
Bow Regulation of
Medicine is Bankrupting

the United States and
What Congress
Can Do to Stop It

BY WILLIAM FALOON

A fierce debate is raging as to who will pay for this nation's
skyrocketing sick-care costs.

Private companies have scaled back sharply on health care
coverage they used to provide. Employees now pay an increas-
ing percentage of their medical insurance premiums, along with
higher deductibles, co-pays, and no-pays (i.e., exc usions). Many
businesses provide no health coverage to their employees. 1,2

Based on the median income in the United States, the typical
family cannot come close to paying the staggering cost of health
care themselves.

It seems rather odd, but since neither business nor
individuals can afford today's sick-care costs, the burden is
increasingly being borne by the sector least able to pay, i.e.,
heavily indebted state and federal governments.

The federal government is already saddled with a huge
unfunded Medicare liability. No one has figured out where the
money will come from to cover these future health care costs.

Toput this into context, the most recent estimate of Medicare's
unfunded liability is $24.6 trillion.3 Yet total federal tax
revenues taken in annually (which include Medicare premiums)
are only around $2 trillion.4,5 As our current President stated last
year, we are approaching a point where the government willhave
to spend more money on Medicare than every other federal
program combined!"
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The most recent government

report states that the Medicare
hospital trust fund will go bank-
rupt five years sooner than what
was projected a mere twelve
months earlier.'

None of these numbers are reli-
able. Congress and agency bureau-
crats use all kinds of accounting
gimmicks when projecting
Medicare's date with insolvency.

For instance, the unfunded
Medicare liability was pegged at
$37 trillion in 2009.8 That means
the government should have had
$37 trillion in a trust fund earn-
ing interest in order to meet its
future obligations. But politicians
constantly manipulate the num-
bers. The latest report reduced
Medicare's official unfunded liabil-
ity to $24.6 trillion. The reason for
these wild fluctuations is that in

any given year, officials can create
"assumptions" out of thin air, like
assuming doctors will take major
pay cuts. Congress has not enact-
ed these pay cuts, but bureaucrats
pretend they do in order to under-
state Medicare's true unfunded
liability?

What no one in government
understands is that health care
costs are set to skyrocket even fur-
ther as new drugs the FDA is app-
roving are costing around $100,000
per patient. 10-12 Be it $24.6 trillion
or $37 trillion, the government
does not have the money to cover
its Medicare obligations.

And Medicaid, which provides
health care for lower income peo-
ple, also has trillions of dollars of
unfunded liabilities that are being
paid with tax and newly issued
debt dollars. I3

••
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Why Aren't These
Criminal Acts

Being Prosecuted?

Bernard Madoff was sen-
tenced to 150 years in prison
because he took investors' money
and diverted it to other purposes.
The federal government forced
Americans to pay Medicare pre-
miums their entire lives. Instead
of those premiums being placed in
a reserve fund for future use, they
were squandered on whatever was
most politically expedient at the
time, which included overpaying
those with the right connections.

While Madoff will spend the
rest of his life incarcerated, no one
talks about bringing civil or crimi-
nal charges against those respon-
sible for the largest Ponzi scheme
in the history of the human race,
i.e., Medicare with its $24.6 tril-
lion of admitted unfunded
liabilities.

Like the federal government,
many local and state governments
have also operate a Ponzi scheme
of unfunded pension and health
care liabilities they cannot pay.14-16

Since the federal government is
mathematically insolvent, it seems
ludicrous to assume that exorbitant
sick-care costs can be resolved by
any level of government.

While politicians aimlessly
point fingers as to who should pay
America's medical bills, please
remember that there is a real-
world solution. Health care in the
United States is so tightly regulat-
ed that it in many ways resembles
the inefficiencies of Maoist China,
where the economy was suffocat-
ed by erratic and illogical govern-
mental decrees. As China lifted its
regulatory stranglehold, prosperity
flourished. It's time for US leaders
to follow China's example and stop
over-regulating medicine!
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Even I Was Shocked!

For the enlightenment of new
members, please know that the
Life Extension Foundation" has
sounded the alarm bells since the
early 1980s about the health care
cost crisis that must now be con-
fronted. We said that unless the
shackles of regulation are removed,
this nation faced inevitable eco-
nomic insolvency with little in
the way of cures being found for
age-related diseases.

I have written dozens of arti-
cles and made hundreds of media
appearances attacking today's bro-
ken health care system. I was not
aware until recently, however, of
how much my own health insur-
ance premiums had gone up, since
I was covered under a group plan.

