COVID-19: here for
the long haul

The Evolution of COVID-19 Therapeutics

JUPITER'S PERSPECTIVE
Jupiter engaged payers and key opinion leaders (KOLs) to understand implications of the expected
COVID-19 therapeutics, including potential shifts in care and evolving payer management approaches.
Twenty-one in-depth interviews were conducted from September to early November 2020.
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THE COVID-19 PATIENT JOURNEY IS AN
ATYPICAL ROAD
A chaotic COVID-19 patient journey has developed in the wake of
responses from various stakeholders and the evolving pandemic.
At any time, more information could become available that would
completely change the trajectory of the COVID-19 pandemic. Therefore, it
is important for stakeholders to be forward thinking, anticipative of
emerging trends, and prepared with contingency plans to respond
appropriately and quickly.
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PATIENT
JOURNEY

Various stakeholders
are involved,
including healthcare
professionals,
government agencies,
distributors, and
guideline
committees,
intensifying the need
for collaborative
stakeholder
engagement
strategies
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PATIENTS PRESENT IN VARIOUS SETTINGS OF CARE,
INCREASING THE NEED FOR COMMUNICATION
Settings of Care Where Patient Groups
Are Most Likely to Be Identified
INTENSIVE CARE
TESTING CENTER
EMERGENCY ROOM
PHYSICIAN OFFICE
URGENT CLINIC
HOSPITAL OUTPATIENT

Patients are identified across various settings of care
but once identified, if not hospitalized, patients are
often sent home to quarantine. A majority of our
respondents indicated that mild patients are closely
monitored from home via telehealth, even those
considered to have high risk of progression.
Telehealth visits and oxygen saturation levels (given
equipment availability) are the main methods used to
monitor patients after testing positive and being sent
home to quarantine. Demographics, geographic
location, and socioeconomic status are factors
influencing the availability and feasibility of such
monitoring efforts.
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Patients have also presented at the emergency department
and ended up in the intensive care unit. With a rapidly
evolving disease state, and in a time of such uncertainty and
incomplete information, healthcare organizations have had to
develop new practices in order to fight the virus and keep
people alive. With care primarily being delivered in the
in-patient setting, hospitals have responded by establishing
COVID-19 wards and new treatment & formulary committees.
They have also eliminated visitors, postponed elective
surgeries, and leveraged telehealth services.
Typical Treatment Approach:
"Bottom-Up"
Guidelines - Protocols - National
Associations

THE PANDEMIC HAS
REQUIRED
HEALTHCARE
ORGANIZATIONS TO
BE ADAPTABLE AND
OPEN TO NEW
APPROACHES

COVID-19 Treatment Approach:
"Top-Down"
Newly Established
COVID-19 Committees

P&T Committees

P&T Committees

(Led by Pharmacy Directors)

(Infectious Disease & Critical Care Teams)

Clinician & KOL Advocates

Clinician & KOL Adopters
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DEFINING PATIENT GROUPS HAS BEEN CHALLENGING,
LEADING TO AN INCONSISTENT TREATMENT APPROACH
The incomplete information surrounding COVID-19 patient populations
has led to a retrogression of standardized methods in identifying and
stratifying patients. Limited medical literature and clinical evidence has
prompted clinician distrust in the nature of development and regulatory
approval of new drugs (e.g., accelerated clinical trials, Emergency Use
Authorizations (EUAs), and evolving FDA approval processes). This has
led to different treatment approaches across organizations.
Hospitals have relied on varied clinical guidelines to follow or leverage
in developing their own treatment protocols. Particularly in the early
days of the pandemic, hospitals lacked understanding of the patient
segments, and were extremely limited in treatment options. Over time,
they developed institutional guidelines and protocols that help stratify
patients and inform treatment decisions. These protocols have evolved
and will continue to evolve as new real-world experience and medical
literature emerges. Ultimately, three main patient phases have begun
to take shape based on the natural history of the disease.
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PATIENT SEGMENTATION ALLOWS FOR TARGETED
TREATMENT APPROACHES
Patient segmentation is essential in informing treatment decisions and establishing a standard of care
across segments and healthcare institutions. Just as dirt roads become paved, so too will the COVID-19
patient journey, but essential to that is properly aligning treatment with the phases of progression.
Phase 1
Phase 1: Early Infection
viral response

