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Abstract
The inability to obtain the right high-quality cancer care in a timely and safe manner can have devastating results for patients. As cancer 
care becomes inundated with cutting edge and novel treatments, such as personalized medicine, oral chemotherapy, biosimilars, and im-
munotherapy, new safety challenges are emerging at increasing speed and complexity. Moreover, shifting federal healthcare policies could 
have significant implications for the safety and access to high-quality and effective cancer care for millions of patients with cancer. Chal-
lenges and opportunities in ensuring patient access to safe, affordable, and high-quality cancer care remain significant within the policy 
landscape. To address these concerns, NCCN hosted the Ensuring Safety and Access in Cancer Care Policy Summit in June 2017 to discuss 
pertinent patient safety issues and access implications under the Trump administration, as well as policy and advocacy strategies to address 
these gaps and build on opportunities moving forward.
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Executive Summary
Patient safety is an integral component of high-quality 
and effective medical care. The stakes are especially 
high in oncology, where avoiding errors is imperative 
to delivering safe and effective radiation therapy, che-
motherapy, and other high-risk treatments. Changing 
paradigms in cancer treatment, including oral chemo-
therapy, personalized medicine, biosimilars, and im-
munotherapy, create evolving safety challenges for the 
oncology community. Moreover, shifting federal health-
care policies could have significant implications for the 
safety and access to high-quality and effective cancer 
care for millions of patients with cancer. Challenges and 
opportunities in ensuring patient access to safe, afford-
able, and high-quality cancer care remain significant 
within the policy landscape. 

To explore current patient safety and access issues in 
oncology, NCCN convened the NCCN Policy Summit: 
Ensuring Safety and Access in Cancer Care in Wash-
ington, DC, on June 15, 2017. Oncology stakeholders 
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(supplemental eAppendix 1, available with this article 
at JNCCN.org) gathered to discuss pertinent patient 
safety issues and access implications under the Trump 
administration, as well as policy and advocacy strategies 
to address these gaps and build on opportunities moving 
forward. The program consisted of presentations and 2 
roundtable discussions with vigorous dialogue and audi-
ence comments and questions. 

Safety and Accountability in Cancer Care:  
Past, Present, and Future 
Patient safety issues within the United States healthcare 
system were brought to light in 1999 when the Institute 
of Medicine (IOM) released a groundbreaking report, 
“To Err is Human: Building a Safer Health System.” The 
report highlighted critical patient safety issues through 
2 studies that showed at least 44,000, and possibly as 
many as 98,000, people die in hospitals annually be-
cause of preventable medical errors.1 Most often, medi-
cal errors result from system design or system processes 
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that either lead to mistakes or fail to prevent them. 
Rather than focusing on human errors, the IOM re-
port emphasized the need for designing systems that 
prevent human errors and emphasize optimal patient 
safety. The report helped start a dialogue and led to 
patient safety initiatives at the organizational and 
national levels.

Organizations often use root cause analysis to 
analyze their errors and determine causes of prob-
lems, while trying to understand why; however, root 
cause analysis may not offer solutions on how to pre-
vent future errors.2 Organizations find solutions such 
as technology changes and institutional-level modi-
fications to be the most effective at preventing medi-
cal errors, whereas less effective and less sustainable 
solutions include counseling and disciplinary chang-
es.3 Over time, an emphasis on system and cultural 
changes has led to the emergence of high-reliability 
organizations. Maintaining a balance between inten-
tionally designed systems, professional accountabili-
ty, and a culture of safety is what drives organizations 
to become and remain high-reliability organizations.

Various patient safety issues move beyond the in-
stitutional level and become broader national initia-
tives. Addressing safety issues throughout the cancer 
care continuum must also be met with an increased 
focus on guidelines, awareness, resources, and train-
ing. An NCCN Best Practices Committee survey 
identified catheter line infections and/or urinary tract 
infections, falls, patient care transitions, communica-
tion hand-off between care teams, and hand hygiene 
as the top pressing issues in patient safety at their in-
stitutions (Figure 1).4 Additionally, NCCN has con-
ducted several alliance-wide safety initiatives. The 
NCCN Just Bag It! campaign promotes the delivery of 
vincristine diluted in a 50-mL mini-intravenous drip 
bag rather than a syringe so that the drug can only 
be given intravenously and cannot be incorrectly and 
fatally injected into the spinal fluid. NCCN also pro-
motes the use of autoinjector-delivered epinephrine at 
a fixed, safe dose for the treatment of allergic reactions 
to avoid confusion with epinephrine dosing and route 
of delivery for the treatment of cardiac arrest. ASCO’s 
Quality Oncology Practice Initiative Certification 
Program evaluates oncology practice performance on 
certification standards that affect patient safety and 
care.5 Studies show that practices are often not fully 
compliant at the onset; however, the program pro-
motes increased patient safety by identifying practice 

