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Executive Summary

Vaccines are one of the most clinically meaningful and cost-beneficial interventions in
healthcare.

Every vaccine is unigue due to molecular variation, differing indications, and side-effect
profiles.

Private and public insurers are required to provide coverage and reimbursement for
all recommended vaccines without any out-of-pocket requirement for all eligible
individuals.

The current payment and coverage model for adult vaccines has led to robust access for
all patients with minimal impact on healthcare spending in the U.S.

PBM contractual involvement does not benefit patients financially and harms patient
access.

Pharmacists are the most accessible healthcare professionals in the U.S.
The majority of all adult immunizations today are provided by pharmacists in the U.S.

Pharmacies are far more accessible in low-income neighborhoods where ethnic and
racial minority adults are overrepresented.

Any contracting interference by PBMs concerning pharmacy reimbursement in the
current model will inevitably negatively affect underserved patients.

Vaccine manufacturing is a complex proposition requiring significant and ongoing
investment by biopharmaceutical companies in the upkeep of facilities.

Impeding in the current reimbursement and payment model will negatively impact the
competitive market, leading to potential vaccine supply challenges.

Policymakers should:

o Champion a competitive vaccine market to maintain a strong supply by prohibiting
artificial manipulation by for-profit PBMs and insurers.
Make sure private and public insurers cover all adult vaccines.

o Maintain the current payment and reimbursement model instituted by pharmacists
and pharmacies, providing consumers with unhindered access.

o Continue ensuring patients have access to all eligible vaccines without any out-of-
pocket requirements.

o Ensure that patients continue receiving vaccines at their favored immunization
location — at the community pharmacy.
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Adult Vaccination in the U.S.

Vaccination is considered among the most cost-beneficial

public health interventions.
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According to Plotkin and Mortimer, “the impact of vaccination on
the health of the world’'s peoples is hard to exaggerate. With the

exception of safe water, no other modality has had such a major effect

on mortality reduction and population growth."?

Unfortunately, there have been challenges
concerning adult vaccination rates for

the past few years due to various factors,
including vaccine hesitancy and lack of
education.® The latest immunization data
confirms that we are well below the adult
vaccination rates recommended by the
Centers for Disease Control and Prevention
(CDC).#*¢ This also parallels historical

data that adult immunization rates have
been below recommended Healthy 2020
levels.* For example, the Healthy 2020
objective for pneumococcal vaccination

of adults aged 65 or older was 90 percent,
while the latest CDC data shows that only
70 percent of people in this age group
received this vaccine.”® The outcome of
this behavior is demonstrated by deaths
and hospitalizations among adults due

to vaccine-preventable diseases.® For
example, CDC estimates that since 2010,
there have been upwards of 710,000
flu-related hospitalizations and 56,000
flu-related deaths in the United States.?
Unfortunately, the reduced vaccination rate
is more pronounced in the underserved

communities that are overrepresented by
ethnic and racial minorities, as Medicaid-
enrolled adults have lower vaccination rates
than those with private insurance for nearly
all Advisory Committee on Immunization
Practices (ACIP) recommended vaccines.©
Specifically, the vaccination rates among
pregnant women are distinctly lower in the
Medicaid population.”®

A study published in 2016 by Ozawa et al.
estimated that due to low adult vaccination
rates the U.S. spends approximately $9
billion annually treating vaccine-preventable
diseases." The authors estimated that
unvaccinated individuals accounted

for almost 80 percent of that spending.
More recently, a study published by the
Progressive Policy Institute (PPI) estimated
that the development of the COVID-19
vaccination and booster saved an estimated
2.9 million lives and prevented 12.5 million
hospitalizations.” Considering these findings,
every policy and educational intervention
must focus on increasing immunization
rates in the U.S.
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Adult Immunization
Access In The U.S.

Zero out-of-pocket costs for vaccines for which individuals

are eligible for in the U.S.

Unlike medications, where high out-of-
pocket costs burden patients, all insured
individuals, irrespective of age or insurance
coverage, have zero out-of-pocket costs for
the vaccines they are eligible for in the U.S.
This arrangement has been codified into
law through the Affordable Care Act (ACA),
and most recently, through the Inflation
Reduction Act (IRA). Thus, all vaccines
recommended by ACIP or the Food and
Drug Administration (FDA) and approved for
adults must be covered through Medicare,
Medicaid, and private insurance without any
out-of-pocket cost for adults. Administrative
burdens such as prior authorization, tiering,
and formulary exclusions are prohibited or

unnecessary.

