
HEALTH POLICY

Novel Therapies for an Aging Population
Grappling With Price, Value, and Affordability

The US health care sector is beginning to experience
the full effect of the aging “baby boomer” population,
76 million of whom were born between 1946 and 1964,
with nearly half eligible for Medicare in the coming year.
In 2018, Medicare costs amounted to 14% of total fed-
eral spending, and by 2028, are projected to increase to
18%.1 Growing enrollments, increased use of services,
and rising prices for prescription drugs are major driv-
ers of these increasing costs.2

In planning for the care of an expanding older popu-
lation, a priority is being placed on what is most impor-
tant to patients and families. This means “delivering ap-
propriate care that fits the needs and circumstances of
older patients and that actively avoids wasteful care.”3

Although this approach makes perfect sense, it is also
clear that for many older patients, what is important will
include new treatments and technologies to help them
live longer, prevent or cure disease, reduce the likeli-
hood or delay the onset of cognitive and functional im-
pairment, and better manage their symptoms.

The prospect of extraordinarily high-cost therapies
that could be used for treatment of common chronic con-
ditions in older adults creates complexity in planning for
the care needs of this population. This Viewpoint consid-
ers the implications of novel, high-cost drugs applicable
to the care of older patients and also suggests recom-
mendations for maintaining affordability and sustain-
ableaccesstonewtherapiesforchronicconditionsinolder
adults that demonstrate added patient benefit.

A quote from the Director of Health Programs at the
OfficeofManagementandBudget,“IfwegetacureforAlz-
heimer’s priced at $100 000 a pop, we’re toast,”4 high-
lights hypothetical concerns about the cost implications
of an effective therapy for a highly prevalent geriatric con-
dition,Alzheimerdisease.Nevertheless,anactualexample
of a high-cost, effective, and potentially broadly applicable
therapy for a prevalent geriatric condition may be immi-
nent. Tafamidis is now under priority review by the FDA for
the treatment of transthyretin amyloid cardiomyopathy.
For patients with this disease, clinical trial evidence has
shown that treatment with tafamidis vs placebo for 30
months reduces mortality (78 of 264 [29.5%] vs 76 of
177 [42.9%]; hazard ratio, 0.70; 95% CI, 0.51-0.96) and
cardiovascular-related hospitalization (0.48 per year vs
0.70 per year; relative risk, 0.68; 95% CI, 0.56-0.81), and
slows declines in functional capacity and quality of life,
based on the 6-minute walk test and the Kansas City Car-
diomyopathyQuestionnaire–OverallSummaryscore.5 One
estimate suggests that transthyretin amyloid cardiomyo-
pathy may have a prevalence of 13% among patients with
heart failure with preserved ejection fraction (HFpEF).6 As

HFpEF is the most common type of heart failure in older
adults, the number of patients eligible for treatment with
tafamidis could reach into the hundreds of thousands.

If tafamidis is approved, with a projected annual price
in the range of $150 000-$300 000, and a large poten-
tial patient population, it could be among the most costly
cardiovascular treatments ever marketed. Foreseeing a fu-
tureinhealthcarecharacterizedbythedevelopmentofnu-
merousbreakthroughtherapieswiththepotentialtoaffect
a range of common chronic conditions in the geriatric
population, scenarios as described for tafamidis could be-
come the reality many times over. Having novel, high-cost
treatments that provide important benefits to patients,
while welcomed, will exacerbate concerns about the value
and affordability of drugs for the Medicare population.