modifications that help achieve certification.6 These 
initiatives highlight the need for standards of auditing 
and measuring in order to continue to achieve safe 
practices. 

Despite progress in the adoption of systems and 
initiatives to advance safe practices, patient safety 
gaps continue to exist, particularly in cancer care. 
Although clinical advances in cancer care are vital 
to patients, there are emerging risks associated with 
unknown long-term effects of novel cancer treat-
ments. As cancer care becomes inundated with cut-
ting edge and novel treatments, such as personalized 
medicine, oral chemotherapy, biosimilars, and im-
munotherapy, new safety challenges are emerging at 
increasing speed and complexity.7 

In the United States, approximately 3% of peo-
ple diagnosed with cancer participate in clinical 
trials.8 Low clinical trial participation can lead to 
unintended safety risks in cancer care, because infor-
mation is focused on limited populations and short-
er-term side effects. For example, an FDA analysis 
found that patients aged >80 years have a cancer in-
cidence of 16%, yet this population only makes up 
4% of clinical trial participants.9 In order to ensure 
that new drugs are safe for all patient populations, 
proportional representation of each type of unique 
patient population is key.7 

Drug safety is monitored through pharmacovig-
ilance, or the science related to the detection, as-
sessment, understanding, and prevention of adverse 
effects or any other drug-related problem.10 Pharma-
covigilance should occur throughout the life cycle 
of a drug, from development through postmarketing 
surveillance. Panelists noted that when pharmaco-
vigilance is conceptualized, it is often from a drug 
perspective as opposed to a patient perspective.7 In 
other words, pharmacovigilance does not yet cap-
ture combined effects of drugs with radiation or drug 
regimens combined with other chemotherapeutic 
agents, as well as the short- or long-term combined 
drug toxicities for patients. The shift toward real-
world data, however, is helping to monitor drugs 
longitudinally in real-world patient populations and 
is leading to smarter designed studies that capture a 
more accurate and concise picture of patient popula-
tions. Finally, electronic health record (EHR) pro-
grams coupled with technologically advanced inter-
active intelligence promises to improve safety and, at 
the same time, relieve physicians of many documen-
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tation and ordering requirements, allowing them to 
focus on interaction with patients and making key, 
thoughtful healthcare decisions.

Real-world data and evidence allow for retro-
spective analysis and prospective evaluation, includ-
ing the incorporation of claims data, cancer regis-
tries, and EHRs.7 Using EHRs as a data source allows 
for longitudinal data collection that represents the 
totality of a population and may capture patient ex-
periences within the context of a single drug, com-
binations of drugs, or multiple treatments. More 
specifically, health information technology vendors 
are working with the FDA to explore analytic ap-
proaches, clinically relevant end points, and safety 
assessment methods using real-world evidence in or-
der to provide new insights into the safety and ef-

fectiveness of emerging anticancer therapies, such as 
immunotherapeutic agents. Ultimately, the increase 
in publicly available, digestible, and understandable 
data should improve cost-efficiency, clinical out-
comes, and the patient experience.