From a patient outcome standpoint, not
all vaccines are created equal just because
they are intended to prevent a similar
disease. Molecular variation and differing
data concerning efficacy, effectiveness,
safety, and FDA indications make it
clinically untenable to institute utilization
management tactics of restricting access
to a single vaccine in a therapeutic class.
Due to the unique personal health factors

and healthcare provider recommmendations,

individuals may need a specific vaccine.
Thus, it is vital that pharmacies and all
institutions engaged in immunization
practice stock and administer all vaccines
and thatinsurers engage in reimbursement
mechanisms that will not favor a specific
vaccine. Further, the Centers for Medicare &
Medicaid Services (CMS) should rigorously
apply its existing regulations that require
insurers to reimburse all qualifying vaccines.
Utilization of each medicine or vaccine
leads to a unique patient outcome, and
generalizing such endpoints to gain price
concessions that don't translate to direct

patient savings should be questioned.

CDC generally does not favor one vaccine
over another in the same class unless there
is a discernable clinical benefit for patients.
For example, although several formulations
of the flu vaccine are available in the
marketplace, the CDC does not recommend
one vaccine manufacturer over another (i.e,
preferential treatment) but recommends
that all patients be vaccinated against the
flu. CDC's policy allows healthcare providers
to act as true immunization advocates and
determine which flu vaccine is the most

appropriate for the specific patient.
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The Role of Pharmacists in
Adult Immunization

Pharmacists are the most accessible healthcare

professionals in the U.S.

Pharmacists and pharmacies play a
crucial role in adult vaccine access.
Pharmacists are the most accessible
healthcare professionals in the U.S,,
where 88.9 percent of individuals live
within 5 miles, and 96.5 percent live within
10 miles of a community pharmacy.”

For Medicare-eligible beneficiaries (i.e.,
primarily individuals 65 years and older),
pharmacies are a critical access point. A
study published in 2018 in the Journal of
American Medical Association concluded
that the median number of visits to
community pharmacies was significantly
higher than encounters with primary care
physicians for Medicare patients.'

Overall, adult patients prefer going to a
pharmacy for their vaccination(s). A report
published in 2023 by IQVIA Human Data
Sciences and Global Healthy Living
Foundation found that post COVID-19
pandemic, almost 90 percent of adult
vaccinations occur at a pharmacy.” This
preference was most recently underscored
as over 80 percent of respiratory syncytial
virus (RSV) vaccines were administered at
a pharmacy in the U.S.® The report further
captures the preference of minorities in
utilizing a pharmacy as an immunization
site compared to white patients. This

finding further illustrates pharmacists’
value in addressing access to medicines in
diverse and underserved communities and
why pharmacies must be reimbursed for all
eligible vaccines.®

The role of pharmacists in underserved
communities has expanded beyond
traditional dispensing functions. A

study published in 2021 in the Journal

of American Pharmacists Association
found that pharmacies and pharmacists
are far more accessible in low-income
communities than physician practices,
especially when hours of operation

are considered.”” Such access is vital

for patients who cannot easily receive
vaccinations during typical work hours, lack
flexible work schedules, and cannot take
time off work during regular work hours
when most physician offices are open. Most
importantly, racial and ethnic minorities
are overrepresented in low-income
communities, which makes immunization
access through a pharmacist an essential
objective in addressing health disparities.
A 2018 study found that most African-
American patients preferred to receive
their vaccination at a pharmacy instead of
their physician's office because they could
more easily access a pharmacy from their
residence.”
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Insurance and Pharmacy
Benefit Management Tactics
Limit Access to Vaccinations
and Affect Pharmacists’ Quality

of Care

The negotiation approach has created robust vaccine

access for patients.