Clinical Effectiveness, Cost-effectiveness,
Value, and Affordability
Anyclinicallyeffectivetreatmentthataddressesimportant
health outcomes is likely to be considered valuable by pa-
tients, families, and clinicians, as long as that treatment is
paidforbyinsurance.However,evenhighlyeffectivetreat-
ments can be of low value to the health system—and to
those who ultimately pay for insurance, including employ-
ers, Medicare, Medicaid, patients, and families—if the price
is out of proportion to the clinical benefits. Even for some
treatments that demonstrate good long-term value
throughacost-effectivenessanalysis, ifthepopulationthat
can benefit from treatment is very large, cumulative costs
intheshort-termmaycreatesubstantialbudgetpressures.
In these situations, even drugs with excellent long-term
value may be so costly that budgets for insurers and de-
livery systems are adversely affected, while patient access
is severely restricted.

Achieving High-Value With Novel Therapies
for an Aging Population
Most people maintain that care should not be rationed
for older patients nor should strategies to maintain the
financial viability of Medicare rely on drastic increases
in deductibles and cost-sharing requirements pushing
even greater costs onto patients and families. Drugs with
prices that exceed a reasonable premium for their added
benefit are found in all areas of medicine and influence
the care of patients of all ages. But as one of the largest,
and most politically powerful population cohorts in US
history, older patients, together with the clinicians who
care for them, have an important role in advocating for
a health system that retains incentives for future inno-
vation and that also can adapt to provide sustainable ac-
cess to high-value care for all patients.
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The following recommendations may help advance these
principles:
1. Drug makers and insurers should work to align the prices of drugs

with their added benefits for patients. Whether this is achieved
by drug makers through regulation to enhance competition and
negotiating leverage for private insurers or through direct nego-
tiation by Medicare, drug prices should be transparently and ex-
plicitly linked to their cost-effectiveness. Pharmaceutical manu-
facturers need to be rewarded for innovation and should also
commit to responsible pricing of novel therapies guided by rig-
orous, independent, value-based assessments.

2. Clinicians should integrate the best possible evidence, together
with their patients’ individual clinical characteristics and per-
sonal values, in shared decision-making. Evidence to guide
treatment decisions must be based on generalizable research
findings, with measurements of the outcomes that matter most
to older patients, including symptom burden, physical function,
and health-related quality of life.7 This is likely to be an enor-
mous challenge for a number of reasons, including that clinical
trials are often not representative of the general population; many
trials contain only limited measurement of patient-centered out-
comes; presenting complicated issues—for example the benefit
of a drug vs potential adverse effects—is challenging; and be-
cause benefit of some therapies may not accrue for a number of
years, the clinician and patient may need to consider life-
expectancy in the discussion.

3. Specialty societies should incorporate information about the
cost-effectiveness of novel, high-cost therapies for chronic con-
ditions in older adults into guideline development. Information
on cost-effectiveness should also be integrated into online,

evidence-based clinical decision support resources that many
clinicians use in real-time care of patients.

4. Insurers (including Medicare) and pharmacy benefit managers
(PBMs) must provide clinicians, patients, and families with bet-
ter information on how cost-effectiveness information is used to
guide coverage policies and price negotiations. Insurers and PBMs
must also meet their social responsibility by improving access to
drugs by placing lower out-of-pocket financial burdens on pa-
tients and families for drugs that are priced fairly, consistent with
their long-term value and affordability.

Conclusions
In providing care for the expanding older population, “What mat-
ters most?” cannot mean any therapy at any price. Aligning the
price of new therapies with demonstrated added benefits is an im-
portant step on the road to a health system that can guarantee sus-
tainable access to effective therapies for older patients. Policies
around pricing and coverage must be developed in a transparent
fashion with adequate consideration of the views of patients and
families. Pricing and coverage decisions must also reflect that
“high-value,” high-cost treatments applicable to large numbers of
older patients will require measures to ensure that the potential bud-
getary consequences do not impinge on patients’ access to treat-
ment and the affordability of their care.

Widely applicable drug therapies with extremely high prices are
likely to emerge for the prevention and treatment of chronic conditions
that are common among the older population in the United States.
The ability of the US health system to deliver innovation, value, afford-
ability, and access will be tested as never before. For the benefit of
older patients, it is time to address these important challenges.
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