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Key Takeaways

* The Community Oncology Alliance (COA) examined the median markup is calculated after excluding the
the self-reported drug pricing data for 49 of the top three CAR T products, the median markup is slightly
acute care disproportionate share hospitals (DSH) higher at 5.0 times 340B hospital acquisition costs.

participating in the 340B Drug Discount Program
(340B) based on a database ranking of their estimated
volume of 340B discounts they receive. This accounts for
approximately 23 percent of the total estimated 340B
discounts realized by all 340B DSH hospitals (referred to as
“340 hospitals” in this paper) in 2021. Because the majority
of 3408 hospitals are still not compliant with government
regulations requiring that they report services and drug

pricing data for public use, we had to examine 117 of thetop  « Cash paying patients, of whom many may be
3408 hospitals to arrive at the 49 hospitals used in this study. uninsured, receiving care at 340B hospitals do
not seem to receive discounts on their drugs.
Unfortunately, only two of the 49 hospitals with
compliant reporting data shared cash prices, but for
those we found that hospitals charge approximately 3.2
times Average Sales Price (ASP) for commercial plans
and charge cash-paying patients 3.0 times ASP. These
trends are consistent with prior findings that hospitals
charge nearly the same price for cash paying customers
as those with commercial insurance coverage.

* Hospitals remain slow to adopt biosimilars. For
certain products, up to 26 percent of hospitals were
found to only list prices for an innovator product but
not its biosimilar and only 10 hospitals carry all of the
biosimilars studied. This may suggest that hospitals are
generally still slow to adopt lower priced biosimilars
rather than the more expensive innovator drugs.

* 340B hospitals’ own self-reported pricing data reveals
that they price the top oncology drugs at 4.9 times
their 340B acquisition costs, assuming a 34.7 percent
discount, which is a conservative estimate based
on 3408 hospital survey data collected by the Centers for
Medicare & Medicaid Services (CMS). This is the median
drug price mark-up of the oncology drugs studied and differs
materially by drug. The lowest average markup was 3.2 times
(Kymriah) and the highest was 11.3 times (Faslodex). When

Background

Hospital spending has continued to grow rapidly (by more than six percent annually), both before and during
the pandemic, and most recently represented $1.3T, equivalent to 31 percent of total national health care
spending and almost seven percent of the U.S. Gross Domestic product! The steady growth and consolidation
of the hospital sector has led a range of stakeholders to demand more transparency and accurate price
reporting to better inform decision-making.? It has also raised serious questions about the degree to which
deep 340B Drug Pricing Program discounts may have fueled this growth and consolidation.?

Originally established to help a relatively small group of safety-net hospitals spread scarce resources, the
340B program is now seen as a major revenue source by 44 percent of the nation’s hospitals, particularly
in cases when they utilize the discount program on patients with insurance and retain the spread between
the deeply discounted 340B price and insurance reimbursement.*> There is no clear definition of eligible
340B patients and there are no requirements for 340B hospitals to pass savings to patients, though there
is an implicit expectation that these facilities would reinvest the funds to support care for patients in need
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of financial assistance. Yet, concerns about the lack of transparency into how much money 340B hospitals
generate from the program or how they use it have also augmented the calls for increased hospital price
reporting.®

Under the federal Price Transparency Rule that went into effect in January 2021, hospitals are required to
disclose their standard charges and CMS is responsible for evaluating and enforcing hospital compliance
with the requirements prescribed in the rule. In September 2021, the Community Oncology Alliance
(COA) commissioned a report” that highlighted concerns around hospital compliance with transparency
regulations and analyzed potential hospital drug profits within the 340B program. The report revealed the
aggressive pricing tactics taken by hospitals,
including a high spread between 340B

I
purchase price and the prices charged to

insurers and patients. The report noted that 340B hospitals’ own self-reported pricing
340B hospitals maintain high prices for data reveals that they price the top
drugs even as acquisition prices decline, oncolo gy drug s at 4.9 times their 340B

ricing was inconsistent between hospitals, o ere .
pricing P acquisition costs, assuming a 34.7 percent

there was slow adoption of biosimilars, . o . ]
discount, which is a conservative estimate.

and cash-paying customers were charged
the same prices as insurers, a median of
3.8 times their acquisition costs. Since the

September report, some hospitals that had
previously not reported payer price data HOSPITAL MARKUPS
have now made this information public,
providing an opportunity not only to refresh
the results of the previous analysis but also
to look closer at the top 340B hospitals in

terms of estimated 340B “profits.”
340B Acquisition Cost

The availability of additional transparency
data allows for more in-depth review and @
comparisons. This year, COA has refreshed

the initial analysis with a more targeted

approach. In this update, we focuson a

subset of top 340B hospitals (based on the volume of estimated 340B discounts received) and a targeted list
of highly utilized oncology products. In this report, COA discusses recent 340B litigation and its impact on
hospitals and hospital compliance with transparency requirements, suggestions to improve hospital price
transparency reporting data, and hospital-reported 340B drug prices and profits.