For me, my wife, and two chil-
dren, Life Extension is paying a
staggering $17,000 per year! Since
our group plan insures over 300
people, we obtain a considerable
discount off the individual rate-
yet the premiums, deductibles, co-
pays, and no-pays are worse than
ever.

I'd like to think Life Extension
is the most efficiently run organi-
zation in the world. We can, at the

moment, afford these outrageous
health insurance premiums for our
dedicated employees. But I know
many businesses and individuals
cannot, and certainly not the
government, which is unable to
pay for what it is already on the
hook for.

We Have Been Deceived ...

Look back over the past 30
years and ask how many cures for
the diseases of aging have been
found? One can argue the number
is near zero!

Americans have paid outland-
ish prices for prescription drugs
under the guise that pharmaceu-
tical profits would fund research
leading to medical breakthroughs.
The problem is that real-world
discoveries have not manifested.
One can point to some treatments
that prolong patient survival, but
these are offsetby lethal side effects
inflicted by fraudulently approved
therapies.F:" The fact is that few
real cures have occurred despite
Americans spending more health
care dollars than anyone else.

Unregulated medicine has
made considerable strides, but the
majority of the population does

AS WE SEE IT

not know about these approaches,
and vested financial interests have
spent billions to ensure that the
media, politicians, and bureau-
crats continue suppressing them.

We have been deceived by
those who associate regulations
with beneficial outcomes. As it
relates to medical progress, the
opposite has occurred, i.e., exces-
sive regulation is causing millions
to suffer and die needlessly while
health care costs skyrocket."

(Few understand that the under-
lying purpose of regulations is to
provide a government-protected
advantage to the group favoring
the regulation. It's not about how
a regulation will protect the public,
but a matter of how it can ~
cially benefit a special interest.21J

An often-cited example is the
petition drug maker Wyeth filed
with the FDA asking that a natu-
ral human form of estrogen called
estriol be banned.P-" The female
hormone drugs Wyeth is selling
(Prernarin" and Premf'ro") have
been shown to inflict all kind of
lethal side effects.":" Instead
of spending money on research
to come up with safer forms of
estrogen (such as combining nat-
ural estrogens with indole-3-car-
binol),32-34it was much cheaper
to persuade political hacks at the
FDA to outlaw the competition
(i.e., bioidentical estriol hormone
compounds)."

Pharmaceutical companies
have spent enormous dollars per-
suading the FDA to re-classify
nutrients like pyridoxamine as
prescription drugs so that they
can monopolize them for their
own economic benefit." If it were
not for aggressive letter-writing
campaigns to Congress by con-
sumers, all dietary supplements
would be expensive prescription
drugs by now.
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FDA-Failure,

Deception, and Abuse

In 2010, a 498-page book was
published exposing how FDA over-
regulation has destroyed citizens'
health and this nation's finances.
Many more pages could be added
based on what we have published
over the past year alone.

The magnitude of the artifi-
cially inflated costs are beyond
obscene. For example, an increas-
ingly popular prescription drug in
the United States is a testosterone
ointment called Andro'Oel". Last
time we checked, pharmacy chains
sell a one-month supply for $348.
Many men who try it will continue
it each month for the rest of their
lives.

The cost of the active ingredient
in AndroGel" is around $4. It costs
a few more dollars to put it into
ointment form under good man-
ufacturing practices. So for less
than $15 retail, consumers could

purchase the same amount of tes-
tosterone as is in Andro'Gelv=-if it
were not for FDAover-regulation.

Even though trans dermal tes-
tosterone delivery technology has
been known for decades, and the
patent for bioidentical testoster-
one expired a long time ago, the
FDA only allows a chosen few
pharmaceutical companies to sell
it. When a compounding pharma-
cy tries to develop more efficient
ways to make testosterone creams,
FDA inspectors use existing regu-
lations to stop them. The regula-
tions mandate that individually
compounded drugs be made from
scratch. If a pharmacy tries to pro-
duce larger quantities in bulk, it is
no longer classified as "compound-
ed" according to FDA regulations
and is therefore illegal."

In this Orwellian tragedy, the
annual cost of regulated AndroGel"
comes to $4,176 whereas the same
amount of topical testosterone
in an unregulated environment

would drop to only $180 a year.
Regulated testosterone thus

costs 23 times more than free-
market testosterone. And look
who pays for it! If you have health
insurance, you will likely face a
$25-50 co-pay each month, while
your insurance company is fleeced
for the balance. If you are a low
income individual and don't have
insurance, there are government
programs (like Medicaid) that
will pay the full retail price of
AndrcGel". If you are not indigent
and have no insurance, then you
are stuck with the entire tab. Be
you a taxpayer, co-payor, or out-
of-pocket payer your finances are
being eaten away by these absurd
regulations. Is it any wonder why
medical insurance premiums are
increasing so sharply?

