340B covered entities through contract 
pharmacy programs and from practice acquisitions, physician practice affiliations, and patient referrals.

• By 2021, contract pharmacy utilization will exceed $6 billion and operate in a largely unregulated environment in which 
third-party administrators and contract pharmacies establish the operational backbone of 340B eligibility determination 
and purchasing.

• At current staffing levels, the average HRSA auditor by 2021 will be responsible for providing oversight of over 4,000 
distinct covered entity and contract pharmacy locations, approximately 30 manufacturers, and over $1 billion in drug sales.

1 U.S. Government Accountability Office, Medicare Part B Drugs: Action Needed to Reduce Financial Incentives to Prescribe 340B Drugs at Participating Hospitals (June 
2015), accessed at: http://www.gao.gov/assets/680/670676.pdf 

2 BRG analysis of results from HRSA audits of covered entities from 2012-2016, accessed at: http://www.hrsa.gov/opa/programintegrity/index.html 

3 Sec. 9008 of the Patient Protection and Affordable Care Act.
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Methodological Approach

Given the complex nature of the 340B program, overall sales in the program can be affected by a wide range of factors including 
technology improvements, changes in regulations, provider consolidation, new product launches, and changes in payer 
reimbursement. However, there is strong evidence that at least three factors will likely continue to have a substantial impact 
on overall program growth for the next five years:

1. New Entity Enrollment: Hospitals and grantees continue to enroll in the 340B program and purchase drugs at the 340B 
price for the first time. Since the beginning of 2015, over 390 hospitals have enrolled in the program for the first time. 
This trend is expected to continue for the next two to three years.11

2. Acquisitions and Utilization Growth: Using hospital cost report and Medicare Fee-for-Service (FFS) claims data, we 
observed that several hospital metrics that are useful analogues for drug utilization have grown on average between 
7 percent and 15 percent annually at hospitals continuously enrolled in the 340B program since 2010 (see Figure 4, 
Appendix 1). A number of factors have contributed to this growth, including private physician practice acquisitions, 
affiliation and referral networks, product launches, and other factors that influence site of care. We expect this trend 
to continue for the next five years.

3. Contract Pharmacy Expansion: In March 2010, HRSA issued guidance allowing covered entities to contract with an 
unlimited number of third-party pharmacies to dispense 340B drugs.12 This has resulted in dramatic growth in contract 
pharmacy arrangements, and by 2016 over 68 percent of hospitals have at least one contract pharmacy, up from 13 
percent in March 2010.13 Although there is a natural limit to overall participation rates, our research indicates emerging 
growth trends in specialty pharmacies and covered entity ownership of contract pharmacies. Therefore, we expect 
contract pharmacies to continue to drive incremental 340B sales for at least the next five years.

Although the methodology used for this forecast is based on our 2014 340B forecast, we have made two important refinements 
to the methodology. First, in 2014 we forecasted growth attributable to physician practice acquisitions but did not account for 
growth attributable to affiliations and referral networks. This factor had a significant impact on our 2014 forecast and 2015 340B 
sales. The 2016 340B forecast methodology uses the historical growth metrics detailed in Appendix 1 to more comprehensively 
account for growth at currently enrolled covered entities. Second, we estimate growth attributable to contract pharmacy 
expansion independently for retail, specialty, and covered-entity owned pharmacies. Not only do the enrollment rates for these 
three types differ substantially (see Figure 3), but differences exist in terms of capture rates, prescription volume, and average 
price of filled prescriptions. This approach allows us to reflect changes in the marketplace as greater emphasis is placed on 
specialty therapeutics.

11 BRG analysis of the HRSA OPA Covered Entity Database.

12 Notice Regarding 340B Drug Pricing Program – Contract Pharmacy Services, 75 Fed. Reg. 10272 (March 5, 2010), accessed at: https://www.gpo.gov/fdsys/pkg/FR-
2010-03-05/pdf/2010-4755.pdf 

13 BRG analysis of the HRSA OPA Covered Entity Database and Contract Pharmacy Database.
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Appendix 2: 2016 Alternative 340B Forecast

In forecasting growth of the 340B program over the next five years, we also developed an alternative 340B forecast using a different 
methodological approach than presented in the body of this paper. The rationale for doing so was to do a “reasonableness” 
check on the results of the 2016 340B forecast and the assumptions contained therein.

The alternative forecast relied on historical data disclosed by Apexus on sales through the 340B program.21 As previously 
discussed, these sales data were adjusted upward to reflect direct sales not included in the amounts reported by Apexus. As 
a first step, 340B sales in each year from 2010 to 2015 were apportioned among hospitals and grantees based on available 
disclosures from Apexus and analysis of the HRSA OPA database. 