As healthcare costs continue to increase,11 unin-
sured, underinsured, or insured customers with high 
deductible plans could bear more of the upfront drug 
cost burden, potentially limiting access or reducing 
adherence to life-saving drugs, 12 which in turn cre-
ates safety issues when patients are not receiving ap-
propriate therapies or dosing. The panel discussed 
the movement toward defining and delivering high-
quality cancer care through payment models based 
on value rather than volume. Integral components 
of the Patient Protection and Affordable Care Act 
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Figure 1. NCCN Best Practices Committee survey: top patient safety concerns (NCCN Member Institutions, N=16).
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(ACA), Medicare’s Hospital Value-Based Purchas-
ing (VBP) Program, and the Medicare Access and 
CHIP Reauthorization Act (MACRA) include a fo-
cus on improving patient safety and access to high-
quality care. The best way to stem the rising cost tide 
is to increase the use of value-based care decision-
making tools. Additionally, benefit plans that incor-
porate value-based models are more likely to avoid 
overuse or misuse, therefore saving patients money.7

Ensuring Access to High-Quality Cancer Care 
Access to appropriate and safe cancer care is of vital 
importance to all patients with cancer and their fam-
ilies. Proposed efforts to replace the ACA could alter 
the coverage and continuity of high-quality cancer 
care that many patients receive and expect; it could 
also place at risk provisions of the law that provide 
insurance protections from coverage denial for pre-
existing conditions or annual and lifetime caps. Al-
ternatively, future policy changes could potentially 
address issues affecting the current model of individ-
ual exchange insurance markets established under 
the ACA, such as lower than expected enrollment, 
somewhat higher than expected risk enrollment, de-
creasing and geographically limited payer participa-
tion, as well as the high premiums and out-of-pocket 
costs (deductibles, copays, and coinsurance) for some 
patients currently covered under these exchange 
markets. In addition to increases in high deductible 
plans through the marketplace exchanges, high drug 
copays including specialty drugs, limited network of 
specialty cancer providers, and reimbursement based 
on sites of care could have severe implications for 
patient access, costs to the healthcare system, and 
overall quality of care for patients with cancer.

Since the passage of the ACA, 20 million people 
have gained insurance coverage, including those with 
cancer.13 In addition to coverage increases under the 
ACA, proven cancer screening and other preventive 
care are available at no cost for consumers resulting in 
increased utilization. For example, from 2011 to 2013, 
the increased screening rates under the ACA result-
ed in an 8% increase in the diagnoses of early-stage 
colorectal cancer among seniors aged ≥65 years.14 At 
the time of writing, an estimated 2.3 million patients 
aged <65 years with cancer or a history of cancer rely 
on Medicaid and the Children’s Health Insurance 
Program (CHIP) for their insurance, representing a 
31% increase from 2013.15 Panelists raised concerns 

that the proposed reduction in Medicaid funding 
could leave the most vulnerable patient populations 
without affordable and timely access to optimal can-
cer diagnosis and evidence-based cancer treatment.16 
Coverage losses estimated under previously proposed 
replacement plans could shift sites of care back to the 
emergency room, which panelists warned could have 
significant consequences for the quality and cost of 
cancer care.16 

Although there were documented gains under the 
ACA, significant issues beset the individual exchange 
markets. The exchanges, established under the ACA, 
faced numerous hurdles since implementation, in-
cluding changing regulations for insurers, lower than 
predicted enrollment, and higher risk enrollment.16 
As a result, health plans participating in the exchange 
markets have seen higher risks and higher costs, with 
a significant number of insurance companies exiting 
the market.17 Moreover, under the ACA, an increas-
ing number of health plans implemented “narrow 
networks” of providers as a cost containment strat-
egy, leaving patients vulnerable to added financial 
and geographic burdens of out-of-network care. The 
lack of insurance providers available on some state 
exchanges combined with the proliferation of narrow 
networks created significant challenges for many pa-
tients to access and afford oncology care within a close 
vicinity.16 Optimally, patients should have access to 
provider networks that include experienced oncology 
experts and multidisciplinary cancer centers appropri-
ate for their medical condition. In 2017, these fragile 
marketplaces experienced documented high-profile 
insurer exits, greater political uncertainty around 
market sustainability in the long term, and ambigu-
ity around the future of cost-sharing reduction pay-
ments under the Trump administration. From a payer 
perspective, there was tremendous instability in the 
market exchanges from the onset, and there is a need 
for stability in the rules and regulations of the market-
places moving forward.16 

Beyond the instability of market exchanges under 
the ACA, panelists addressed concerns about access, 
affordability, and cost of care with shifts in sites of 
care from private community practices into hospital-
owned facilities and practices, as well as the disputed 
role of the 340B Drug Discount Program.16 There is 
also mounting public concern that drug price increas-
es could have severe implications for patient access 
and quality of care,8 with prescription drug spending 
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