Consumers have to band togeth-
er to demand Congress introduce
emergency legislation that repeals
the absurd over-regulation of med-
icine that exists today.
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I have written a new book
titled Pharmocracy that details
how egregious pharmaceutical
company profits are protected by
regulations, and how these vested
interests will go to any corrupt
length to ensure these regulations
are perpetuated no matter how
inane they are.38,39

Pharm oeraey-----------------
SEND THIS BOOK TO YOUR MEMBERS OF CONGRESS.

Governments collapse when ineptitude and corruption
reach such egregious magnitudes that the citizenry has no choice
but to revolt.

Since the year 1980, the Life Extension Foundatlon" has
published articles that expose how over-regulation in the United
States causes lifesaving medications to be delayed or suppressed
altogether. We have also explained the extortionist costs to
consumers who are forced to pay for what are too often dangerous
FDA-approved therapies.

The new book Pharmocracy presents factual and irrefutable
logic to reform today's broken health care system.

While Pharmocracy uncovers egregious FDA incompetence
and abuse, Congress is the body of
government that provides FDAwith
enabling laws that result in needless
suffering and death-while the nation
descends into financial ruination.

Implementing the free-market
approaches advocated in this book can
spare Medicare and Medicaid from
insolvency, while significantly improving
the health and productivity of the
American public.

Pharmocracy provides a rational
basis to remove the suffo ating
compulsory aspect of health care
regulation and allow free-market
forces to compete against government-
sanctioned medicine.

The cover price for each copy
of Pharmocracy is $24. LifeExtension
members can obtain it at a 60%
discount and pay only $9.60 a copy.

The unprecedented step we have
taken is to offer four copies to Life
Extension members for only $32

(or $8 each). The reason we want you to
purchase four copies is to send one to your representative and
two senators. We believe if enough constituents send a copy of
Pharmocracy to Congress, Congressional members willbe forced
to recognize the obvious free-market solutions to today's health
care costs crisis, and know that a large segment of the
public supports them against pharmaceutical interests.

How Regulated
Costs Add Up

Institutionalized corruption
artificially inflates the co t of vir-
tually every health care service.

Going back to the Andro'Gel"
example, we estimate
that more than 80 mil-
lion American men could
benefit by restoring their
testosterone levels to
youthful ranges." If these
men are forced to use only
FDA-approved testoster-
one drugs, the excess cost
to the United States will
be $319 billion each year
for this one drug.

It used to be just a
few years ago that when
the entire federal deficit
reached $300 billion, the
public and some politi-
cians complained. Yet the
overpayment Americans
are stuck with for this one
class of drug (Andro'Gel"
and others) because of
FDA over-regulation may
exceed previous federal
deficits unless the law is
amended.

When one considers there are
thousands of medically related
products and services that are arti-
ficially inflated by senseless regula-
tions, it becomes clear that radical
change is required to avoid an
economic meltdown.

- WILLIAM FALOON-

HOW CORRUPT DEALS AND

MISGUIDED MEDICAL REGULATIONS ARE

BANKRUPTING AMERICA-AND

WHAT TO DO ABOUT IT

To order one or four copies of Pharmocracy,
call 1-800-544-4440 or visit www.lef.org/pharm
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Even Com.pounded

Testosterone
Costs Too Much

As stated earlier, FDA regu-
lations prohibit compounding
pharmacies from making pro-
duction-scale batches of popular
drugs. Each compounded drug
must be individually formulated
by a licensed pharmacist. The
result is that the labor involved in
making a compounded drug com-
prises more than what the active
ingredient costs.

But there are additional regula-
tions that add even greater costs.
Consumers require a prescription
to buy compounded testoster-
one just like they do with FDA-
approved testosterone. While
competent physician supervision
can enhance the safety and effi-
cacy of a testosterone replacement
program, the frank reality is that
the majority of prescriptions for
drugs like Andro'Gel" are not pre-
scribed by physicians who under-
stand how to optimally manage
hormone replacement in men.
Seldom are estrogen levels moni-
tored to protect against estrogen
overload that can occur when too
much testosterone converts (aro-
matizes) into estrogen in an aging
man's body.41.42

An advantage with compounded
testosterone is that if a physician
knows how to write a prescription
for it, they often have received
training on follow-up monitoring.
Compounded testosterone cream
can be obtained for less than $30
a month, compared to the $348/
month price for AndroGel". Either
form can contain the same amount
of bioidentical testosterone.