MILD
MILD

MODERATE
MODERATE

Phase 2: Pulmonary Response
viral response, inflammation,
& cytokine response

SEVERE
SEVERE

Phase 3: Hyperinflammation
cytokine storm

Phase 2

Phase 3

Viral Response

Cytokine Storm
Significantly increased
cytokine levels make
management of severe
inflammatory response
critical for survival

Viral load is the highest,
while the level of
circulating cytokines
remains low

Drugs targeting
the virus

EMERGENCY MEDICINE PHYSICIAN

Drugs targeting
hyperinflammation

ACADEMIC MEDICAL CENTER

"I haven't been exposed to anything that truly is capable of risk stratifying patients into high or
low risk of disease progression; this virus has been quite unpredictable, making it quite deadly."
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SHIFTING FOCUS TO EARLY PHASE PATIENT GROUPS
WILL HELP PREVENT PATIENT PROGRESSION
THE LARGEST COHORT
REPORTED TO DATE,
INCLUDING MORE THAN
44,000 PATIENTS WITH
COVID-19 [2]

81% mild

14% moderate
5% severe

To date, providers have been forced to focus on the in-patient
setting to control the mortality of the disease. But as evidenced, a
majority of patients are in mild phases of the virus. For those at
high-risk of complications from COVID-19 (e.g., those with diabetes,
obesity, cardiovascular disease, etc.), progression can happen
rapidly, creating urgency to treat. A focus on mild and moderate
patients could limit some of the destruction caused by the disease.
The cohort data gives reason to believe in the shifting of focus to
early patient groups in order to stop patient progression, and to
ultimately reduce the spread of the virus. With this shift in focus to
earlier-phase patient segmentations, it will be pertinent to
understand the patient journey and how to target these patients.

8

CONTINUED ADAPTABILITY IS
KEY AS MORE EVIDENCE
BECOMES AVAILABLE
The absence of medical literature forced a "trial and error"
approach to treating patients with COVID-19. In this
environment, real-world evidence (RWE) is required to
better inform appropriate treatment decisions.
Remdesivir, a therapy initially tested for Ebola,
demonstrated the ability to stop the spread of the virus in
the body [4]. Initial EUA approval in April 2020 provided
access for severe hospitalized patients. However,
clinicians started finding success with remdesivir when
administered earlier in the disease's progression, due to
its ability to block replication of the virus [5]. As more
evidence emerged, the EUA was expanded to include all
hospitalized patients. RWE will be required for new
therapies to gain broader access and reach more patients.
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UNDERSTANDING PRODUCT EVALUATION FACTORS AND
VALUE DRIVERS WILL BE CRITICAL FOR SUCCESS
Due to the state of the emergency, public scrutiny, and urgency to treat,
management restrictions implemented by hospital and MCO payers for
COVID-19 drugs will likely be minimal. These stakeholders will initially rely on
trial data and medical literature to guide their decisions; cost will not be a
primary determinant for coverage. Given the lack of evidence and familiarity
of the disease, a period of open access is likely to be experienced. However,
dynamics will change as more therapeutics enter the market, creating new
coverage and reimbursement challenges.

