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• Regulators and product innovators share a desire to speed 
up drug development. But as timelines contract, the 
runway to launch has shrunk. That leaves less time for 
market assessment and outreach to key opinion leaders—
just when the task of explaining new products has grown 
more urgent. 

• With the advent of complex treatment regimens such as 
cell therapies and cancer vaccines, traditional small-
molecule products have morphed into elaborate 
therapeutic processes, profoundly disrupting both clinical 
and administrative care channels.  

• Commercial teams—just like their research colleagues—
must now engage with new scientific toolkits and lexicons, 
including next-generation sequencing (NGS) at the heart of 
hyper-targeted drug development.  

• Many novel cancer therapeutics target orphan indications 
with higher price points, leading to greater reimbursement 
uncertainty. In oncology, the implementation of alternative 
payment models such as Oncology Care First adds layers  
of complexity. 

• For commercial teams and service providers, it’s difficult to 
get critical information into the hands of oncologists—a 
problem greatly magnified by COVID-19. Without 
physicians’ support, no product dossier is likely to meet a 
payer’s definition of value.

The global COVID-19 crisis has magnified the challenges of caring for 

people with cancer. It has stalled important oncology research 

programs, diverted resources within health systems and interrupted 

treatment regimens on which cancer patients depend. But even 

before the pandemic began, commercial teams in charge of 

oncology products were grappling with upheavals in regulatory, 

clinical and marketing environments.

This report is the first in a series that will explore commercialization challenges specific to cancer therapeutics on the 

frontiers of biological sciences. COVID-19 is an important element in this many-faceted puzzle. Upcoming articles will 

take up other aspects, including how companies can best prioritize indications in an oncology pipeline, how community 

oncology practices (COPs) can respond to escalating pressures, and the extent to which emerging Chinese biopharma 

companies will reshape the global competitive environment.



THE ‘NEW NORMAL’
COVID-19 has caused unprecedented confusion and stress  
for cancer survivors and their doctors, as well as for drug 
developers. At the same time, the pandemic is altering 
research and business paradigms in ways no one could  
have anticipated.

For many cancer patients, the changes today are traumatic. 
An individual’s disease and treatment history may increase 
vulnerability to SARS CoV-2. And for those who are already 
infected, the American Society of Clinical Oncologists says 
physicians should consider interrupting cancer treatment,  
as continuation may lead to further immunosuppression  
and complications.

For these and other reasons, scheduled procedures and 
treatments have been postponed or canceled. That includes 
clinical trials in gene and cell therapeutics that may be the best 
hope for cancer patients who have failed traditional regimens. 
Oncology leaders including Bristol Myers Squibb and Eli Lilly 
have already halted or postponed key programs.

Yet, against a backdrop of immeasurable chaos and 

tragedy, health authorities and product innovators are 

leveraging regulatory reform and novel business strategies 

to forge a “new normal.” Helping COVID-19 patients is the 

engine of change that won’t stop when the pandemic ebbs. 

In a post-COVID-19 world, commercial adaptations and 

gains in efficiency should continue to resonate in oncology 

and other areas beyond infectious diseases. In some cases, 

the changes may benefit cancer patients, providers and 

product innovators over the long term.

 
 
In April, the U.S. Food and Drug Administration (FDA) updated 
pandemic-related guidance in ways that provide greater 
flexibility in clinical trial design and execution. This may 
accelerate a move—already underway—toward decentralized 
or “virtual” clinical trials.  
 
In a report connecting the dots between virtual research and 
real world evidence, Syneos Health notes that one goal is to 
free trial participants from burdensome commutes to trial 
locations. Instead, they can remain at home, connected via 
devices that capture research-specific data, which may also 
prove useful in future prospective and retrospective analysis. 
The shift toward virtual research and real world evidence could 
have powerful, positive impacts on cancer drug development, 
with ripple effects in commercialization efficiency.

The FDA’s emergency guidance on clinical research 
emphasizes the safety of trial participants. But, importantly, it 
also expresses a flexible attitude toward trial design and 
execution in emergency conditions. 

If visits to clinical sites are impacted by the coronavirus  
the guidance says, then products distributed for self-
administration may be used in patients’ homes. And if 
patients require assistance, “trained but non-study personnel” 
could help them—an important precedent. An appendix 
makes specific reference to “virtual clinical trials” and advises 
sponsors to consider whether “protocol-specified in-person 
assessments can instead be conducted virtually.”