Pharmaceutical companies engage in
price negotiations with retail pharmacies,
health systems, and other providers

and primarily follow the principles of a
competitive private sector marketplace
where the engaged parties set prices
based on value. This tried-and-true
approach has led to significant fiscal
benefits, with vaccine spending in the
U.S. accounting for only 1.2 percent of
total biopharmaceutical spending.”
Furthermore, the negotiation approach
has created robust vaccine access for
patients. Finally, such methodology has
led to unprecedented investment by

the biopharmaceutical industry in the
development of innovative vaccines for
the prevention of infectious diseases and
other dreaded illnesses such as cancers.®

Despite the success of the patient-centered

model, there are indications that pharmacy

benefit managers (PBMs) and their allies,
the insurance companies, are ftrying to
insert themselves into the established price
negotiation paradigm. The vaccine market
is one of the few biopharmaceuticals or
medical interventions for which PBM
or insurer contracting tactics have not
penetrated. Hence, PBMs are eager to
engage as they see the vaccine market as
an untapped profit center. As always, the
PBM excuse is that they can negotiate lower
prices, but the question everyone should
ask is, lower prices for whom? It is well
established that any time an insurer or PBM
gets involved in drug price contracting,
three things happen. One, drug list prices
increase while net prices remain flat, where
the difference is captured as profit by the
PBMs 2?2 Two, when PBMs negotiate and
enter the reimbursement model with retail
and independent pharmacies, pharmacies

end up forgoing reimbursement, which



helps enrich the PBM's bottom line. Beyond
undermining the pharmacy business
model, this methodology also leads to PBMs
and insurance companies pocketing the so-

called savings.>%* Three, whenever a PBM

becomes involved in access management,
patient access diminishes. For example,
formulary exclusions have expanded so
much that most omissions do not benefit
patients financially or clinically.?® Regarding
vaccines,CMShasstated thatthey will review
Part D formularies to ensure all vaccines
are covered.?® However, CMS allows Part
D sponsors to place ACIP-recommended

adult vaccines on any formulary tier.?”

Beyond forgoing the ability to negotiate
and benefit from concessions directly,
pharmacists and pharmacies should be
concerned about the differential payment
for administering a particular vaccine.
Depending on the price, pharmacies may
be reimbursed for different medicines or
vaccines at different rates. However, paying
pharmacists a different administration fee to
entice them to provide a particular vaccine
is, at best, undermining clinical decision-
making by a healthcare professional
and, at worst, illegal. While pharmacists
receiving higher administration fees for
a specific brand of vaccine may seem
economically advantageous, ensuring that
such arrangements comply with legal and
ethical standards, including anti-kickback
laws, transparency requirements, and
professional guidelines, is vital. In addition,
CMS has weighed in on this topic:
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“Part D sponsors will have the discretion
to implement either a single vaccine
administration fee for all vaccines or
multiple administration fees based on the
type of vaccine, variance in provider type,
and product administration complexity.
CMS plans to retrospectively review
vaccine administration fees to look for
outliers and potentially discriminatory
practices that would impact beneficiary
access to Part D vaccines”.?®

Additionally, pharmacists should always
prioritize patient-centered care and ensure
their decisions are based on the patient’s
best interests and public health, which
involves administering the right vaccine to
the right patient at the right time.

There is legal precedence that payment to
entice a healthcare provider to administer a
specific medicine or vaccine may be illegal.
For example, in the late 2000s, insurers
paid physicians to switch patients from one
prescribed medicine to another. The insurer
initiative paid physicians $100 to switch a
patient from a brand-name medicine to
a less expensive generic with a different
active ingredient. The American Medical
Association (AMA) affirmed that accepting
payment for moving a patient from a brand-
name medicine to a generic medicine
not FDA-approved for substitution could
be considered an anti-kickback statute

violation.?®




PAGE 8

CMS has also voiced concerns about PBM and health plan payment practices. CMS, in its

guidance, has stated the following in a December 2023 letter to Plans and Pharmacy Benefit

Managers:

“CMS is very concerned about payment practices that may impede access to

recommended vaccinations, and it is imperative that plans and PBMs take immediate

steps to ensure adequate payment for and access to vaccine.”?®

Potential Impact of

Contractin
Long-term

Tactics on
1ability of

Vaccine Market

Make vaccines less profitable than repeat-purchase

treatments

Preferential contracting practices that require
payment for a specific vaccine or promote an
individual manufacturer’s vaccine over another
may have short-term positive bearings, such as
lower prices. However, the lack of competition
will negatively impact access, choice of vaccines,
and potential liability for vaccine supply in

the case of any manufacturing disruption.
Therefore, any entity utilizing its bargaining
power to achieve substantial discounts that will
not be shared with patients directly undervalues
vaccines while reducing the biopharmaceutical
industry's incentive for research and

development and short-run production
capacity.®

PBMs commonly use exclusive contracts
in the U.S. market to restrict medication
access. The scheme is used mainly as a profit-
maximizing tactic without any consideration of
how such a decision may impact patient access
to life-saving medicines. The Federal Trade
Commission (FTC) is investigating exclusionary
contracts' impact on patient access and
affordability.?" Insurers and PBMs have not yet
applied this methodology to vaccines.
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International organizations have also weighed in on the topic of exclusionary contracts. World Health

Organization notes:

“Exclusive contracts should be conducted to purchase high-quality, consistent, and

effective products; therefore, deciding which supplier(s) is awarded the contract

should not be based solely on price.”*?