Recent 340B Litigation and Its Impact on Hospitals

In 2018, the Department of Health and Human Services (HHS) reduced reimbursement rates for Medicare
Part B drugs acquired through the 340B program from ASP+six percent to ASP-22.5 percent, with exemptions
for certain types of hospitals. The change was recommended by the Medicare Payment Advisory Commission
(MedPAC) because statute requires Medicare reimbursement for Part B in hospital outpatient departments
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(HOPDs) to be set at average acquisition cost. CMS had been using ASP+six percent as a proxy for average
acquisition cost, which according to MedPAC, far exceeds the acquisition costs for 340B entities. In the

CY 2018 Outpatient Prospective Payment System (OPPS) final rule, CMS noted that the reductions in
reimbursement rates for 340B-acquired Part B drugs better reflect the resources used to acquire drugs and
would provide Medicare beneficiaries with lower co-pays. The rule also noted that 340B discounts may lead
to unnecessary utilization and potential overutilization of drugs by 340B eligible hospitals, in addition to the
rapid growth of the 340B program.®

As aresult, the American Hospital Association (AHA) filed suit against HHS, claiming that the agency
exceeded its statutory authority because the method used to adjust Part B reimbursement rates under

the 340B program was not specified in statute. The U.S. District Court of the District of Columbia ruled in
AHA's favor, which prompted HHS to conduct a survey in April 2020 on drug acquisition costs among 340B
hospitals for calendar years (CYs) 2018 and 2019. HHS later reported that the survey data found higher
discounts on 340B drug acquisition — 34.7 percent — than discounts underlying the reimbursement rate
set in 2018, but nonetheless announced its intent to retain the payment rate of ASP-22.5 percent in every
year since. The U.S. Court of Appeals for the D.C. Circuit then overturned the district court’s ruling in favor of
HHS, stating that the reduction in reimbursement rates was permissible under Chevron deference and the
Supreme Court of the United States (SCOTUS) agreed to hear the case.’

InJune 2022, SCOTUS issued its opinion in AHA v. Becerra, concluding that HHS can set reimbursement rates
based on average price and it is permissible for the agency to adjust prices. However, SCOTUS ruled that HHS
may not vary reimbursement rates for 340B hospitals without first conducting a survey of hospital drug
acquisition costs. As a result, the court ruled that HHS acted unlawfully when it reduced reimbursement rates
for 340B hospitals for 2018 and 2019, prior to the survey of 2020.

The court ruled that HHS can set reimbursement rates for outpatient drugs in two ways. Under option 1,
HHS can set reimbursement rates based on hospitals’ average acquisition costs for each drug and can vary
reimbursement rates by hospital group. If HHS does not conduct a survey of hospital acquisition costs and if
data are not available, HHS may proceed to option 2. Under option 2, HHS can obtain drug pricing data from
drug manufacturers and set reimbursement rates based on the average price for a drug as calculated and
adjusted by the HHS Secretary. However, this option does not authorize HHS to vary reimbursement rates by
hospital group. Instead, HHS must set uniform reimbursement rates for each covered drug, which must be
equal to the average price of that drug during that year.

While reimbursement for 340B drugs will remain at ASP-22.5 percent for the remainder of 2022, CMS notes
in the CY 2023 OPPS proposed rule that the agency likely plans to return to a reimbursement methodology of
ASP+six percent in 2023, offsetting the increased spending on drugs with a decrease to the conversion factor
for hospital reimbursement. This means that Medicare will pay much more for Part B drugs than what 340B
hospitals acquire them for, as will Medicare beneficiaries. Given the mark-ups on drugs by 340B hospitals in
the commercial sector, as well as with uninsured patients, the hospitals will have even more incentive to use
more drugs and more expensive drugs.

Assessing Hospital Compliance with CMS Transparency Regulations

As part of the Affordable Care Act (ACA), Congress enacted section 2718(e) of the Public Health Service Act,
which requires each hospital to “make public (in accordance with guidelines developed by the Secretary of the
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Department of HHS) a list of the hospital's standard charges for items and services provided by the hospital.”
CMS initially required hospitals to make their list prices available (the “chargemaster”) and subsequently
revised its guidance in November 2019 to capture additional data points related to pricing.

The finalized CMS hospital price transparency regulation requires that hospitals publish, among other items,

a “machine-readable” file containing prices for all “items
EEE————— ]

and services” provided by the hospital to patients for

which the hospital has established a standard charge. 340B drug purchases have risen from
These published prices must include (i) the chargemaster S4B per year in 2007-2009 to $38B in
price, as in prior regulation, (ii) the price for cash paying 2021 incre asing by $6B alone from

customers, (iii) the de-identified minimum and maximum

2020 to 2021. Hospitals account for 87

negotiated prices and, critically, (iv) the payer-specific
percent of 340B purchases.

negotiated charges, which is the rate that a hospital has
negotiated with each third-party payer.

