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As the Blue Ribbon report of the Cancer Moonshot1 

called for in 2016, we need to build the national 
cancer data ecosystem that is equal in dimension to 
the disease burden cancer imposes on society and 
the resources that we put into cancer care. Value-
based contracting is an approach that has much 
potential. The challenge of shifting current stake-
holders to such a value-based model is an excel-
lent opportunity for clinical pathways to play a role 
in identification of the critical elements needed for 
value-based contracting. Bundled payment mod-
els are garnering much attention in this area, as all 
stakeholders are required to be at the same table in 
order to be successful.

Historically, Medicare has made separate payments to 
providers for each individual service provided, such 

as for inpatient care, for providers, and for drugs—each 
has been paid separately, in a silo. This approach results in 
fragmented care with no coordination across providers and 
care settings. This form of payment has rewarded the quan-
tity of services offered by providers rather than the quality 
of the care. 

An alternative approach that has arisen is value-based 
contracting—a strategy in which payers and biopharma-
ceutical manufacturers agree to specific terms that tie pay-
ment to results.2,3

Although groups such as the American Society of Clini-
cal Oncology (ASCO) and the Institute for Clinical Ef-
fectiveness Review have done important research and 
strategizing to create frameworks for gauging the value of 
therapies, no framework to date has gained universal ac-
ceptance among all stakeholders.4 Value-based contracting 
directly with the Centers for Medicare & Medicaid Ser-
vices (CMS) may be impossible, which paves the way for 
value-based contracting through bundled payments with 
guidance from clinical pathways. This presents an opportu-

nity for clinical pathways to be developed across organiza-
tions and stakeholders to devise frameworks for deciding 
which patients will receive these therapies, what expecta-
tions we should have of therapeutic performance, what we 
will attempt to learn about these therapies as we observe 
outcomes over time, and what we will pay.

bundled payments for care improvement
In the drive to add more value to care, bundled payments 
will serve as a major vehicle for change. Research has 
shown that bundled payments can align incentives for pro-
viders and pharmaceuticals, allowing these stakeholders to 
work in coordination toward improved clinical and finan-
cial outcomes.5

The Bundled Payments for Care Improvement (BPCI) 
initiative is comprised of “four broadly defined models of 
care which link payments for the multiple services ben-
eficiaries receive during an episode of care.”5 Under this 
initiative, organizations enter into payment arrangements 
that include financial and performance accountability for 
episodes of care. These models are designed to lead to 
higher quality and more coordinated care at a lower cost 
to Medicare. 

This model presents an ideal arena for clinical pathways 
to guide providers, payers, and patients to these desired 
outcomes; you could also add to this group pharmaceu-
tical manufacturers that are looking for ways to partner 
with these stakeholders through value-based contracting. 
Bundled payments allow clinical pathways to integrate not 
only the most appropriate treatment path but also the met-
rics to define success, with these 2 components serving as 
a foundation for bundled payment value-based contract-
ing between CMS/payers, providers, and pharmaceutical 
manufacturers.

The BPCI initiative was developed by CMS through 
their Center for Medicare and Medicaid Innovation 
(CMMI). CMMI was created by the Affordable Care Act 
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to test innovative payment and service delivery models that 
have the potential to reduce Medicare, Medicaid, or Chil-
dren’s Health Insurance Program expenditures while pre-
serving or enhancing the quality of care for beneficiaries. 
Over the course of the initiative, CMS is working with 
participating organizations to assess whether the models 
being tested result in improved patient care and lower costs 
to Medicare.

Under BPCI, the inpatient stay in an acute-care hospi-
tal triggers the bundled payment episode, which includes 
post-acute care and all related services up to 90 days after 
hospital discharge. BPCI Episode Initiators include acute-
care hospitals, skilled-nursing facilities, physician group 
practices, home health agencies, inpatient rehabilitation fa-
cilities, and long-term care hospitals that trigger an episode 
of care. But these bundled payment triggers could also be 
initiated from a diagnosis of a disease that requires a period 
of treatment, such as with many forms of cancer.