Compounded testosterone
cream is 91% less expensive
than FDA-protected drugs, yet
compounded testosterone is still
twice as expensive as it needs to

be because of governmental over-
regulation.

In dealing with runaway health
care costs, a solution is to make
drugs like testosterone available
to men over age 40 without the
need of a doctor's visit. There have
been companies that have physi-
cians review blood tests over the
phone and prescribe testosterone,
but FDAand state licensing boards
have shut many of these down."
Corrupt regulations ensure that
efficiencies that would slash health
care cost (at the expense of phar-
maceutical profits) are outlawed.

Sim.ple Solution to
Avert Econom.ic Ruination

Life Extension initiated a peti-
tion drive back in the 1980s to
allow individual Americans to
"opt-out" of the FDA's regulatory
umbrella. Our rationale was that

this would provide consumers
with more advanced treatments at
lower prices.

Hundreds of our enlightened
members petitioned, requesting
liberation from the FDA strangle-
hold. The public, Congress, and
media were apathetic at that time.

The FDA was far from lethar-
gic. They responded to our peti-
tion in a way that resembled an
angry hornet's nest when dis-
turbed (or how some dictators
respond to street protestors).
The notion that we dared chal-
lenge the FDA'sabsolute authority
resulted in years of legal battles in
which the FDA did everything in
its power to destroy US.44

Move forward to today, and
the political climate has turned
around. The health care cost
crisis we long ago predicted has
evolved into a harsh reality no one
can ignore. It is mathematically
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impossible to solve it by forcing
one group to pay regulated medi-
cine's inflated costs. The only salva-
tion are the free-market reforms
we long ago drafted.

Our proposal is quite imple.
Amend the law to allow good manu-
facturing practice (GMP)-certified
facilities to produce generic pre-
scription drugs that do not under-
go the excessive regulatory hurdles
that force consumers to pay egre-
giously inflated prices.

To alert consumers when they
are getting a generic whose man-
ufacturing is not as heavily regu-
lated as it is currently, the law
would mandate that the label of
these less-regulated generic drugs
clearly states:

"This is not an FDA-approved
manufactured generic drug and
may be ineffective and potential-
ly dangerous. This drug is NOT
manufactured under the same
standards required for an FDA-
approved generic drug. Purchase
this drug at your own risk. "

By allowing the sale of these
less costly generic ,consumers will
have a choice as to what compa-
nies they choose to trust.

Equally important in our pro-
posals is allowing consumers to
be told about the off-label ben-
efits of prescription drugs, such
as the extensive body of evidence
that metformin may help prevent
type 2 dtabetesv-" (and not just
treat it) and that metformin may
also prevent and help treat certain
cancers.v"

A concern critics raise regard-
ing this free-market solution is
safety. Who will protect consum-
ers from poorly made generic
drugs, they ask?

First of all, there will be the
same regulation of these drugs
as there are with GMP-certified
supplement makers. FDA inspec-
tors will visit facilities, take sam-
ple products, and assay to ensure
potency of active ingredient and
dissolution. Laboratories that fail
to make products that meet label
claims would face civil and crimi-
nal penalties from the government.

Secondly, there is no incentive
not to provide the full potency
of active ingredient in these less
regulated generic drugs. The price
of the active ingredients makes
up such a small percentage of the
overall cost that a manufacturer
would be idiotic to scrimp on
potency."

Companies that foolishly make
inferior generics will be viciously
exposed by the media, along with
the FDA, consumer protection
groups, and even prescribing phy-
sicians, who will be suspicious if
a drug is not working as it is sup-
posed to.

Companies producing inferior
products will be quickly driven
from the marketplace as consum-
ers who choose to purchase these
lower-cost generics will seek out
laboratories that have reputations
for making flawless products.

Substandard companies would
not only be castigated in the pub-
lic's eye, but face civil litigation
from customers who bought the
defective generics. When one
considers that GMP-certified
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manufacturing plants can cost
hundreds of millions to set up, a
company would guarantee itself
future insolvency if it failed to pro-
duce generic drugs that met mini-
mum standards.

Pharmaceutical
Company Propaganda

No matter how many facts show
that free-market generic drugs can
be made safe, there are alarmists
who believe that even if one per-
son suffers a serious adverse event
because of a lower-cost generic
drug, then the law should not be
amended to allow the sale of these
less-regulated products.