The hospital industry has heavily lobbied against the regulation during its notice and comment period and
the AHA challenged the rule in court, arguing the law only mandates the publication of chargemaster prices.
However, the court ruled in favor of CMS, and the new regulation went into effect on January 1, 2021.°

Since the regulation came into effect, the AHA has continued to argue for its cancellation and leniency in
enforcement.” The regulation included a civil penalty for non-compliance of up to $300 per day ($109,500
annually) — an insignificant amount for many U.S. hospitals that did not appear to compel broad compliance.
In fact, in early 2022, only 14 percent of hospitals complied with CMS’ hospital price transparency regulation.”?
This is only slightly higher than the 11 percent of 340B hospitals that were found to be compliant in 20215

In the CY 2022 rulemaking cycle, CMS finalized modifications to the civil penalty for non-compliance to
$300/day for hospitals with less than 30 beds and a penalty of $10/bed/day for hospitals with greater than 30
beds, with a maximum daily penalty of $5,500. Under this approach, penalties would range from $109,500-
$2,007,500 per hospital* To date, only two hospitals have been fined for noncompliance.’>

Concerns about the rapid growth of the 340B program have led to calls for greater transparency into the
margins hospitals make on 340B products and the way they use these funds to support patient care and
affordability. For example, between 2000 and 2020, the total number of covered entities and their child

sites participating in the 340B program rose from approximately 8,100 to approximately more than 50,000,
with 340B hospitals accounting for ~60 percent of sites in 2020. 340B drug purchases have risen from $4B
per year in 2007-2009 to $38B in 2021, increasing by $6B alone from 2020 to 2021.” ® The $44B in 2021

340B drug purchases equates to $94B valued at drug list prices, which is about 14 percent of the total.””
Hospitals account for 87 percent of 340B purchases.?’ The availability of transparent hospital prices offers an
opportunity to better inform both the debate on 340B hospitals and patients who seek medical care.

Moreover, the government allows 340B participants without pharmacies to distribute drugs to patients

via third-party pharmacies known as contract pharmacies, which also have been subject to increased
scrutiny.??2 Until 2010, 340B contract pharmacies were predominantly independently-owned, local
community pharmacies, but by 2018 about 75 percent of them were chain pharmacies.?* The problem began
in 2010 when the agency tasked with overseeing the 340B program, the Health Resources and Services
Administration, said all 340B participants, even those with their own pharmacies, could contract with an
unlimited number of third-party pharmacies. Between April 1, 2010, and April 1, 2020, the number of contract
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pharmacy arrangements increased 4,228 percent, and they now account for 28 percent of 340B revenue.??
The five largest specialty pharmacies account for more than 20 percent of total contract pharmacy
relationships with 340B entities and are also owned by, or corporately affiliated with, pharmacy benefit
managers (PBMs).? This has allowed 340B hospitals, PBMs, and their affiliated for-profit contract pharmacies
to expand their reach and continue fueling 340B program growth and increasing their profits through the
program at the expense of patients in need.

Exhibit 1: Waterfall of 340B Hospital Compliance With Transparency Regulations

1,087 total 340B DSH hospitals

il
|
Examined transparency files for all

1,087 340B DSH hospitals

Identified 49 fully compliant files from
the top 117 340B DSH hospitals

Representing 23% of all 340B DSH
hospital discounts in 2021

117 of the top 340B hospitals files reviewed

What We Did: Methodology and Data Limitations

We selected a list of 27 oncology treatment and supportive drugs to study. The drugs were selected primarily
based on being the highest dollar expenditure for Medicare Part B cancer drugs in 2019 augmented with
lower expenditure drugs sharing the same active ingredient, either generic or biosimilar. 7

In a previous analysis, a list of 1,087 340B hospitals was accessed and analyzed whether they complied with
the updated (January 1, 2021) hospital transparency regulation or if they only provided chargemaster data
required by the pre-2021 regulation. When price data relevant to the regulation was found in the data file

(e.g., minimum price, cash price), they were considered as “attempting to comply.” In this analysis, using the
same list of 1,087 acute care 340B hospitals, we took the initial step of arranging hospitals by their share of
operating costs (of all 340B hospitals) from highest to lowest. Assuming that operating costs are proportional
to 340B discount dollars received, this ordering of sites also represents the order of hospitals with highest to
lowest share of 340B discounts. Working down the list to identify ~50 hospitals with compliant files available,
it required review of 117 of the top 340B hospitals to identify 49 useful hospital price transparency files for this
analysis. (One hospital of the 50 was ultimately not used due to incomplete and questionable data.) (Exhibit 1)
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The 49 hospitals analyzed represent 23 percent of the total 340B discounts realized by all 340B DSH hospitals
in 2021, which on a per hospital basis is an estimated $86 million to $162 million. It is notable that only eight of
the top 20 340B DSH hospitals with the highest estimated 340B discounts reported useful transparency data.