In 2020, the European Parliament noted:

“Prioritizing the lowest-cost offers over those most economically advantageous can

weaken innovation and global competitiveness.””

Artificially manipulating drug prices through
contracting tactics may make it financially
challenging for manufacturers to maintain

or expand production capacity, especially for
medications with low-profit margins or complex
molecules, such as vaccines. As a result, some
manufacturers may choose to discontinue
production or prioritize other, more profitable

products, leading to shortages of such products.

It is also important to note that vaccines
prevent rather than treat disease and
provide long-term effects in contrast to
products that are administered repeatedly.
These dynamics make vaccines less profitable
than repeat-purchase treatments, even given
comparable intellectual property protection.
Therefore, contracting tactics that promote
exclusivity, leading to lower prices and profit
margins on vaccines, will force manufacturers to
consolidate. Consolidation in the long term will
advance to possible shortages if the dominant
supplier encounters manufacturing issues,
quality concerns, or regulatory actions. More

importantly, lack of competition will eventually
entice the dominant player to raise prices or
provide fewer concessions.

Additionally, we need to consider the
complexity of manufacturing a vaccine.
Unlike small molecule pharmaceuticals,
vaccines utilize an infinite combination of
biological variability among individuals,
mutations related to the microorganism,
and steps involved in purification in

their manufacturing processes. Failure

to effectively handle these complexities

may lead to expensive product recalls and
inability to meet manufacturer obligations,
disrupting regular immunization efforts and
detrimentally affecting public health. Moreover,
vaccine shelf-life and storage issues pose
challenges, potentially affecting accessibility if a
manufacturer fails to meet market demands. As
such, the duration required to manufacture a
batch of vaccines varies from several months to
several years.
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The vaccine manufacturing facility constitutes
substantialchallenges, such asfixedand continual
maintenance expenses for the manufacturer.®
Usually, biopharmaceutical firms establish
manufacturing capacity according to market
requirements and demand. Consequently, the
fixed cost burden could become unsustainable if
the capacity exceeds requirements. Conversely,
if the capacity falls short, it may fail to adequately

address market needs, particularly during shifts
such as heightened demand stemming from a
pandemic.

Price setting in vaccines, unless there is a
guaranteed market, which in the case of adult
immunization is non-existent, may also hamper
future investment in research and development
due to a lack of return on investment.

Case Study: The 2004 Flu
Vaccine Shortage in the U.S.

In October of 2004, at the beginning of

the flu vaccine season, Chiron Corporation
announced that it was withdrawing its
entire flu vaccine supply due to concerns
about the sterility of its manufacturing
facility. At that time, the U.S. relied primarily
on two suppliers for the flu vaccine —
Chiron and Sanofi Pasteur. The decision by
Chiron significantly reduced the flu vaccine
supply in the U.S., which led to widespread
concerns about the potential impact on
public health, especially among vulnerable
populations. Due to this vulnerability in the
supply chain, policymakers were prompted
to address the flu vaccine supply and the
need to develop a more diversified and

resilient vaccine supply.

However, Chiron’'s withdrawal of the flu
vaccine supply due to a safety concern was
not the only reason the market lacked an
adeqguate number of manufacturers to
ensure appropriate supply. The absence

of demand in previous years had created
an environment of overproduction

and subsequent loss of manufacturers,
where only 83 million flu vaccine doses
were available in 2004. In contrast, an
estimated 185 million doses were needed.*
Consequently, lack of competition led to a
disastrous outcome where patients were

put in a perilous situation.
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Policy Considerations

CHAMPION A COMPETITIVE MARKET FOR VACCINES TO FORCE
LOWER PRICES.

