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Companies Pay to Fast Track and Market Vaccines
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In 1992, Congress passed the Prescription Drug User Fee Act (PDUFA) to accelerate FDA
licensing approvals of new drugs and vaccines. More than half of the FDA's budget is now

funded by the pharmaceutical industry through PDUFA fees

The Food and Drug Administration Amendments Act of 2007 allows companies
developing treatment for neglected or rare pediatric diseases to pay the FDA for a priority

review voucher (PRV) to fast-track approval of the drug or vaccine

The PRV has proved to be a windfall for companies producing vaccines. A PRV typically

secures fast-track approval in six rather than 10 months

Under the law, drug companies developing treatments for neglected and rare pediatric
diseases can sell their PRVs to other companies, including vaccine manufacturers, for
millions of dollars to fast-track licensure of completely different, profitable drugs and

vaccines, including the HPV vaccine

The federal government helps the drug industry to market more vaccines. A grant to
Emory University for $767,107 for fiscal year 2017 targets pregnant women and their

children for vaccination using sophisticated sales and marketing techniques

Editor's Note: This article is a reprint. It was originally published September 28, 2018.

When it comes to cozy business relationships between government and industry, there

is nothing like the lucrative one that Congress has encouraged federal health agencies

to create with the drug and vaccine industry. One hand washes the other.


https://thevaccinereaction.org/about-us/

Have you ever wondered how some new drugs and vaccines vault to the front of the line
of the FDA's licensing process using fast-track approvals? One way is through a federal
law, the Food and Drug Administration Amendments Act passed by Congress in 2007,
which allows a company developing a treatment for a neglected or rare pediatric
disease to pay the FDA for a priority review voucher (PRV).

Although FDA approval is not guaranteed, most of the time a PRV secures fast-track
approval in six rather than 10 months."2 According to the FDA, to earn a priority review
designation, a pharmaceutical product must pose "significant improvements in the
safety or effectiveness of the treatment, diagnosis or prevention of serious conditions
when compared to standard applications.”

The company seeking approval must also provide "evidence of safety and effectiveness
in a new subpopulation.” The PRV was created and included in the 2007 law to provide
an incentive to companies developing nonprofitable drugs for rare pediatric diseases,

but has proved to be a windfall for companies producing vaccines.

Selling PRVs to Get Jump on Securing Market Share

Under the law, drug companies developing treatments for neglected and rare pediatric
diseases may sell the PRVs they have purchased from the FDA to other companies,
including vaccine manufacturers, for millions of dollars to fast-track the licensure of

completely different, profitable drugs and vaccines.

When sold, the PRVs designed to help small companies fund their development of
nonprofitable disease treatments can give extreme advantages to multinational
corporations developing and selling other high-priced drugs and vaccines.

"If you develop a new drug for malaria, your profitable cholesterol-lowering drug could
go on the market a year earlier,' said Bill Gates at the World Economic Forum in Davos in
2008.

Describing the 2007 law creating PRVs, Gates pointed out that, "This priority review
could be worth hundreds of millions of dollars."* The Bill and Melinda Gates Foundation



has invested hundreds of millions of dollars in the vaccine industry.>

Early PRV approval from the FDA gives drug companies several months of additional
sales because the first licensed drug or vaccine in a category to reach the market often

becomes the front-runner, leaving competitors in the dust.

For example, Regeneron and Sanofi bought a PRV in the hopes that its cholesterol drug
Praluent would beat Amgen's Repatha to market.¢ Gilead paid $125 million for a PRV and
AbbVie paid $350 million, in addition to the $2.7 million paid to the FDA for the
shortened review.’

As Gates pointed out, companies that purchase PRVs stand to make millions on
pharmaceutical products that the FDA fast-tracks to market. PRVs, then, appear to be
primarily making money for drug companies rather than truly helping patients suffering

with rare and neglected diseases.