What few understand is that
enabling lower-cost drugs to be

sold might reduce the number of
poorly made drugs. The reason is
that prescription drug counterfeit-
ing is a major issue today.56 Drugs
are counterfeited because they are
so expensive. Yetin the free market
environment we espouse, a month's
supply of the popular cholesterol-
lowering drug like simvastatin
would sell for only $3. It is diffi-
cult to imagine anyone profiting
by counterfeiting it. So amending
the law to enable these super low-
cost drugs to be sold might reduce
the counterfeiting that exists right
now.

Another reason these less-regu-
lated generics willdo far more good
than harm is that people who need
them to live will be able to afford
them. The media has reported on

heart-wrenching stories of desti-
tute people who are unable to pay
for their prescription drugs. They
either do without or take a less-
than-optimal dose. The availability
of these free-market generics will
enable virtually anyone to be able
to afford their medications.

Those who think generic drugs
are safe today should be aware of
isolated instances when improper-
ly made active ingredients make it
into prescription drugs sold in US
pharmacies. These defective ingre-
dients often emanate from FDA-
approved manufacturers in China
and India. The FDA gives false
assurances that these government-
approved laboratories are safe.
The reality is that the FDAcan only
inspect each Chinese drug-making
factory at best only once every
13 years." So the protection con-
sumers think they have today is a
facade. I would feel more comfort-
able buying generics from a com-
pany that had its own inspectors in
offshore manufacturing facilities
as opposed to relying on meaning-
less FDArhetoric.

As this Article
Was Being Finalized ...

As this article was being final-
ized, news broke that the FDAhad
just granted an exclusivemonopoly
to a company to sell a non-patent-
ed progesterone drug that prevents
premature births. 58

Healthy women naturally
secrete huge amounts of proges-
terone during pregnancy that helps
maintain their uterine lining. To
protect against premature births
and miscarriages in women at
risk, enlightened doctors have for
decades prescribed progesterone
medications that were made by
state-licensed compounding phar-
macies. The cost per injection was
around $20.
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By granting orphan drug status
to one company (KV Pharma-
ceutical), FDA rules banned all
other forms of progesterone for this
indication. The immediate impact
was that the cost per injection sky-
rocketed to $1,500-or as much as
$30,000 for a full-term pregnancy.59

Anuprising over this price goug-
ing forced the FDA to back down
and state it "does not intend to
take enforcement action against
pharmacies that compound
hydroxyprogesterone caproate."

What the FDA is saying is
that while it has the discretion to
arrest compounding pharmacists
for making this drug, it does not
"intend to" do so. After the FDA
made this announcement, KV
Pharmaceutical reduced the price
to $690 per injection-which is
still more than 34 times its previ-
ous free market price.

It is unclear how private insur-
ance and Medicaid will determine
whether to pay $690 per injection
for the version FDA rules state is

the only one that can be legally
sold or continue paying for the
much lower-cost compounded
version.

Women who are denied access
to this drug because of the regula-
tory quagmire face increased risks
they will deliver pre-term babies.
In these cases, the costs for inten-
sive neonatology care can run into
the hundreds of thousands of dol-
lars per premature-born baby, a
price often borne by Medicaid or
private insurance.

No country on earth can
afford this kind of institutional-
ized corruption, where the chosen
few pharmaceutical companies
favored by the FDA reap extortion-
ist profits as the nation collapses
into a financial abyss. This rare
instance in which public back-
lash forced the FDAto back away
from protecting a pharmaceutical
company's obscene profit reveals
that citizens have the power the
save this country from financial
Armageddon.

Fight Back Against
This Institutional

Corruption

The United t tes of America
faces a health care cost crisis that
will render Medicare, Medicaid,
and many private insurance plans
insolvent. The shocking details
about this country's inability to
fund future medical costs are no
longer confined to the pages of
Life Extension Magazine". You
are reading about them virtu-
ally every day in the mainstream
media.s''>'

When terrorists attacked the
United States in 2001, there were
patriotic Americans who enlisted
in the armed services. Many lost
their limbs, their vision, and their
lives.

No one has to engagein physical
combat to save this country from
the institutionalized inefficiencies
and corruption that plague todays
disease-care system.
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My new book Pharmocracy

presents irrefutable logic to
reform today's broken health care
system. The cover price for each
copy of Pharmocracy is $24. Life
Extension members obtain it at a
60%discount and pay only $9.60.

We are offering four copies of
Pharmocracy to Life Extension
members for only $32 (or $8
each). The reason we want you to
purchase four copies is so you can
send a copy to your representa-
tive and two senators.

We believe if enough citizens
send Pharmocracy to Congress,
that our leaders will be forced to
recognize the obvious free-market
solutions to today's broken health
care system.

To order one or
of Pharmocracy
1-800-544-4440.

four copies
today call

For longer life,

William Faloon
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