We note that the 340B discount percentage used in this analysis is the average discount percentage that CMS
arrived at in its 2020 survey of 340B hospitals. However, as CMS notes, and has been referenced elsewhere,
this is a conservative average 340B discount. In fact, based on actual 340B purchase data, it has been recently
estimated that 340B discounts off of drug list prices are at least 53 percent. As a result, findings of this study
on drug price mark-ups are significantly underestimated.

Exhibit 2. Description of Hospital-Payer-Drug Dataset Analyzed

Total number of unique hospital-payer-drug prices: 41,704
Number of drugs with at least one price 27
Median number of hospitals with at least one price per drug 43
Mean number of hospitals with at least one price per drug 38
Number of hospitals with at least one price 49
Median number of drug/payer prices per hospital 509
Mean number of drugs with at least one price per hospital 21

Description of the Dataset Analyzed

We obtained 41,704 individual negotiated prices from the hospitals own self-reported data files, each
reflecting a unique combination of hospital-payer-drug. Only two of the 49 fully compliant hospitals
disclosed prices for all of the 27 oncology drugs that we examined, and we presume that each hospital carries
a subset. Our analysis found that the median hospital has negotiated prices for 22 of the drugs. We obtained
negotiated prices from 43 hospitals (median number of hospitals with at least one price per drug). (Exhibit 2)

To illustrate the variability in terms of data available, we found that prices were available for Abraxane for
all hospitals. In addition, Faslodex and Yervoy were carried by 48 of 49 hospitals. Prices were also commonly
available for Kyprolis, Opdivo, and Keytruda. Meanwhile, the vast majority of hospitals did not have prices
for CAR T-cell products such as Tecartus (only seven out of 49 hospitals), Kymriah, and Yescarta (15 hospitals
each). Aside from CAR T-cell products, Herceptin (15 hospitals), Neulasta (26 hospitals), and Rituxan (29
hospitals) were among the least reported prices.

Examining Hospital-Reported 340B Drug Prices, Markups, and Profits

The discounts that 340B entities negotiate with manufacturers are not publicly available and vary by hospital
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Exhibit 3. Average 340B Hospital Markup vs. 340B Hospital Discounted Acquisition Cost

Faslodex
Ruxience
Mvasi
Neulasta
Truxima
OGIVRI
Kyprolis
Abraxane
Kanjinti
Herceptin
Darzalex
Imfinzi
Erbitux
Udenyca

Brand Name

Avastin
Fulphila
Perjeta
Rituxan
Opdivo
Kadcyla
Keytruda
Yervoy
Tecentriq
Tecartus
Adcetris
Yescarta
Kymriah
12

o
N
S
(-]
©o
—y
o

Average of Price to Discounted ASP Ratio

and by drug. The minimum required discount, which determines the 340B ceiling price, is calculated based
on a formula tied to either Best Price or to the 23.1 percent mandatory discount in Medicaid. However, most
340B discounts can be higher, including if the drug price is increased above the rate of inflation.

In Exhibit 3, we calculated the average 340B hospital markup by comparing each hospital’s negotiated prices
for insured outpatients to the published April 2021 ASP Drug Pricing File, discounted by 34.7 percent, which
is based on CMS survey data released in the OPPS CY 2021 final rule. However, other sources suggest that
average 340B discounts could be much higher than 34.7 percent. For example, Janssen’s 2021 U.S. price
transparency report estimates average 340B discounts to be 66 percent.?® Therefore, the use of a standard
34.7 percent discount in our calculations represents a conservative approach to assessing markup trends.

Based on the assumption of a 34.7 percent discount, the hospital transparency data reveals that 340B DSH
hospitals price drugs at a median of 4.9 times their 340B acquisition costs, and the price markup differs
materially by drug. The lowest average markup was 3.2 times (Kymriah) and the highest was 11.3 times
(Faslodex). If median markup is calculated after excluding the three CAR T-cell products, the median markup
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is slightly higher, at 5.0 times 340B acquisition costs. As high-cost cell and gene therapies enter the market, with

prices ranging from several hundred thousand dollars to more than $2M, some approaches to contracting for

drug reimbursement may need to be altered. However, the available price transparency data shows that hospital

providers are realizing significant markups on these products, with an opportunity for enormous margins,

especially if acquired through the 340B program. (Exhibit 4)

Similar to our prior analysis, the results of this study confirm the highest markup is for biosimilars and their

reference drugs.? Hospitals are purchasing biosimilars and their reference products at a notably discounted rate

in comparison to their price. When observing the relationship between ASP and 340B prices, we found more

substantial average markups of approximately 5.5 times between biosimilars and their reference products.