Congress Gives Pharma Edge Over FDA Regulators

The FDA is charged with the legal duty to regulate the food and pharmaceutical
industries to ensure that prescription drugs, vaccines and other biological products,
medical devices and certain types of foods are safe, labeled properly and effective

before being released for use by the public.?

Reportedly, FDA officials objected to the priority review program, which was included in
the 2007 law passed by Congress without soliciting input from FDA staff.° According to
an unnamed FDA source, "FDA does not get a true seat at the table" during the

legislative process so "well-meaning academics, advocates and legislators 'sold’' FDA to

the highest bidder in setting up this program."®

Critics of the PRV program point out that it does not really encourage drug development
for rare diseases. Since medical reviewers in FDA cannot be easily moved from one
review division to another in order to handle PRVs, it creates added workload strain to

an overtaxed regulatory agency that is understaffed.



The program also makes it easier for pharmaceutical products, for which there are
existing treatments, such as for diabetes or cholesterol, to move to the front of the
approval line at the expense of other, more important ones for which there are no

treatments.

For example, Janssen used a PRV to accelerate the approval of Tremfya (guselkumab)
to treat plaque psoriasis, a lucrative drug category competing with the best-selling
psoriasis drug, Humira."" Drug giants Gilead Sciences and Jazz Pharmaceuticals have
also bought PRVs.

Prescription Drug User Fee Act Paves Way for PRVs

Of course, not all of the accelerated FDA reviews that big drug companies are enjoying
involve priority review vouchers created under the 2007 law. In 1992, Congress passed
the Prescription Drug User Fee Act (PDUFA) to accelerate FDA licensing approvals of

new drugs and vaccines.

It was the first law to allow pharmaceutical companies to pay the FDA to let them
bypass normal licensing procedures so they could fast-track new products to market.
The act was reauthorized by Congress as PDUFA VI in the Food and Drug Administration
Reauthorization Act of 2017 (PL 115-52).73

More than half of the FDA's budget is now funded by the pharmaceutical industry
through PDUFA fees. This raises serious questions about the integrity of the FDA
licensing process when Congress has allowed drug companies to, in effect, bribe the
FDA to lower licensing standards in order to grease the skids for certain drugs and
vaccines to be fast-tracked to licensure.’s

Gardasil Vaccine's Fast-Track Licensing Under PDUFA

Recently, the FDA granted priority review to Merck's new Supplemental Biologics
License Application (sBLA) for Gardasil 9 vaccine under PDUFA.



In a June 13, 2018, press release, Merck stated that the FDA has set a PDUFA, or target
action, date of October 6, 2018, for a decision about whether Merck will be granted "an
expanded age indication for Gardasil 9 for use in women and men ages 27 to 45 to
prevent certain cancers and diseases caused by the nine human papillomavirus (HPV)
types covered by the vaccine."’c Dr. Alain Luxembourg, a Merck official, said:

"Women and men ages 27 to 45 continue to be at risk for acquiring HPV, which
can lead to cervical cancer and certain other HPV-related cancers and diseases.
We look forward to working with the FDA on the review of this application for
GARDASIL 9, which, if approved, would enable more people to have access to

the vaccine."

Serious reactions to Gardasil (and Cervarix, another HPV vaccine), including
autoimmunity, brain dysfunction and infertility, have been reported in the U.S. and

countries around the world and are documented in the medical literature.7.18.19.2021

As of July 2018, there have been more than 57,000 HPV vaccine adverse events
reported to the federal Vaccine Adverse Event Reporting System (VAERS) since 2006,
including more than 15,000 emergency room visits, 5,600 hospitalizations and 358
deaths.

Reported reactions include syncope (sudden loss of consciousness), Guillain-Barre
Syndrome (GBS), seizures, acute disseminated encephalomyelitis (ADEM), rheumatoid
arthritis, lupus, thyroid disorders, deep vein thrombosis and blood clots, pancreatitis,
postural orthostatic tachycardia syndrome (POTS), disabling fatigue, muscle and joint
pain, memory loss and speech problems.?