2010 340B sales to hospitals were then apportioned between hospitals that had enrolled in the 340B program before 2010 
and those enrolling in 2010 using outpatient revenue from Medicare cost reports as a proxy for the size of the facility’s 340B 
program. The 2010 starting sales amounts for the two hospital cohorts (pre-2010 enrollees and 2010-or-later enrollees) were 
then grown based on annual changes in the following metrics for both groups: Medicare Part B drug reimbursement, Medicare 
Part B drug claims, and outpatient revenue as reported in the hospital cost reports. Growth in the pre-2010 enrollee group 
reflects utilization growth and the effect of care shifting into the hospital setting. Growth in the 2010-or-later group reflects 
these factors along with new hospitals entering the 340B program. To estimate the impact of contract pharmacy, 340B sales 
calculated as described were subtracted from total hospital 340B sales as reported by Apexus in each year.22

Through this process, we developed estimates of 340B utilization associated with grantees, hospitals enrolled before 2010, 
hospitals enrolling since 2010, and contract pharmacy volume in each year from 2010 to 2015. Based on historical trends in 
these four segments, we developed estimated growth rates and applied these rates going forward into future years. 

In the early years of the forecast (2016 to 2018), the alternative 340B forecast predicts a slightly smaller 340B program in 
aggregate. By 2021, however, the two forecasts differ by less than $500 million. This likely reflects the fact that the alternative 
340B forecast relies on historical trends across the entire period from 2010 to 2015. Growth was more modest in the earlier 
years during this period than in 2014 and 2015, when it accelerated sharply. Because the 2016 340B forecast builds off of 2015 
sales, it is likely to predict higher sales in the initial forecasted years. 

The 2016 340B forecast likely better reflects growth that will continue to accelerate in the coming one to two years before 
moderating slightly. The nature of the calculation also makes it possible to define growth drivers at a more granular level. For 
this reason, this approach was relied upon in this paper. Relative alignment with the results from the alternative forecast offers 
support for the final estimates, particularly looking out four to five years.

21 340B Purchases Hit $12 Billion in 2015—and Almost Half of the Hospital Market (February 2016), accessed at: http://www.drugchannels.net/2016/02/340b-
purchases-hit-12-billion-in.html 

22 Because the impact of contract pharmacy on the 340B program was minimal in 2010, sales extrapolated using annual hospital growth metrics based on a 2010 
starting point will exclude contract pharmacy volume.
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Appendix 3: 2014 340B Forecast Comparison
In November 2014, we published a study evaluating factors that had contributed to growth in the 340B program between 2004 
and 2013. Our analysis identified historical growth drivers including 340B contract pharmacy expansion, private physician 
practice acquisitions, and enrollment of newly eligible hospitals resulting from passage of the Medicare Modernization Act 
and ACA. Based on this analysis and the expected impact of Medicaid expansion on hospital eligibility, we forecasted growth 
in the program through 2019. Figure 5 compares actual 340B sales as reported by Apexus (adjusted to reflect direct sales of 
340B priced drugs) with our 2014 forecast. 

FIGURE 5: 340B SALES - ADJUSTED ACTUALS VS 2014 340B FORECAST23

Despite forecasting growth in the 340B program that substantially exceeds prior-year growth rates, actual growth in 2014 and 
2015 340B sales far outpaced our estimates. In fact, 2015 actual 340B sales approached forecasted sales for 2017. 

Subsequent research that we have conducted with covered entities, private medical practices, contract pharmacies, and 
pharmaceutical manufacturers indicates that the rapid program growth in 2014 and 2015 is a function of many factors. The 
most prominent of these include practice affiliations with covered entities, adoption of new technology due to GPO prohibition 
enforcement, increased participation of specialty contract pharmacies, and introduction of new medicines. Further, our research 
suggests that these factors will continue to drive growth in the 340B program for at least the next five years. As a result, we 
believe that our 2014 forecast underestimates total 340B sales and we have developed a revised forecast to better understand 
how the program is likely to grow over the next five years.

23  Aaron Vandervelde, Growth of the 340B Program: Past Trends, Future Projections, BRG white paper (November 2014), accessed at: http://www.thinkbrg.com/
newsroom-publications-vandervelde-growth-340B-program.html; 340B Purchases Hit $12 Billion in 2015—and Almost Half of the Hospital Market (February 2016), 
accessed at: http://www.drugchannels.net/2016/02/340b-purchases-hit-12-billion-in.html.
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