Exhibit 4. Price Breakdown of Drugs Analyzed Markups and Profit Across Care Settings and Payers

Profit by Care Setting and Payer Markup vs. Community Markup vs. 340B Medicare
Medicare
Drug ASP Discounted | ASP+6% | ASP-22.5% Median Average | Community, 3408, 3408, | Community, 3408, 3408, | Community, 3408, 3408,
ASP Insurance Insurance Medicare Medicare | Commercial Medicare Medicare Commercial Medicare | Medicare | Commercial
Price Price
Faslodex $42.55 $27.78 $45.10 $32.98 $242.86 $314.26 $2.55 $17.32 $215.07 1 6.8 112.2 0.1 1 16.5
Truxima $58.55 $38.23 $62.06 $45.38 $187.57 $233.14 $3.51 $23.83 $149.33 1 6.8 55.5 0.1 1 82
Mvasi $49.90 $32.58 $52.89 $38.67 $146.08 $210.40 $2.99 $20.31 $113.49 1 6.8 59.4 0.1 1 838
Ruxience $60.86 $39.74 $64.51 $47.16 $162.11 $270.71 $3.65 $24.77 $122.37 1 6.8 63.3 0.1 1 9.3
Neulasta $2,649.12 $1,729.87 | $2,808.06 $2,053.06 $7,028.64 $11,158.33 $158.95 $1,078.19 $5,298.77 1 6.8 59.3 0.1 1 8.7
OGIVRI $57.22 $37.37 $60.66 $44.35 $140.78 $216.60 $3.43 $23.29 $103.41 1 6.8 52.2 0.1 1 17
Darzalex $52.51 $34.29 $55.66 $40.70 $127.03 $172.08 $3.15 $21.37 $92.73 1 6.8 437 0.1 1 6.4
Udenyca $237.08 $154.81 $251.30 $183.73 $571.16 $752.23 $14.22 $96.49 $416.35 1 6.8 42 0.1 1 6.2
Imfinzi $72.35 $47.25 $76.70 $56.07 $174.25 $235.79 $4.34 $29.45 $127 1 6.8 434 0.1 1 6.4
Erbitux $61.48 $40.15 $65.17 $47.65 $146.84 $198.63 $3.69 $25.02 $106.69 1 6.8 43 0.1 1 6.3
Rituxan $84.10 $54.91 $89.14 $65.17 $200.80 $252.68 $5.05 $34.23 $145.88 1 6.8 39.2 0.1 1 58
Tecartus $376,415.09 | $245,799.06 $399,000 | $291,721.70 | $885,651.20 | $992,315.98 $22,584.91 | $153,200.94 | $639,852.14 1 6.8 331 0.1 1 49
Herceptin $88.38 $57.71 $93.68 $68.49 $207 $290.27 $5.30 $35.97 $149.29 1 6.8 43.9 0.1 1 6.5
Kyprolis $36.91 $24.10 $39.12 $28.60 $85.66 $129.12 $2.21 $15.02 $61.56 1 6.8 474 0.1 1 7
Kanjinti $62.54 $40.84 $66.29 $48.47 $143.55 $211.84 $3.75 $25.45 $102.71 1 6.8 45.6 0.1 1 6.7
Avastin $68.41 $44.67 $72.51 $53.02 $153.55 $214.08 $4.10 $27.84 $108.88 1 6.8 413 0.1 1 6.1
Abraxane $12.59 $8.22 $13.35 $9.76 $28.16 $43.72 $0.76 $5.12 $19.94 1 6.8 47 0.1 1 6.9
Fulphila $223.07 $145.67 $236.46 $172.88 $496.28 $697.84 $13.38 $90.79 $350.61 1 6.8 413 0.1 1 6.1
Perjeta $12.29 $8.02 $13.02 $9.52 $25.28 $37.94 $0.74 $5 $17.26 1 6.8 40.6 0.1 1 6
Kadcyla $31.04 $20.27 $32.90 $24.05 $63.52 $90.13 $1.86 $12.63 $43.25 1 6.8 375 0.1 1 55
Tecentriq $73.73 $48.15 $78.15 $57.14 $150.78 $197.09 $4.42 $30.01 $102.64 1 6.8 337 0.1 1 5
Keytruda $48.69 $31.80 $51.62 $37.74 $98.46 $139.93 $2.92 $19.82 $66.66 1 6.8 37 0.1 1 55
Kymriah $351,886.79 | $229,782.08 $373,000 | $272,712.26 | $708,700.00 | $746,696.09 $21,11321 | $143217.92 | $478,917.92 1 6.8 245 0.1 1 3.6
Yescarta $376,415.09 $245,799.06 $399,000 $291,721.70 $754,222.92 | $882,594.50 $22,584.91 $153,200.94 | $508,423.86 1 6.8 28.2 0.1 1 42
Opdivo $26.87 $17.55 $28.49 $20.83 $53.43 $79.90 $1.61 $10.94 $35.88 1 6.8 38.7 0.1 1 5.7
Yervoy $147.85 $96.55 $156.72 $114.58 $292.38 $398.17 $8.87 $60.17 $195.83 1 6.8 34 0.1 1 5
Adcetris $171.75 $112.15 $182.06 $133.1 $338.57 $427.93 $10.31 $69.90 $226.41 1 6.8 30.6 0.1 1 45
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Key Findings on 340B