bundled payments in oncology
In a recently published article, Susan Dentzer, president and 
CEO of The Network for Excellence in Health Innovation 
(NEHI), outlined opportunities and challenges in value-
based contracting for high-cost cancer treatments that re-
quire specific terms of engagement.6 This is particularly 
relevant now as many of the emerging cancer drugs pro-
vide targeted therapies tailored to the specific genetics and 
molecular pathways of different types of cancer. Drugs al-
ready on the market, such as the chimeric antigen receptor 
(CAR) T-cell therapy tisagenlecleucel (Kymriah; Novartis)7 
and the programmed cell death-1 inhibitor pembrolizum-
ab (Keytruda; Merck),8 have demonstrated very successful 
outcomes for some patients and cancer types. For example, 
they can produce added months of survival without any 
progression of disease or total remission for some patients 
with previously untreatable or relapsed cancers. 

To encapsulate the difficulty of some of these challeng-
es, consider the example of Kymriah, which is approved 
by the FDA for use in patients up to 25 years old who 
have acute lymphoblastic leukemia that is either relaps-
ing or refractory (ie, the cancer did not go into remission 
with other leukemia treatments). The FDA approved the 
treatment in August 2017, after a phase 2 trial in which 63 
patients showed an 83% remission rate within 3 months 
of infusion.9  To produce the therapy, a patient’s T cells 
are extracted through a special process in qualified hos-
pitals, frozen, shipped to a special manufacturing facility 
where they are genetically reprogrammed, shipped back 
to the hospital, and reinfused into the patient after the 
patient undergoes low-dose chemotherapy to prevent the 
re-engineered cells from being rejected.

At the time of approval, Novartis said that Kymriah 
would cost $475,000 for the one-time treatment for pe-
diatric and young adult patients.10 Some of the roughly 

40 treatment centers that have been certified to offer the 
treatment have told payers that their “all-in” costs of treat-
ing a patient, including the cost of Kymriah, will top $1 
million.11 At the same time, as the FDA issued its approval 
of Kymriah, Novartis also announced an agreement with 
CMS,12 presumably around the use of the therapy for pa-
tients on Medicaid. Under the agreement, Novartis of-
fered the assurance that, if a patient treated with Kymriah 
for this indication does not respond in the first month, 
there will be no charge for the drug to patients and to 
payers, including Medicaid. CMS heralded the agreement 
and the approval of Kymriah as “reinforc[ing] our belief 
that current healthcare payment systems need to be mod-
ernized in order to ensure access to new high-cost thera-
pies.”12 It promised to issue future guidance to explain 
how pharmaceutical manufacturers can engage in these 
and other innovative payment arrangements.12

The parties said little else about the contours of the 
agreement, but one may suspect that some commitments 
had been made about navigating around an important ob-
stacle to value-based contracting: Government Best Price 
and Price Reporting requirements, the stringent rules that 
drug manufacturers must comply with as a condition of 
participating in federal health care programs such as Medi-
care and Medicaid. Complex calculations carried out un-
der these federal requirements are designed to ensure that 
federal health programs—Medicaid, the 340B Drug Dis-
count Program, and Medicare Part B Drug Reimburse-
ment—benefit from discounts provided in the broad com-
mercial health care market. These requirements stipulate a 
minimum discount for Medicaid of 23.1% off of the so-
called average manufacturer price—the average price paid 
by wholesalers to manufacturers for drugs distributed to 
retail pharmacy, minus discounts—and locks in a similar 
discount for hospitals, health centers, and various safety-net 
providers under the 340B program.13

For Novartis to have agreed to “no charge” for patients 
who did not respond within a month of treatment—with-
out the “price” then becoming zero and triggering the 
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same improbable price, or a deeply discounted one, for all 
of Medicaid, 340B and Medicare Part B—it appears that 
CMS simply agreed that, in such circumstances, no sale 
would be deemed to have taken place. But CMS has said 
nothing publicly since to confirm this interpretation, nor 
has it yet issued any of the promised guidance about how 
other innovative payment arrangements could legally be 
struck in the face of other federal regulations that pose 
similar obstacles, such as the Anti-Kickback Statute.