In June 2006, the National Vaccine Information Center (NVIC) publicly criticized the FDA
for fast-tracking Gardasil to licensure before it had been fully evaluated for serious side
effects and recommended for all 11- to 12-year-old girls by the Centers for Disease
Control (CDC).

Merck's prelicensure clinical trials used an aluminum-containing "placebo,’ even though

aluminum is an ingredient in Gardasil and can cause inflammation and nerve cell
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death.2 The next year, Congress passed the PRV legislation reinforcing and expanding

the fast-track licensing process.

Expanding Gardasil's Market With Taxpayer Money

Merck is now the sole source manufacturer of HPV vaccine in the U.S.,?* although the
well-known reactivity of HPV vaccine, together with its questionable effectiveness, has
resulted in low vaccine uptake because of a reluctance by parents to give the vaccine to

their children.2526

There have been Gardasil vaccine injury lawsuits in Japan and France.?”28 In 2016,
judges in India's Supreme Court demanded answers after children died during a trial of

Gardasil and Cervarix vaccines.?®

In July 2018, the British Medical Journal published an indictment of a May 2018
Cochrane Collaboration clinical trial review of HPV vaccines that came to the conclusion
that HPV vaccines "do not increase the risk of serious adverse events, miscarriage or

pregnancy termination."°

A trio of well-credentialed epidemiologists wrote the BMJ critique, detailing how the
Cochrane group in charge of the review cherry picked 26 randomized clinical trials — all

funded by vaccine manufacturers — to include in the review.*’

Charging that the Cochrane review could not be considered "trusted evidence" because
it was influenced by reporting bias and biased trial designs, they pointed out that
Cochrane used the biased review to publicly pronounce that HPV vaccine "causes no
serious side effects, even though the published review incompletely assessed serious
and systemic HPV vaccine adverse events and failed to assess vaccine-related safety

signals.32

The muddy record of HPV vaccine safety and parental resistance is clear and federal
health officials are planning to use taxpayer money to launch a stepped-up nationwide

HPV vaccine promotion campaign in the U.S.3 At the same time, Merck is still



determined to get its money's worth by selling Gardasil in other countries, like Australia

and China.3435

The recent request to FDA to fast-track an expanded use license for Gardasil is not
Merck's first attempt to enlarge the patient pool and market for its lucrative HPV
vaccine. After a priority review in 2008, the FDA rejected the company's application for
Gardasil approval in females aged 27 to 45 years. But Merck is nothing if not

persistent.3¢

A dose of Gardasil costs between $168 and $205 in the U.S.%” Like many drugs that
enrich the drug industry due to high prices, much of Gardasil's development was funded
by the U.S. government and taxpayers, and the vaccine continues to receive taxpayer

funding.382°

In 2013, the NIH gave half a million dollars to the University of Texas SW Medical Center
Dallas to try to "identify an optimal and feasible self-persuasion intervention strategy to
promote adolescent HPV vaccination in safety-net clinics" also known as "sell more
vaccines."® Nor was that the only marketing grant.

The University of Texas El Paso received $422,716 from the NIH to do similar free
marketing and "pilot test a future intervention to promote adoption of the HPV vaccine in
the Latino community" while "considering cultural factors."*

In fiscal years 2013/2014, Yale University received $390,389 from the NIH to "identify
and describe barriers to HPV vaccination completion among lower income racial and
ethnic minorities" and "generate ideas for future interventions that will be culturally
relevant and have the greatest potential for impact."

In 2017 and 2018, NIH (National Cancer Institute) awarded Vanderbilt University Medical
Center $1,173,628 to fund a study project entitled "Increasing HPV Vaccine Uptake in
Community-Based Pediatric Practices" for the purpose of identifying "the optimal
approach to implementing an evidence-based intervention for the uptake and
completion of HPV vaccine among adolescents receiving care in the community, guided

by implementation science theory."