PAYER, CHIEF MEDICAL OFFICER

REGIONAL MCO

"For the first 6 months it’s going to be open formulary access for therapies used in the
outpatient setting, but with experience, real-world data, and more information on cost,
we’ll select 1 or 2 preferred agents."
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A WAVE OF THERAPEUTICS IN THE PIPELINE
EXPANDS SCOPE OF TREATMENT APPROACHES
With 263 unique therapeutics currently in the pipeline,
the likelihood of multiple agents entering the market
around the same time is high [6]. While it is still critical to
continue advancing therapeutics targeted for moderate
and severe patients (e.g., anti-inflammatory agents),
there is now a shift in studying mechanism of actions
(MOAs) targeted toward earlier stages of the disease
(e.g., antivirals). These drugs provide an opportunity to
prevent disease progression, thus improving outcomes
and reducing downstream costs.

COVID-19 Therapeutics Pipeline
Pipeline by Phase and Patient Phase Mechanism of Action (MOA)

Phase I
Phase II
Phase III
Phase IV

Early/Moderate Patients
Moderate/Severe Patients

EUA - US
0

50

100

150

As more treatment options drive competition, the criticality of proving differentiation from other
therapeutic options increases. Manufacturers will need a value strategy that elucidates the clinical
and economic benefit of the product.
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FACTORS INFLUENCING VALUE PERCEPTIONS WILL
EVOLVE OVER TIME

Value Attributes for COVID-19 Therapeutics
Using a 1 (low importance) to 7 (high importance) scale
n = 10 (5 Payers, 4 Pharmacy directors, 1 physician)

Payers worry about cost associated with
inappropriate use of treatments targeting
pre-hospitalized patients. It will be difficult
to make comparisons between therapies

Efficacy
Adverse Events Profile
Clinical Differentiation
Tolerability

due to clinical trials having different
endpoints. However, efficacy, safety, and
differentiation will be of highest
importance in supporting evaluation and

Drug Price
Reimbursement Methodology
Cost Offset
Budget Impact
Contracting
Burden of Administration
Dosing
0

2

4

PAYER, CHIEF MEDICAL OFFICER

6

REGIONAL MCO

“Our big concern so far has been overuse. That we’ll take
patients who are marginally likely to benefit or haven't
been studied yet and we'll give it to them because we can.”
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coverage decisions. Over time, other
factors will become more important as
stakeholders move towards establishing
preferred treatment options.
Drug price, cost offsets,
reimbursement methodology,
and budget impact are likely
to increase in importance as
time progresses
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STAKEHOLDERS MUST STAY COGNIZANT OF
SEVERAL TREATMENT CHALLENGES
Although drugs may be covered by the payer, physical product access may be affected
due to production and supply chain issues. Providers likely will need assistance
navigating these barriers as well.

HOSPITAL PHARMACY DIRECTOR

ACADEMIC MEDICAL CENTER

“Even though many drugs are coming to market, there's going to be a huge
demand and I wonder what drug shortages are going to be like. Is everyone
going to be able to access each drug?”
Another important element is capturing patients at the right time and not delaying care.
Treatments that target the early phases of the disease present an opportunity to treat highrisk patients early, in hopes of improved clinical outcomes and reduced costs.

PAYER, MEDICAL DIRECTOR

INTEGRATED HEALTH SYSTEM

“You certainly don't want to delay access to care. If the patient
doesn't get that therapy for 3 or 4 days, they may become
dramatically sicker.”
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PATIENT COMFORT CREATES AN
ADDITIONAL TREATMENT CHALLENGE
Skepticism of COVID-19 vaccines and therapeutics, due to their rapid
development and approval processes, is swimming alongside the
public’s fear of the disease itself. Publicity surrounding the pandemic
and accelerated clinical trials have prompted an apprehensive and
wary response. Given the public's skepticism of the vaccine,
therapeutics will play a larger role than initially expected. This
highlights the need for educational campaigns to accompany the
launch of COVID therapeutics. In light of the uncertainty surrounding
the disease landscape, adaptability in new ways of marketing and
education will help subside the public's concerns.