Other new cancer drugs have proved less effective. One 
recent study from ASCO showed that fewer than 1 in 5 
recently approved cancer drugs met ASCO’s goals for pro-
ducing “clinically meaningful survival outcomes” in pa-
tients.14 Under these circumstances, clinical pathways may 
be able to also integrate data and tools to help identify not 
only the right patient, right time, and right treatment but 
also define a measurable outcome to judge success.

bundled payment value-based pharmaceutical 
contracting
Combining pharmaceutical value-based contracting with 
a bundled payment can align providers and pharmaceu-
tical manufacturers, providing greater care coordination 
while removing CMS from direct pharmaceutical con-
tracting. Direct pharmaceutical contracting by CMS has 
been unsuccessful to date despite CMS touting how the 
“pay-for-performance” arrangement would save lives and 
cut Medicare and Medicaid costs. Such was the announce-
ment made by CMS immediately after the FDA approved 
Kymriah—CMS and Novartis discussed12 paying full price 
if Kymriah produced results in patients after 1 month. 
This was considered by many to be an unrealistically short 
timeline for evaluating a complex cancer treatment. This 
situation highlights an opportunity for clinical pathways to 
describe more appropriate measures of outcome success. 
Enormous operational challenges will accompany value-
based contracting, chiefly around the collection, analysis, 
and use of data. Predicating a contract on patient outcomes 
means there must be a means of tracking them, not just in 
the immediate aftermath of the treatment but possibly for 
years. At no level, anywhere in health care, are current data 
tracking systems sufficient to accomplish this task.

However, despite CMS’ asserted belief in value-based con-

tracting, just 7 months after this announcement CMS pulled 
out from direct contracting. Although CMS has not said why, 
emails obtained by Politico show that administration lawyers 
expressed discomfort over how much Novartis itself was in-
fluencing the arrangement, including giving advice on the 
payment criteria for Kymriah.15 Novartis continues to offer 
the performance-based deal to private-sector clients, which 
may demonstrate that a relationship with CMS through pro-
viders via bundled payments may provide an independent 
path for these type of value-based contracts. In addition, these 
types of relationships can protect providers from potential 
downside risk resulting from failure to delivery desired out-
comes required in these bundled payment arrangements.

In general, innumerable challenges that must be over-
come if value-based contracts are to become a standard 
feature of the oncology care landscape. This approach of 
bringing all key stakeholders together collaboratively, 
which is critical for successful bundled payment models, is 
being promoted by the NEHI, an organization dedicated 
to identifying innovations that improve the quality and 
lower the costs of health care.16 NEHI reports to have a 
network of nearly 100 health care organizations, providing 
a foundation for consensus solutions that cut across tradi-
tional silos and drive policy change.

including evidence beyond the label in 
clinical pathways
Many newer oncology drugs are likely to be reviewed and 
approved by the FDA under expedited pathways for drugs 
that address unmet medical needs in treating serious or 
other, life-threatening conditions. For example, the FDA 
approved enasidenib (Idhifa; Celgene), a targeted treatment 
for a type of acute myeloid leukemia, after phase 2 trials 
alone were completed.17 Such expedited approvals mean 
that at least some proportion of new therapies will not even 
have been tested in a broader phase 3 trial against standard 
therapies before being approved. Biopharmaceuticals and 
manufacturers alike would like the FDA to issue clear guid-
ance about what will be permissible in the realm of com-
munications from manufacturers about therapies that have 
not been approved and about uses of a given therapy that 
may not have been spelled out on the therapy’s label but 
are consistent with it (eg, data from patient-reported out-
comes collected in the course of the drug’s FDA-approved 
clinical trial). In these specific situations, clinical pathways 
can be used to provide guidance beyond the label to dis-
pel some uncertainty. By basing clinical guidelines on data 
beyond the FDA label, a clear picture can be presented to 
stakeholders for more appropriate treatment management.

conclusion
As many as several dozen value-based contracts have been 
reached between manufacturers and payers in recent years, 
and there is great appetite among manufacturers for negoti-
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ating more, which is consistent with where CMS would like 
to move—toward value-based care. These emerging strate-
gies are not themselves a solution to the challenge of paying 
for high-cost oncology therapies or other medications, nor 
do they yet add up to a cohesive framework around value. 
But they do start the parties down the road to agreeing on 
the terms of engagement around value as they pertain to 
particular drugs. And, in the absence of overarching frame-
works for having discussions about value of high-cost thera-
pies—especially in as fragmented a system of health care 
payment and delivery as that of the United States—they 
may be the best available option especially when managed 
through providers under bundled payment models. 
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