The technologies that enable remote monitoring in a virtual 
trial are also the building blocks for telemedicine in clinical 
practice. It turns out the pandemic has catalyzed both trends. 
Under a new waiver introduced by the Centers for Medicare 
and Medicaid Services (CMS) in March, Medicare can pay for 
hospital, office and other visits conducted via Zoom or other 
platforms directly from patients’ homes.
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FLEXIBILITY AND SPEED

Relaxed guidance covering virtual research and telemedicine illustrates rapid adaptation by government agencies to the  
COVID-19 crisis. In addition, in compressed timeframes as short as weeks or days, U.S. health authorities have:
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Permitted human vaccine trials  
for SARS CoV-2 to run concurrently 

with animal testing, rather  
than sequentially 

Loosened guidance around the use 
of BiPAP machines in lieu of 
full-function ventilators on 

COVID-19 patients with acute 
respiratory disease

Relaxed enforcement policies to 
expand availability of digital 
therapeutics (DTx) to treat 

psychiatric disorders, which are 
exacerbated by the pandemic

Issued emergency guidance on 
coronavirus serological test 
development and review, 

transferring some oversight to 
individual states

Approved novel procedures and 
devices to sterilize and reuse 

personal protective equipment

Allowed use of single-patient 
emergency investigational new  

drugs (INDs) to treat coronavirus 
patients with convalescent 

plasma—a therapy the FDA has 
yet to approve

None of the developments listed above has immediate consequences for oncology, but the changes in mindset will likely  
prove durable beyond the coronavirus outbreak—potentially extending to oncology in some settings. After all, for many  
patients and families, a battle with cancer is no less an emergency than the outbreak of a respiratory infection. The depth  
and scale of system-wide responses to the coronavirus provide an unusual window onto what may be possible—indeed, 
necessary. In coming months, amidst anticipated ebb-and-flow cycles with COVID-19, oncology will be a microcosm for a 
fundamental transformation that’s likely to encompass much broader swaths of the healthcare ecosystem.



COMMUNITY PRACTICES

Before the pandemic, community oncology practices (COPs) 
already were grappling with operational and administrative 
crosscurrents and stresses. In a 10-year period between 2008 
and 2018, some 1,653 COPs in the U.S. closed or were 
acquired by hospitals—or were left struggling financially.  
Each merger brings adjustments and hurdles, from 
interoperability challenges among disparate electronic health 
record systems to disjunctions in formularies, protocol and 
billing procedures.

Consolidation, including cross-state mergers, has caused 
perplexing institutional alignments, with complicated 
ramifications for physicians who are trying to focus on patient 
care. At a 2019 community oncology conference in Orlando, 
Florida, speakers cited Penn Medicine, whose COPs in and 
around Philadelphia were handling 135,000 chemotherapy 
and immunotherapy infusions a year before combining 
services with health systems as far north as Princeton, New 
Jersey. Similarly, COPs affiliated with Cooper University in 
Camden, New Jersey, now operate under the brand of MD 
Anderson Cancer Center of Texas, and Minnesota-based  
Mayo Clinic now operates one of the top-10 largest hospitals 
in Phoenix, Arizona. 

Consider how these tectonic realignments affect 
biopharmaceutical companies that aim to provide physicians 
with information and training on novel therapeutics. These 
treatments—which are more processes than products and are 
handled as such by the FDA—involve multiple steps such as 
harvesting, manipulating and transplanting living cells.

Why is this a problem? Because at a time when educational 
assistance from innovators is urgently needed, constant 
turmoil within COPs constricts opportunities for product/

 
 
process developers to speak with providers. For many 
oncologists, the challenge goes beyond well-chronicled 
burnout and frustration brought by administrative change 
and financial insecurity. It’s also a struggle to keep up with  
the evolution of new therapies and their associated 
management strategies.

In a survey of community oncologists, Syneos Health heard 

many concerns about how to preserve connection and 

continuity with patients in a changing world. Experiences 

with CAR-T therapies can be especially daunting. Once the 

physician refers a patient to such a program at an 

academic center or corporate lab, the oncologist might 

lose control of the treatment regimen and even lose touch 

with the patient altogether. In such environments, for the 

treatment innovator, communication and information 

exchange grows much more complicated.

The hope, among oncologists and other specialists, is that 
regulatory flexibility and technological innovation spurred by 
COVID-19 will ease burdens and stresses on physicians. How 
might that work? If the FDA and CMS can issue guidance and 
waivers that simplify paperwork so critical care teams can 
experiment with convalescent plasma or set up a quarantine 
ward in a convention center, maybe agencies will move just as 
quickly and flexibly when a team of oncologists encounters 
life-or-death crises with cancer patients.

5
CLEARING A COMMERCIAL PATH FOR NOVEL CANCER THERAPEUTICS IN A POST-PANDEMIC WORLD



MARKET ACCESS FOR  
ONCOLOGY TREATMENTS
The Community Oncology Alliance (COA), which represents 
practices that treat more than half of all Americans with 
cancer, hopes flexibility and speed at top levels of government 
will address long-festering market access issues that affect 
many cancer patients. For example, in a letter to President 
Trump, the COA asked the White House to request all private 
insurers serving Medicare and Medicaid patients to 
immediately waive prior authorizations on cancer medicines. 
These commonplace restrictions “have the potential to 
become a catastrophe as practices are now dealing with the 
reality of requiring that all nonclinical essential personnel 
work remotely from home,” the authors wrote.