PAYER, CHIEF MEDICAL OFFICER

INTEGRATED HEALTH SYSTEM

"I feel a strong pushback from patients to treatment of this
disease. I think there's so much fear out there that I'm not so sure
we’re going to convince a patient who needs it, to get treated."
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WITH NEW THERAPEUTICS ON THE MARKET,
THERE WILL BE A SHIFT TO NEW SITES OF CARE

The therapeutics currently in the pipeline are
targeting a diverse range of patients. With agents
of multiple routes of administration (e.g., infused,
oral, sub-cutaneous), patients can receive care in
a variety of settings outside of the hospital. With
that transition, a new set of challenges and
considerations will be encountered. Coordination
of care is more important to ensure patients with
COVID-19 receive the most appropriate care in a
timely fashion. Additionally, concerns related to
safety, training, logistics, resources, network
contracting, and drug reimbursement should all
be considered.

CHIEF MEDICAL OFFICER
INFUSION CENTER

“COVID-19 has been very important because
it has brought into attention the need for
site-of-care optimization.”
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SITES OF CARE HAVE
DIFFERENT CONSIDERATIONS
AND ADVANTAGES
Hospital

Home health

Outpatient settings
(freestanding, mobile,
pop-up, clinic, etc.)

Hospitals will be able to monitor patients and provide
emergency care if necessary, which will be ideal for
drugs with questionable safety profiles. However,
hospital costs are significantly higher than home
health or other subsequent settings. While home
health/other outpatient settings may be cheaper,
monitoring will be an issue at these sites, impacting
their feasibility.

As a result of various site of care considerations, it is
necessary to understand patient access barriers across
sites of care. Providers will need to be prepared to
handle the various logistical requirements of different
therapeutics, as well as safety and monitoring
considerations. It will require the appropriate
infrastructure to accommodate high patient volumes,
variable dosage schedules, distancing protocols, and
more. Reimbursement dynamics also change across
settings and types of therapeutics. This will inevitably
result in reimbursement delays or challenges for
providers, which may limit their willingness to try new
therapies, especially those considered to be expensive.
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EVOLVED
PATIENT
JOURNEY

More stakeholders become
integral parts of the patient
journey with the flood of new
therapeutics (e.g., infusion
centers, specialty pharmacies,
MCOs, PBMs, etc.)

MCO - Managed Care Organization

PBM - Pharmacy Benefit Managers
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SEVERAL KEY FACTORS WILL INFLUENCE THE
TRANSITION INTO A POST-PANDEMIC WORLD

The end of the emergency state will prompt significant changes, as
funding and mandates subside. With head-to-head trials unlikely to be
completed, real-world evidence will be heavily relied upon by
clinicians to inform treatment decisions. As experience with COVID-19
therapeutics increases, stakeholders will turn to treatment guidelines
and hospital protocols to solidify standards of care. This highlights the
need for continuous landscape monitoring in order to proactively
mitigate access barriers.

Real-World
Evidence

Payer
Management

Treatment
Guidelines

Facing increasing financial pressures, availability of therapeutic options, and clarity on standard of care, hospitals
and payers will move away from an open-access perspective, towards a more restrictive approach. They will
leverage tiering, preferential status, and other restrictions to manage cost and appropriate use. Clinical
differentiation, price, and cost offsets will become more influential components of a product's value story.
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SUCCESSFUL COVID-19 VACCINE
PROGRAMS ARE A CRUCIAL VARIABLE
MEDICAL ICU
DIRECTOR
ACADEMIC MEDICAL CENTER

“The vaccine may not have
a significant impact - in the
sense that we will
continue to have COVID.
People need to
understand that COVID will
be here for a long time.”

Success of COVID-19 vaccines will impact patient
care decisions and the need for therapeutics. The
ultimate role vaccines play in the response to the
pandemic will depend on a range of factors (shown
to the right). For example, some vaccines cannot be
used in certain subgroups due to their mechanism
of action and associated safety concerns.
Additionally, the mix of politics and science has led
to high levels of skepticism towards the vaccine,
which may result in lower adoption. As the disease
continues to exist, it will continue to be an
important public health priority.