340B Hospital Gains From Commercial Plans
As discussed previously, CMS reimburses non-340B hospitals at six percent above the average cost

of the drug (i.e., ASP+six percent), before a two percent sequestration cut. Between 2018-2022, 340B

hospitals were reimbursed at the lower rate of ASP-22.5 percent (before sequestration) and the government

estimates that their drug purchase price averages 34.7 percent of ASP. In 2023, CMS expects to returnto a

methodology of reimbursing 340B hospitals at ASP+six percent for 340B-acquired drugs. This analysis shows

that commercial insurers are charged 4.9 times the acquisition price of oncology drugs by top 340B hospitals,

Exhibit 5.

Herceptin Markups @
Across Settings

and Payers

(one year of therapy)

Community Practice or non-340B
Hospital Treating a Medicare Patient

| 2B T ol e F= 1T 6 I (0} ST $66,107
ReIMDBUISEA At ...ooooereeeeeeeeeeeeseee s $70,073
MATGIN ....eeeeveeeeererereeeeserenenne $3,966

340B Hospital Treating a

Medicare Patient

PUrchased fOr ..., $43,168
ReIMbBUISEd At coooooeeeeeeeeeeeeeeeeeeeeseeeeeee e $70,073
MATGIN .c...eeeererereeeeererereeseenenas $26,905

340B Hospital Treating a

Commercial Patient

PUrchased for ... $43,168
Insurer Charged ................nreeeeeervvsssinnns $217122
Margin ........ceeeeeeeveeeeeeeeereeneeennn $173,954

presenting the opportunity for major profits from
such significant margins.

To help exemplify this markup in real dollars,
consider the case of trastuzumab (Herceptin),

a monoclonal antibody used to treat breast and
stomach cancers. An independent community
oncology practice (or non-340B hospital) treating a
Medicare patient with breast cancer over the course
of one year of therapy would purchase Herceptin
for $66,107 and be reimbursed $70,073 (ASP+six
percent, before sequestration). It would thus make
$3,966 in pricing spread for treating that patient.

A 340B hospital treating the same patient would
purchase the same amount of Herceptin at $43,168
(34.7 percent lower than ASP) and be reimbursed

by Medicare at the same level of ASP+six percent
(total $70,073), assuming CMS finalizes plans to
revert to this payment methodology in 2023. The
hospital would thus make $26,905, approximately
6.8 times the amount of non-340B providers for the
same Medicare patient. A 340B hospital treating a
commercial patient with breast cancer over one year
will still purchase the drug at $43,168. However, it
will now charge the commercial patient’s insurance
slightly more than 5.0 times that amount, totaling
$217,122 for a spread of $173,954, about 6.5 times
more than the spread a hospital would receive for
an identical Medicare patient and 43.9 times more
than the spread for a community oncology practice
or non-340B hospital. (Exhibit 5)

The analysis also shows the significant 340B drug discounts captured by hospitals that may not be passed

down to patients. These price markups and opportunities for profit are exacerbated depending on the

payer. We looked at the median spread across all 27 products and then compared them to commercial plans.
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We found that when commercially insured patients are treated at a 340B hospital, the median spread on a
product is 7.4 times that for a Medicare patient ($188.54 vs. $25.45).

While 340B hospitals generally purchase drugs within the same narrow price band, there are differences in
prices charged between hospitals. When comparing individual hospitals, this analysis found that 8.1 percent of
drug prices are less than 0.5 times the median price and 13 percent are more than 2.0 times the median price
across hospitals. (Exhibit 6)

Exhibit 6. Median Drug Prices at Individual 340B Hospitals vs. Median Across All 340B Hospitals

Median drug prices were calculated for each 340B hospital and compared to the median price of the drug across all 340B

hospitals. The exhibit shows the dispersion of median hospital prices.