In plain language, it means that the NIH grant is being given to a Vanderbilt researcher
to develop strategies to sell more Gardasil vaccine. The problem, according to the grant
is, "despite clear and indisputable value in cancer prevention, uptake and completion of

the HPV vaccine series has lagged far behind the goal of 80%."+3

NIH Grants to Universities Create Ways to Sell More Vaccines

The federal government helping the drug industry to market more vaccines is not limited
to Gardasil and HPV vaccines. Another grant, this one to Emory University for $§767,107
for fiscal year 2017, targets pregnant women and their children for vaccination using

sophisticated sales and marketing techniques.

The Emory grant reads, "Overall, the proportion of children not receiving all
recommended vaccines or whose parents are consistently limiting visit-level vaccine
administration is increasing ... Additionally, despite evidence showing the effect of
vaccinating pregnant women in reducing disease among infants too young to be fully

vaccinated, maternal immunization rates remain low."+

Grantees at Emory will explore how to sell more vaccines by using "vaccine champions,
expanded reminder-recall systems,' "standardized talking points" and "interactive tablet
computer (iPad) education application for pregnant women to view while waiting for

care.

Vaccine hesitancy and refusal are being addressed with a five-year NIH grant for $1.7
million to Georgetown University researchers working with researchers from University
of Georgia, Pennsylvania State and Emory University "to identify areas of the country

where vaccine refusal is on the rise."

A Georgetown University press release announcing the NIH grant in November 2017
stated, "With anti-vaccine activists growing in number and influence in recent years,

public health professionals have become increasingly interested in identifying where
and why people refuse vaccines and how this behavior drives the spread of vaccine-
preventable disease."*s



Although the CDC tracks rates of vaccine refusal at the state level, the grant will be used

to utilize datasets that can track vaccine refusal at the ZIP code level.

Georgetown's lead researcher on the grant commented, "While there is previous work on
what motivates individuals to engage in vaccine hesitancy, we don't know much about
the populations that tend to have higher rates of this behavior. But public health policy is
made at the population level. And our work will help us understand how to design and

target effective population-level policies."

NIH Grant to Study Safety of Childhood Vaccine Schedule

Finally, at least one NIH grant suggests that the federal agency is going to take a look at
vaccine safety knowledge gaps associated with the childhood vaccine schedule, which

vaccine safety advocates have spoken about for years.

Those big gaps in vaccine safety research were highlighted by the Institute of Medicine
in a 2013 report, "Childhood Immunization Schedule and Safety: Stakeholder Concerns,

Scientific Evidence and Future Studies."¢

Acknowledging that "a few of the existing studies show that there are cases in which the
risk of adverse events depends on the vaccine schedule used,' NIH has awarded a grant
of $§392,999 to Harvard Pilgrim Health Care Inc. to evaluate the safety of the federally
recommended childhood vaccine schedule and alternative schedules.

Researchers will evaluate "the timing of individual vaccines; the timing between doses
of the same vaccine; the interaction effect between vaccines and concurrent health
conditions or pharmaceutical medications; the interaction effects of different vaccines
given on the same day; the ordering of different vaccines; and the effect of cumulative
summary metrics such as the total number of vaccines or the total amount of some

vaccine ingredient."+

The NIH-funded project will also cover "study designs for the comparative evaluation of
the CDC recommended schedule, popular alternative schedules and completely
unvaccinated children. Methods will be developed for both adverse events with an early



onset, which are the easiest to study, and for adverse events with a late onset, including

serious chronic conditions.”

So, while giving the green light to speedy vaccine approvals and aggressively marketing
vaccines that yield big profits for drug companies, public health officials know there are
outstanding questions about just how safe government recommended vaccines really

are for infants and children being required by law to use them.

It will be interesting to see if the design of the NIH-funded study designed and
conducted by Harvard Pilgrim Health Care Inc., a corporate partner with CDC, will truly
qualify as good science the public can trust, or if it will turn out to be just another
transparent sales pitch that wastes the taxpayers' money.
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