CLINICAL PHARMACIST

EFFICACY
SAFETY
PATIENT POPULATIONS

ACCESS
UTILIZATION
DEPLOYMENT
SUPPLY
COST
COVERAGE

ACADEMIC MEDICAL CENTER

"Even if we do have an effective vaccine and everyone gets vaccinated,
there are always going to be people who choose not to get vaccinated
or have contraindications to the vaccine."
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A CONTINUED NEED FOR THERAPEUTICS
CLINICAL
PHARMACY
SPECIALIST
ACADEMIC MEDICAL CENTER

“Identifying treatments for
the disease is still going to
be important, regardless
of what happens
with the vaccine.”

Whether or not a vaccine is available, utilized, and/or
effective, the need for therapeutics will remain. Tamiflu, an
antiviral drug used for early treatment of the flu is a relevant
example [8]. Even though the flu vaccine is readily available
and free of cost every year, Tamiflu continues to be
medically necessary. This is due, in part, to the challenge of
matching the vaccine with the dominant strain of the flu each
year; sometimes the vaccine is not a fully preventative
method for a particular strain. Therapeutics will remain an
integral part of COVID-19 treatment for years to come.

EMERGENCY
MEDICINE PHYSICIAN
ACADEMIC MEDICAL CENTER

"We still use Tamiflu even
though we have the flu
vaccine."

RESPIRATORY
CARE UNIT
DIRECTOR
INTEGRATED HEALTH
SYSTEM

“Therapeutics
are probably going
to play a role
(despite the
vaccine).”
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VARIOUS SCENARIOS MAY DEVELOP WITH THE
LAUNCH OF COVID-19 VACCINES AND THERAPEUTICS
While the continued need for COVID-19 therapeutics will be defined by many variables,
distinctive scenarios include:
Vaccines are approved before therapeutics, are highly effective, and
adopted to the point of high immunity levels; the need for
therapeutics, although not eliminated, will decrease quickly
If therapeutics are effective, more people may opt out of the vaccine;
continued need for both the vaccine and therapeutics will exist,
requiring a balanced approach with both treatment methodologies
Vaccines are approved but have low utilization due to hesitancy,
contraindicated patient populations, durability, and distribution
challenges, leading to greater demand for therapeutics

EMERGENCY
MEDICINE PHYSICIAN
ACADEMIC MEDICAL CENTER

”It really depends on which
works best - vaccines
or therapeutics.”

The uncertainty regarding the
impact of the COVID-19
vaccine adds to the unique
challenges faced by new
therapeutic entrants.
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IN AN ATYPICAL JOURNEY, SUCCESS HINGES ON THE
ADAPTABILITY OF STAKEHOLDERS
Given the high level of public interest, there may be considerable criticism and hesitancy
towards treatment, preventative or otherwise. Clinicians, hospitals, and payers will be monitoring
real-world evidence to refine treatment guidelines and management decisions. As a result,
manufacturers will have to prepare for a range of scenarios that contain multiple variables.
Success will require the ability to pivot quickly to different commercial strategies depending on
how the pandemic evolves. Value planning and stakeholder engagement strategies will need
to be adapted over time to achieve appropriate access and adoption.
Jupiter is built on shared business values, delivering commercial
success and providing strategic insights with scientific rigor.
Jupiter is here to support you!
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THANK YOU!
[1] https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-guidance-managementpatients.html#clinical-course
[2] https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2785020/
[3] https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-guidance-managementpatients.html#clinical-course
[4] https://medlineplus.gov/druginfo/meds/a620033.html
[5] https://www.bmj.com/content/371/bmj.m4457
[6] https://www.bio.org/policy/human-health/vaccines-biodefense/coronavirus/pipeline-tracker
[7] https://www.goodrx.com/blog/coronavirus-treatments-on-the-way/
[8] https://www.cdc.gov/flu/treatment/whatyoushould.htm
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