Drug <25% 25-49% 50-79% 80-125% 126-200% 201-400% 401%+
Ruxience 0.0% 9.4% 21.9% 31.3% 9.4% 21.9% 6.3%
Kanjinti 0.0% 0.0% 18.9% 37.8% 24.3% 16.2% 2.7%
Truxima 0.0% 13.8% 24.1% 37.9% 13.8% 6.9% 3.4%
OGIVRI 0.0% 13.3% 20.0% 40.0% 26.7% 0.0% 0.0%
Udenyca 0.0% 2.6% 25.6% 30.8% 28.2% 10.3% 2.6%
Fulphila 0.0% 1.7% 19.2% 42.3% 19.2% 7.7% 3.8%
Mvasi 0.0% 2.6% 34.2% 26.3% 21.1% 10.5% 5.3%
Tecartus 0.0% 57.1% 14.3% 14.3% 14.3% 0.0% 0.0%
Kymriah 0.0% 6.7% 40.0% 26.7% 26.7% 0.0% 0.0%
Yescarta 0.0% 20.0% 26.7% 26.7% 26.7% 0.0% 0.0%
Faslodex 12.5% 16.7% 25.0% 22.9% 14.6% 8.3% 0.0%
Herceptin 0.0% 0.0% 31.8% 43.2% 20.5% 4.5% 0.0%
Kadcyla 0.0% 0.0% 31.1% 40.0% 13.3% 13.3% 2.2%
Rituxan 0.0% 4.4% 33.3% 40.0% 13.3% 6.7% 2.2%
Perjeta 0.0% 2.2% 35.6% 35.6% 13.3% 6.7% 6.7%
Opdivo 0.0% 0.0% 28.3% 34.8% 21.7% 10.9% 4.3%
Keytruda 0.0% 2.2% 39.1% 28.3% 6.5% 19.6% 4.3%
Abraxane 0.0% 6.1% 32.7% 28.6% 18.4% 6.1% 8.2%
Yervoy 0.0% 2.1% 33.3% 33.3% 20.8% 8.3% 2.1%
Imfinzi 0.0% 9.5% 35.7% 23.8% 16.7% 11.9% 2.4%
Darzalex 0.0% 9.3% 30.2% 30.2% 11.6% 14.0% 4.7%
Erbitux 0.0% 2.3% 29.5% 34.1% 15.9% 15.9% 2.3%
Kyprolis 0.0% 4.3% 36.2% 21.7% 12.8% 17.0% 2.1%
Adcetris 0.0% 4.8% 38.1% 33.3% 7.1% 14.3% 2.4%
Avastin 0.0% 4.4% 26.7% 31.1% 17.8% 17.8% 2.2%
Tecentriq 0.0% 2.4% 38.1% 33.3% 11.9% 11.9% 2.4%
Neulasta 0.0% 2.2% 28.9% 24.4% 28.9% 11.1% 4.4%
Average 0.5% 7.6% 29.6% 31.8% 17.6% 10.1% 2.9%

Note: Figures are not adjusted to reflect a full treatment course and instead represent profits on each HCPCS billing unit.
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There Is a Large Spread in Negotiated Prices Between Hospitals and

Between Payers Within the Same Hospital

Differences are not only seen among hospitals, but within the same hospital among different insurers. As
an example, the typical price band for Keytruda was ~2.6 times with the lower high to low spread being 30 percent
and the highest exceeding seven times. (Exhibit 7)

The reporting requirements of the Hospital Price Transparency Rule offers insurers greater transparency on
their relative price compared to other insurers within the same hospital; as such, there may be increased efforts
to negotiate agreements to reduce plan costs. The availability of data will influence the degree to which payers
incorporate reporting into their negotiation strategy, which may increase if compliance increases among 340B
hospitals. However, all negotiating leverage dynamics vary by market and the largest 340B hospitals will likely
continue to gain from margins on drugs administered to commercially insured patients.

Hospitals Remain Slow to Adopt Biosimilars

As stated earlier in the analysis, 340B hospitals tend to price drugs at markup to their wholesale

acquisition cost (WAC) price. However, most biosimilars have WAC prices that are discounted from the
innovator drug to remain competitive. (Exhibit 8) This may in turn create economic incentives for 340B hospitals
to prefer innovator products since their net price would turn higher profits or to mark up biosimilars to the level
of innovator drug pricing.

Exhibit 7. Distribution of Keytruda Prices Within Hospital
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Exhibit 8. WAC Prices of Innovator Versus Biosimilar Drugs

Avastin Brand Mvasi (Amgen) Zirabev (Pfizer)
(1 mL of 25 mg/1mL) $199.23 $174.43 $153.35
Brand Kanjinti (Amgen) Herzuma (Teva/Celltrion) | Ogivri (Viatris) Ontruzant Trazimera
Herceptin (Merck/Bioepis) | (Pfizer)
(150 mg)
$1,558.42 $1,360.07 $1,402.50 $1,324.66 $1,324.66 $1,211.10
Rituxan Brand Truxima (Teva/Celltrion) | Ruxience (Pfizer) Riabni (Amgen)
(1 mL of 10 mg/1mL) $93.95 $84.55 $71.68 $71.68
Neulasta Brand Fulphila (Viatris) Udenyca (Coherus) Ziextenzo (Sandoz) | Nyvepria (Pfizer)
(0.6mL of bmg/0.6mL) | $6,417.99 | $4,175.00 $4,175.00 $3,925.53
Epogen Brand Retacrit (Pfizer)
(1mL of 10000u/1mL) $165.80 $110.30
Remicade Brand Inflectra (Pfizer) Renflexis (Merck/Bioepis)
(100 mg) $1,167.82 | $946.28 $753.39

While this analysis does not allow us to see the frequency of each product’s use, we can examine which
products 340B hospitals provide negotiated prices for. Our data shows that hospitals report a price for the
innovator products more often than biosimilars. (Exhibit 9) For example, 26 percent of hospitals list prices
only for Avastin but not its biosimilar product. Of the products studied, Neulasta was the product most
commonly listed along with a biosimilar, though there were still 14 percent of hospitals listing prices for only
the innovator product. Only 10 hospitals carry all of the biosimilars studied. This may suggest that hospitals

are generally still slow to adopt biosimilars.