Regulatory flexibility around telemedicine for COVID-19 
patients also has implications for oncology. Health authorities 
wrote the new telemedicine guidance to encourage virtual 
hospital visits so patients and physicians can stay safe during 
the pandemic. But the genie might not go back in the bottle. 
Post COVID-19, telehealth tools and protocols could remove 
silos. For example, they could help an oncologist stay in touch 
with a patient—and continue to bill Medicare for patient 
checkups—even though the patient’s cell-therapy treatment is 
now being managed by an academic team in a different city. 

In late March, Syneos Health surveyed 54 oncologists, 

along with other specialists, to understand their hopes 

and expectations for telemedicine. Some 56 percent said 

they had set up a telemedicine platform in response to the 

coronavirus, and 61 percent were using it 

“enthusiastically.” 

Innovations like this can make life simpler for pharmaceutical 
field teams as well. Post-pandemic, many oncologists said 
they will still place high value on in-person engagement with 
sales reps. But the frequency is likely to change. Many 
oncologists who were accustomed to see a trusted rep on a 
weekly or monthly basis prior to COVID-19 now expect to 
meet with the rep just once a quarter, or even once a year. 
But that doesn’t necessarily mean less engagement. Nearly  
60 percent said they were interested in shifting the bulk of 
in-person field team engagements to virtual meetings, further 
reinforcing the value of reps.

REIMBURSEMENT PUZZLES
Even before the pandemic shuttered U.S. businesses and 
threw millions of Americans onto unemployment rolls, a 
combination of high co-insurance costs and shaky personal 
finances stopped many cancer patients from filling 
prescriptions.  The Leukemia and Lymphoma Society recently 
calculated that half of cancer patients in Medicare Part D don’t 
take meds when prescriptions cost more than $2,000 to fill. 

Such struggles by cancer patients mirror the roiling state of 
oncology practices and larger health systems. For providers, 
growing adoption of capitated payment models, both at the 
federal level and within integrated delivery systems (IDNs), 
have increased concerns about the continuity and consistency 
in their compensation. The Oncology Care First (OCF) model 
laid out by CMS last November shows how CMS envisions the 
future of value-based oncology care. 

According to the American Society of Clinical Oncology, OCF 
will roll nearly all fees charged by the practice into a single 
capitated payment. Despite the challenges of extended cost 
calculations for any individual cancer patient—let alone 
administrative overhead for ever-more-sophisticated 
treatment regimens—cost overruns beyond the estimated 
bundle could drain anticipated bonuses within an oncology 
practice and manifest as a direct hit to provider 
compensation. This would be a landmark change in how 
oncology care is reimbursed.

ACCELERATING PAYMENTS
It’s not clear whether CMS will hold to any schedule on its 
value-based vision in the months ahead. But flexibility is the 
new rule. Scrambling to respond to the pandemic after 
initially downplaying its impact, the U.S. Department of Health 
and Human Services (HHS) is now racing to cut red tape so 
physicians can do their job. This is not just about shrinking 
research timelines to expedite COVID-19 treatments. The shift 
is reflected in reimbursement innovations to support 
oncologists and other specialists contending with the 
pandemic. In March, for example, CMS shored up a 
previously-announced accelerated and advance payment 
system to ease crisis-related financial hardship on providers. 
Under the provisions, hospitals, doctors and equipment 
suppliers can request accelerated payments of the sort that 
typically are sanctioned only in natural disasters.
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CONCLUSION

Bringing innovative cancer therapeutics to market often feels, to insiders, more like a 
mission than a business initiative. This hasn’t changed with the pandemic. If anything, 
mission consciousness has swelled in tandem with patient suffering. 

Despite breakthroughs in science, technology, business practices and regulatory 
processes, the road today is rougher than ever as the coronavirus injects ever-greater 
complexity into a fast-changing commercial environment. 

Government efforts, whether in research acceleration or payment reform, have begun 
to show impacts with regard to COVID-19, but many questions remain. Does it require 
a global pandemic to embed lessons of administrative flexibility? Can some of these 
HHS-  and National Institutes of Health-inspired crisis response measures become 
templates for private insurers and other commercial entities, thus easing the burdens 
on patients and oncologists when the world emerges from the pandemic?

In today’s emergency circumstances and in calmer times on the horizon, a clear 
analysis of shifts in the post-pandemic oncology landscape will give product innovators 
a better window on how medicines will be assessed by payers, deployed by doctors 
and delivered to patients in immediate and desperate need. 
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ABOUT THE SYNEOS HEALTH INSIGHTS HUB 

The Syneos Health Insights Hub generates future-focused, actionable insights to help biopharmaceutical companies better 
execute and succeed in a constantly evolving environment. Driven by dynamic research, our perspectives are informed by 
our insights-driven product development model and focused on real answers to customer challenges to help guide decision 
making and investment. 

ABOUT SYNEOS HEALTH 

Syneos Health® (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions organization. The Company, 
including a Contract Research Organization (CRO) and Contract Commercial Organization (CCO), is purpose-built to 
accelerate customer performance to address modern market realities. Learn more about how we are shortening the 
distance from lab to life® at syneoshealth.com.
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