As declared by the Office of the Assistant Secretary for Planning and Evaluation (ASPE) within
the U.S. Department of Health and Human Services, competition is the cornerstone of a well-
operating market.*® By encouraging competition, it becomes feasible to stimulate innovation
and enhance market stability, thereby improving the accessibility and affordability of products.
ASPE notes that biopharmaceuticals with only one or a limited number of manufacturers tend

to have higher prices than drugs with multiple manufacturers.

MAINTAIN THE CURRENT MODEL OF PRICE NEGOTIATION BETWEEN
RETAIL PHARMACIES AND MANUFACTURERS.

Currently, in the U.S,, retail pharmacies directly negotiate with biopharmaceutical companies
to gain concessions and favorable vaccine pricing. The current model has served patients with
robust access to vaccines and has also been favorable to taxpayers, as vaccines consume only
1.2 percent of pharmaceutical spending in the U.S. Finally, the current model ensures that the

PBM business model does not financially undermine retail pharmacies' business viability.

CONTINUE THE CURRENT VACCINE ACCESS MODEL AS IT HELPS
PATIENTS.

Unlike biopharmaceuticals, patients in the U.S. are not burdened by outrageous out-of-
pocket costs for vaccines. Policymakers have ensured that private or public insurers cover all
recormmended vaccines and that patients will have zero out-of-pocket expenditures when

acquiring the vaccines.

LIMIT MIDDLEMAN INFLUENCE ON VACCINE PRICING.

PBM negotiation tactics often lead to higher prices, less patient access, and undermining
of the retail pharmacy business model. PBMs currently have no role in setting vaccine
reimbursement. As a society, we need to realize that PBMs are interested in inserting

themselves into this process because they see it as a revenue model that enriches their coffers.
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PRIORITIZE PATIENT-CENTERED CARE THROUGH PHARMACISTS.

Pharmacists are, first and foremost, healthcare professionals and patient advocates. Any
financial incentive by a third party to prefer one medicine/vaccine versus another, whether by
a biopharmaceutical company or a PBM, should be frowned upon. Moreover, adult patients

unequivocally prefer receiving their immunization at pharmacies by a pharmacist or pharmacy
technician.

RECOGNIZE THE DISTINCTION IN THE VACCINE MARKET.

Vaccines are complex molecules that require sophisticated manufacturing capabilities.
Manufacturing a single batch of vaccines requires years of intricate processes. Due to these
complexities, the vaccine market is far more susceptible to schemes such as exclusive

contracts and price controls, potentially hindering the long-term availability of these life-saving
products.

PRIORITIZE PAYMENT MODELS THAT DON'T UNDERMINE THE
COMPETITIVE MARKETPLACE

Payment for vaccines through medical benefits ensures that the middleman stays out of the
negotiation, and the government sets competitive prices concerning reimbursement. This
payment model has done wonders for the flu vaccine market, where prices are stable, and the

vaccine choice is based on the optimal outcome for the patient.
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policies, regulations, and legislation impacting chronic disease patient communities by sharing our research
via publication, our website, social media platforms, and conventional media. Our researchers also address

these important topics through opinion editorials, speaking engagements, and our world-class podcast series
— Healthcare Matters. Our experts have published extensively on the impact of biopharmaceutical and health
policies on costs and clinical outcomes in the most prominent medical sources and media publications.
They are sought-after speakers, providing briefings and expert reviews for the U.S. Congress, dozens of state
legislatures, and at conferences and medical symposiums around the world. Learn more at https://ghlif.org/our-
work/economic-policy-research/.

Find us online

CreakyJoints: CreakyJoints.org

CreakyJoints Espanol: www.CreakyJoints.org.es

CreakyJoints Canada: CreakyJoints.ca

CreakyJoints Australia: CreakyJoints.org.au

Global Healthy Living Foundation: ghlf.org

Facebook: facebook.com/CreakyJoints & facebook.com/GlobalHealthyLivingFoundation
Twitter: @GHLForg, @CreakyJoints, #CreakyChats

Instagram: @creaky_joints, @creakyjoints_aus, @creakyjoints_esp
TikTok: globalhealthylivingfnd

LinkedIn: linkedin.com/company/ghlf

515 N Midland Ave Telephone E-mail:

Upper Nyack, NY 845 348 0400 info@ghlf.org
10960
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) Scan the QR code to access GHLF's vaccine
resources or go to https:/ghlf.org/vaccine-resources
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