Exhibit 9. Number of Hospitals with List Prices of Innovator and Biosimilar Drugs
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Exhibit 10. Comparison of Average Cash Price vs. 340B Hospital Discounted Acquisition Cost

Neulasta
Faslodex
Kyprolis
Fulphila
OGIVRI
Truxima
Kanjinti
Mvasi
Udenyca
Avastin
Herceptin
Rituxan
Darzalex

Ruxience

Brand

Imfinzi
Erbitux
Abraxane
Opdivo
Keytruda
Perjeta
Kadcyla
Tecentriq
Adcetris
Kymriah
Yervoy

Yescarta

I ) 2X

Tecartus S 15X

0 1 2 5 6
Average 340B Hospital Cash Price vs. 340B Hospital Discounted Acquisition Cost
Brand Median Cash Price mgg:'aa:ce Price Brand Median Cash Price m::::: T
Ruxience $155.40 $162.57 Perjeta $26.78 $25.24
Kanjinti $188.51 $143.19 Opdivo $58.20 $53.43
Truxima $182.60 $187.69 Keytruda $104.91 $98.08
OGIVRI $188.13 $140.78 Abraxane $31.23 $28.16
Udenyca $738.85 $568.35 Yervoy $317.76 $292.34
Fulphila $738.85 $496.28 Imfinzi $160.60 $174.25
Mvasi $147.24 $146.08 Darzalex $121.53 $127.03
Tecartus N/A $885,651.20 Erbitux $145.77 $146.84
Kymriah $1,019,727.15 $708,700.00 Kyprolis $175.91 $85.50
Yescarta $897,072.15 $754,166.46 Adcetris $364.34 $338.56
Faslodex $205.53 $245.58 Avastin $172.50 $153.55
Herceptin $221.08 $206.52 Tecentriq $162.52 $150.78
Kadcyla $67.18 $63.52 Neulasta $13,170.27 $7,022.32
Rituxan $205.10 $200.80
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Cash Paying or Uninsured Patients at 340B Hospitals Do Not Receive Drug Discounts
Based on our analysis, there are clear differences between what different insurers are charged for patients
receiving care at 340B hospitals. To more comprehensively understand how patients are affected by this,
we also examined prices for cash-paying or uninsured patients. (Exhibit 10) About nine percent of the U.S.
population was uninsured in 2021 and the mandate of the 340B designated hospitals includes providing
affordable care to this segment.°

Though hospitals are required under price transparency regulations to report prices for cash-paying
customers, our analysis found that very few reported this data in a manner allowing for analysis. Only two
of the 49 hospitals share clear cash prices. In our analysis of those prices, we found that hospitals charge
approximately 3.2 times ASP for commerecial plans and charge cash-paying patients 3.0 times ASP.

Based on the limited sample, additional data would be necessary to draw further conclusions around the
cash prices used by top 340B hospitals. However, in a previous analysis that assessed transparency data from
alarger number of hospitals, the findings were similar, showing that cash paying customers were charged
nearly the exact same prices as those with commercial coverage 3

Conclusion and Discussion

In this analysis, we observed more dramatic differences in the variance between 340B hospital acquisition
costs and the price charged to insurers compared to last year’s analysis. Most notably:

* The spread between the discounted 340B purchase price and the price charged to insurers or
patients in 340B hospitals is 4.9 times the median

» The price that 340B hospitals charge insurers relative to their purchase price is substantially higher
for commercial insurance compared to Medicare

* 340B hospitals are still slow to adopt lower cost biosimilars

* 340B hospitals are charging cash-paying or uninsured patients similar amounts as they charge
commercial insurers

As concerns about the growth of the 340B program increase, calls for pricing transparency on the margins
that hospitals make on 340B products increase. While hospital reporting has improved slightly since our
previous report, there are still challenges in gathering and analyzing the data published by the top 340B
hospitals. Moreover, transparency may not be sufficient to remediate mark-ups among 340B hospitals and
further legislative or regulatory changes may be needed.
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About the Community Oncology Alliance

The Community Oncology Alliance (COA) is the only non-profit organization dedicated solely to
preserving and protecting access to community cancer care, where the majority of Americans with
cancer are treated. COA helps the nation's community cancer clinics navigate a challenging practice

environment, improve the quality and value of cancer care, lead patient advocacy, and offer proactive
solutions to policymakers. To learn more, visit www.CommunityOncology.org
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